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Attachment 1

Mold Assessment for Fisher Price PSA

1. Background

Mold is a fungus that is ubiquitously found in both indoor and outdoor environments.

The number of species of fungi is unknown; however, it is estimated to be in the range of
tens of thousands to upwards of hundreds of thousands'. Common mold species found in
homes are Cladosporium, Penicillium, Altemaria, and Aspergillus. These fungal species
are considered opportunistic fungi, in that if there is sufficient moisture and oxygen, these
species can grow on any organic substance” °,

Mold exposure has been associated with health effects, including allergic reactions,
asthma, and other respiratory issues’. Some people may react to mold and experience
nasal stuffiness, eye and skin irritation, and wheezing. More severe reactions include
shortness of breath and fever. Those individuals who are immuno-compromised and/or
have chronic lung diseases are at increased risk for opportunistic infections upon mold
exposure’, Some molds produce mycotoxins, which are cytotoxic or have other toxic
properties’. Stachybotrys, the species classically thought of as “toxic mold”, can be
found in buildings and homes, although to a lesser extent than Cladosporium,
Penicillium, Alternaria, and Aspergillus®. In addition, mold cell walls contain B-D-
glycans which have inflammatory properties, and mold spore and mycelia fragments
contain allergens’.

I1. Discussion
A. Review Reports

A review by the Institute of Medicine (IOM)} in 2004, found associations between two
risk factors, exposure to indoor dampness and presence of mold, and upper respiratory
tract symptoms, cough, wheeze, and asthma symptoms in sensitized persons, but no
association for the development of asthma. The World Health Organization (WHO) in
2009, reviewed epidemiological, clinical, and laboratory studies and found associations
between dampness and dampness related agents, including mold, and the development of
asthma, a current diagnosis of asthma, dyspnea (shortness of breath), and respiratory
infections. In the WHO review, associations were found in atopic and non-atopic
individuals. Neither review reported finding causal relationships between indoor
dampness or mold and the development of and/or appearance of health effects,

! hitp://www.cde. gov/mold/basics. htm

? hitp://wws.stlouisco.com/doh/polien_site/MoldInfo, htm!

3 http:/fwww.epa.gov/mold/index. html

* htp:/rwww.cde. govimold/stachy htm

5 Health Canada (2007) Residential Indoor Air Quality Guideline for Moulds; Canada Gazette; 14 1{13).
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Mendell et al. (2011) reviewed all currently available evidence, including studies
reviewed in the IOM report, recently published studies, and findings from quantitative
meta-analysis studies. Mendell et al. classified hundreds of studies into the following
four categories based on the strength of evidence between dampness, mold, dampness
related agents and health: 1) sufficient evidence of a causal relationship, 2) sufficient
evidence of an association, 3) limited or suggestive evidence of an association, or 4)
inadequate or insufficient evidence to determine if an association existed. An association
was found between indoor dampness or mold and the four health outcomes defined in the
IOM report. In addition, the authors concluded that the studies were, “...strongly

suggestive of causality” between asthma exacerbation and dampness or mold in children
This latter fi ndmg was especially evident in a controlled experimental intervention stud

on the exacer thma in homes with highly symptomatic children (Kercsmarg ¢t
al., 2006). I of sources of dampness and visible mold resulted/in

(b)(5)

diagnosed with asthma, dyspnea, respiratory infections, bronchitis, allergic ®hinitis, and
eczema.

The measured microbiological agents had limited associations with health effects;
was thought to be due to measurement errors in exposure assessment (i.e., non-
standardized methods of measurement used in the different studies) as well as other
factors such as age at exposure and interaction effects that occur with multiple chemical
exposures. Limitations in the measurement techniques themselves were also highlighted.
Although the authors report that their current ﬁndmgs cannot define causal

microbiological expos se-res that can be used to determine safe
levels of exposure, ing dampness objectively)has shown some promise for future

research. In the meannme, the present method of subjectively assessing dampness or
presence of mold has the most consmtem]y documented associations with respiratory and
allergic disease. Therefore, HS staff believ TRIR i tilize this approach
for asséssing the potential for health effects due to exposure to mold.

e

B. Studies or Specific Mold Species

Health Sciences staff review

nt literature related to the mold species found in

ilerature review consisted of
studies that specifically identified one or more of the four moid

primary, peer review
species of interest.

Studies published within the last 11 years with sufficient data related to mold
concentrations, species, and health outcomes were reviewed. The studies revealed
limited information for the four)mold species of interest (See Table 1). These mold

U,
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species included Cladosporium, Alternaria, Aspergillus, and Phoma. Four relatively
recent epidemiological studies were also reviewed.

All epidemiological studies showed a statistically significant association between Wl’.u,»

increased mold exposure and respiratory effects. Stark et al. (2(}03) showed that
exposure during the first year of life to high mold concentratlons increases the incidenc
of doctor diagnosed lower respiratory illness (LRD)™.

In addition, the authors found specific connections to “LRI without wheezing” and
airborne Penicillium exposure, and “LRI with wheezing” and Alternaria and

Zygomycetes exposures. The relationship between Penicillium exposure and “LRI J—

without wheezing” showed the strongest association through relative risk (RR). “LRI
with wheezing” might represent an early allergic response. However, for many children
in infancy wheezing can represent a non-allergic inflammation of the small airways.
Therefore, although children who show repeated “LRI with wheezing” during infancy are
more likely to develop allergic asthma, the trigger for developing this type of LRI during
infancy is likely to be non-allergic.

When the authors investigated any associations between visi old or mildew (a thin,
discoloring growth pattern produced by mold in damp environments) and increased mold
exposure, they found that there was little to no correlation between the two varia bles.

This lack of correlation suggests thatdampness-related factorSyin addition to increased
mold exposure, are also important in the development of adverse healtil effects.

P

However, the vigfble presence of mold; mildew, erwater damagexdid show a strong trend™®

for association with 1ncreased LRI, though less of an association compared to the i
statistically significant association between high mold exposure and LRI, Therefore,

these two variables, the visible presence of mold or mildew igh mo are
independent predictors of LRI during infancy, - (g

In a paper describing the continuation of their 2003 study, Stark et al. (2005) found an
association between the presence of high levels of mold and the development of doctor
diagnosed allergic rhinitis by the age of 5 years. The authors controlied for factors

significantly associated with allergic rhinitis, including the presence of water damage,
mold and mildew during the first year of life, and LRI during the first year of life.
Therefore, these findings are independent of these factors. During a multivariate adjusted
proportional hazards regression analysis, the authors found that some mold species were
highly correlated with each other, meaning that when one species is found, it is likely that
the second species will also be found, increasing the levels of mold exposure. These
species included Alternaria with Aureobasidium, as well as Cladosporium with
Alternaria.

In a previous paper by Gent et al. in 2002, the authors found that Penicillium and
Cladosporium werg significantly assogamd_wlh_pcrsmem_cm@ Only Penicillium was
associated with wheezing. Upon further review of the data, high exposure to Peglglhum
was also associated wit number of days in th

persistent cough is experienced (statistics not shown). When controlled for confounding
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factors, including water leaks, humidifiers or dehumidifiers, and smoking in the home,
the Penicillium and Cladosporium associations with persistent cough remained.

Taskinen et al. (2001) studied school children, ages 7 — 13, who attended either schools
with moisture problems (index group) or schools with no moisture problems (i.e.,
healthy, control schools) to determine if associations existed between moisture problems
and sensitization' of the children. Sensitization was identified by mold specific serum
IgE, as well as other clinical outcomes. The authors noted that more children from the
index group showed mold specific serum IgE to at least one of the ten species studied.
However, the number of children with elevated IgE was low, 14 (15%) out of 93, with 2
children being from control schools. However, 12 of the 14 children with elevated IgE
also showed some reaction (positive or weak) to mold specific skin prick testing (SPT).
In examining associations with specific clinical outcomes, the authors found increased
1gE to be significantly associated with doctor diagnosed asthma and parent reported
wheezing, but not persistent cough as reported by parent. In addition, other allergic
manifestations, such as allergic rhinitis, conjunctivitis, or eczema, and sensitization to
common inhalation allergens, dander, pollen, and mites, were also significantly
associated. Although the authors found that those with mold specific IgE or SPT
reactions were mostly from the schools with moisture problems (84%), they found no
species specific mold associations with any of the responses. It is important to note that
this study didnetcaptrol for confounding factors, such as home environment

considerations, exposure to smoking, parental atopy status, or other mold exposuges,
daring their statisti alysis. [P)©)

(b)(3)

Upon reviewing these studies, HS staff concludes that|[?)5) |

(b)(5)

(b)(5)

(B)(3)

There is a known association with parental sensitization and allergic responses,in
children. Although the Stark et al. (2005) study did control for parental sensitization
during the statistical analysis, due to lack of supporting studies, the conclijsion [0)(5)

]

(b)(5)

7 . - - . . a

Given that two of the four studieg reviewed showed respiratory respounses in infants. it is|
likely that]®®

(b)(5)
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Therefore, HS staff concludes [°)(5)
(b)(5)
Table 1: Reviewed Mold Studies
Author Study Type Mold Species [Health Outcome
T Concentration
Stark, et al. Epidemiological [High Airborne LRI (RR=1.73)
(2003) (First year of life)|(189 cfu/m”) Peniciilium
High' Dust-borne LRI1
(31,579 cfw/g) [Cladosporium [RR=1.52)
High' Dust-borne LRI
(870 cfu/g) Zygomycetes (RR=1.96)
High' Dust-borne LRI
(8,333 cfu/g)  |Alternaria (RR=1.51)
Multiple High’ [Multiple Species [LRI
(RR=1.86)
High' Any Species  |LRI
'Wheezing
(RR=1.58)
Non-wheezing
(RR=3.88)
Stark, et al. Epidemiological [High’ Dust-borne DDAR
(2005) (By 5 years of (8,333 cfu/g)  |Alternaria (HR=2.34)
age)
High' Dust-borne DDAR
(33,333 cfu/g) |Aspergillus (HR=2.57)"°
High' Dust-borne DDAR
(24,000 cfu/g) |Aureobasidium [HR=3.12)"°
igh’ Total Dust-borne DDAR
(250,000 cfu/g) (HR=3.13)"°
Gent, et al. Epidemiological High Airborne 'Wheeze (RR=2.46)
(2002) (First year of life) Penicillium [Persistent cough
(RR=1.84)"
Medium \Airtborne Persistent cough
Cladosporium  (RR=1.62)"
Reported Mold  [Persistent cough
(RR=1.49)
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High'' Airborne Wheeze (RR=2.15)
Penicillium Persistent cough
(RR=2.06)"*
Medium "~ Airborne Persistent cough
Cladospoium  {(RR=1.45)"
Taskinen et al. [Epidemiological |[Elevated Serum {10 molds Respiratory
(2001) (School children [IgE Antibodies mixture morbidity (asthma
ages 7 - 13) and/or wheezing) —
86%
Clinical Atopy
(rhinoconjuntivitis

land/or eczema) —
71%

SPT reactivity
(danders, pollens,
and/or mites) -
93%

[1I.Conclusions

(b)(3)
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Attachment 2

Fisher-Price Data

Fisher-Price (FP) provided two sources of data on microbial contamination of Rock ‘n

Play (RNP) sleepers: (1)dourBureau Veritas rep: ot e Building Dynamics,>
' ioldberg Segalia reports

LLC report datedMarch 1, 2012 which is g
dted February 24, 2012 and March 5, 2013

Bureau Veritas (BV) Reports

(1) Report #(5111)164-0165, dated June 20, 2011

(2) Report #(5111)336-0079, dated December 12, 2011
(3) Report #(5111)354-0251, dated January 4, 2012

(4) Report #(5112)005-0086, dated January 17, 2012

(1) ln the ﬁrst BV I'epOI't, b)(4); (b)(3):CPSA Section 6(a); (b)(3):CPSA Section 6(b)

15’._‘_,_ 260 (D)(4); (0)(3):CPSA Section 6(a); (b)(3):CPSA Section 6(b)

D)(@), (0)(3).CPSA Section 6(a), (0)(3).C PSA Section 6{b)

(b)(4); (b)(3):CPSA Section 6(a); (b)(3):CPSA Section 6(b)

D)(@), (0)(3).CPSA Section 6(a), (0)(3) CPSA Section 6(b)
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b)(4); (b)(3):CPSA Section 6(a); (b)(3):CPSA Section 6(b)

(4) (b)(4); (b)(3):CPSA Section 6(a), (b)(3).CPSA Section 6(b)

%&\3

Due to the poor quality of the pictures provided in the four reports, a determination
cannot be made whether the microbial growth is located in the same area of each RNP

: 2 :CPSA Section 6(a); (b)(3):CPSA Section 6(b
sleeper. For some of the full-size RNP sleepers,[”"" ©® SRR R &
b)(4); (b)(3):.CPSA Section 6(a); (b)(3).CPSA Section 6(b) rb)(s)

( b)(3)

The primary purpose of the@w to confirm the existence of mold
growth and to identify the type of fungi at the sampling site, referred to as source
sampling. In this case, the “source” is the RNP sleeper, since we have no information on
the consumers from whom FP received the samples. Tape sampling is also The simplest
method of source sampling. Comipared with swab sampling’, tape-lift sampling better
preserves fungal structure, which may allow for higher resolution identification.

However, tape-lift sampling is destructive testing and thus the samples are neither
available nor suitable for subsequent culture analysis.

Bureau Veritas indicates [P® ©X3)CFSASecion 6(a). ()(3) CPSA Seclion )
DY(@), (0)(3) CPSA Section B(a), (0)(3) CPSA Section 6(D)

' Swab sampling in an indoor air quality (IAQ) investigation is usually done in combination with other
methods, such as air and bulk sampling. It is normally done when the surface is a non-porous (smooth)
material, and cutting it is undesirable or not an option (countertops, poles, floors, etc.), Swab sampling is
most commenly done by wiping or swabbing a designated area. Surface samples can be analyzed for
microbial identification and semi-quantification by direct micrescopy, quantitative polymerase chain
reaction (qPCR}, and/or culture methods. The analysis of surface samples can provide information about
whether a suspect area is supporting microbial growth.
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Building Dynamics, L1.C (BD)

(b)(4); (0)(3):CPSA Section 6(a); (b)(3):CPSA Section 6(b)

(1) (D)(4), (b)(3)CPSA Section 6(a), (b)(3).CPSA Section 6(b)

(2) (D)(4). (b)(3YCPSA SéC{iDn 8(a); (b)(3).CPSA Section 6(b)

(b)(4); (b)(3).CPSA Section 6(a), (b)(3) CPSA Section 6(b)

b)(4); (b)}(3).CPSA Section 6(a}; (b)(3).CPSA Section 6(b)
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[0)(@), (6)(3) CPSA Sediion 6(a), (0)(3).CPSA Section 6(0)

(b)(4); (b)(3):CPSA Section 6(a); (b)(3):CPSA Section 6(b)
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(b)(4). (b)(3)CPSA Section 6(a); (b)(3):CPSA Section 8(b)

(b)(4}); (b)(3)YCPSA Section 6(a); (b)(3):CPSA Section 8(b)

b)(5)

n(b)(“‘ (b)(3)CPSA Section 6(a), (p)(3).CPSA Section 6(b)

(b)(4); (b)(3):CPSA Section 6(a); (b)(3).CPSA Section 6(b)

[(b)(4), (0)(3) CPSA Section 6(a);}

(0)(3) CPSA Section 6(b)

(b)(5)

[01®

(b)(4); (b)(3):CPSA Section 8(a), (b}(3):CPSA Section 6(b)

E)(@). (b)(3) CPSA Sechion 6(a). (B3] CPSA Section 6(b)

(0)5)

(0)(5)

i_l(b}(4): (b)(3):CPSA Section 6(a); (b)(3):CPSA Section 6(b)

-

(b)(4}); (b)(3Y.CPSA Section 6(a); (b)(3):CPSA Section 8(b)
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(0)(5)

increased in warmer months). [7©

It is well known that seasonal variation will occur with not

pecies collected but also the total counts of microbiota (i.e.,

(0)(9)

DJTSCUSSTON

b)(5)

b)(5)
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(0)(5)

In summary, [£)(5)

(b)(5)

« ' Asensitizer is a substance that will induce an immunologically-mediated {allergic) response, including
allergic photosensitivity. This allergic reaction will become evident upon re-exposure to the same
substance. Occasionally, a sensitizer will induce and elicit an allergic response on first exposure by
virtue of active sensitization.
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Neilson, Theresa

From:

Sent:

To:
Cc:

Subject:

Cheryl,

b)(5)

Nelson, Theresa i
Thursday, March 01, 2012 4.01 PM
Cheryl Possenti

Moore, Kelly; Thomas, Treye; Matheson, Joanna, Johnson, Dominigue
FW: FP Rock N Play - BV reports - additional test request

U

(0)(9)

Thank you for your cooperation.

Regards,

Terri Nelson
Compliance Officer

Office of Compliance & Field Operations
.S, Consumer Product Safety Commission

Phone: 301-504-7509 or
1-800-638-8095 ext. 7509

Fax: 301-504-0359
5C.

nel

n

v

SIGN UP FOR RECALL NOTICES: http:[[www.cgsc.gov[cgsclist.asgx
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of the Freedom of Information Act




Page 273

P -
FOR OFFICIAL USE ONLY

UNITED STATES

CONSUMER PRODUCT SAFETY COMMISSION
] WASHINGTON, DC 20207

DIRECTORATE FOR EPIDEMIOLOGY

TO: Theresa Nelson, CRC

FROM: Ted Yang, EPHA

DATE: 6/5/2012

RE: Data Review for PSA # 0621.12 Case # PI110066

Date due: 6/6/2012

Priority: ¢

Request: Determine any incidents to children (victims 6-and-under) in which the word
“mold” was present in reports received from 1/1/2009 - 5/15/2012. Sort by mfr.

Hazard Pattern: mold in products

Selection Criteria:
Product Code(s):
Manufacturer/Model Text:
Narrative Text: mold
Time Frame: 09/01/2008 - 05/15/2012 (covers dt_ent: 1/1/2009 - 5/15/2012)
NFIRS Search Criteria: '

Incidents Identified:

Incident Count*
Databases (see notes below) Death Count*
Incident Investigations (INDP) 2 0
Reported Incidents (IPII) 26 (43) 0
Death Certificates (DTHS) 0 0
NEISS reports (count) N/A N/A
Fire reports (NFIRS) N/A N/A
Total 28 0

* For INDP, IPII and DTHS, duplicate reports have been removed, i.e. counted only once, in the database listed first.
The reports enumerated in the table have been identified from CPSC databases on the date the search was completed.
These should be considered neither a statistical sample nor a complete count of all such incidents, but only a count of
those in CPSC databases on the search date.

NOTES:
Search yielded 2 INDP records and 26 IPII reports involving incidents to children
(victims 6-and-under) in which the word “mold” was present in reports received from

1/1/2009 - 5/15/2012. All records indicating incidents with children ages 6-and-under
include age of victim in bold.

Also, 43 additional IPI1 reports involving mold were retained; the incidents described in
these reports either mention mold with respect to a children’s product, involve a
consumer expressing concern of a product’s danger to children, or involve a child victim
whose age is unknown.

FOR OFFICIAL USE ONLY
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FOR OFFICIAL USE ONLY

UNITED STATES

CONSUMER PRODUCT SAFETY COMMISSION
WASHINGTON, DC 20207

DIRECTORATE FOR EPIDEMIOLOGY

TO: Theresa Nelson, CRC
FROM: Angie Qin, EPHA
DATE: 7/11/11 — :
RE: Data Review forlPSA # 0792.11 [ase # PI110066

Date due: 7/12/11

Priority: ¢

Request: Data search for all incidents involving Fishet<Prie S RocKN Play Sleéper médel
R6070(""

Hazard Pattern; Infants can fall from Sleeper, even when buckled in. Also, concern of
infant's developing head plagiocephaly and/or neck torticollis from sleeping in product

32

Selection Criteria:
Product Code(s)! 1549 1537 1558 &
Manufacturer/ (r;)r(lsl Text: fisher-price/fisher price{6070 9—“"“"3‘"

Narrative Text:

Time Frame: 6/1/09-6/T5/TT ¥, T [ R i

NFIRS Search Criteria: N/A

Incidents Identified:

Incident Count*

Databases (see notes below) Death Count*
Incident Investigations (INDP) 2 0
Reported Incidents (IPIT) 14 0
Death Certificates (DTHS) 0 0
NEISS reports (count) N/A N/A

Fire reports (NFIRS) N/A N/A
Total - 16 0

* For INDP, IPIl and DTHS, duplicate reports have been removed, i.e. counted gnly once, in the database listed first.
The reports enumerated in the table have been identified from CPSC databases dn the date the search was completed.
These should be considered neither a statistical sample nor a complete count of all such incidents, but only a count of
those in CPSC databases on the search date, (B)(5)

NOTES:
Search found 16 incidents associated with Fisher-Price Roqk 'N Play Sleeper R6070.
(b)(5)

FOR OFFICIAL USE ONLY




Page 280

SUMMARY

itemNum item
1 Epidemiclogy Data Search by AQin 06JUL 11
1 Search time frame of 6/1/09-8/15/11

2 Investigations database searched

2 Previous search data cleared

2 Included product codes 1549 1537 1558

2 Included manufacturers and models FISHER-PRICE/FISHER PRICE/6070
2 9 observations saved in data set psa0792_11indp

3 Injury and Potential injury database searched

3 Previous search data cleared

3 included product codes 1549 1537 1558

3 Included manufacturers and medels FISHER-PRICE/FISHER PRICE/6070
3 834 observations saved in data set psa0792_11Ipii

4 Death Certificate database searched

4 Previous search data cleared

4 |ncluded product code(s) 1549 1537 1558

4 Included narrative text FISHER-PRICE/FISHER PRICE/G070
4 0 observations saved in data set psa0792_11Dths

5 INDP repulled for task numbers found elsewhere
5 8 investigations added to psa0792_11Indp

6 Dupiicate task numbers removed

6 10 observations kept in data set psa0792_11indp
B 825 observations kept in data set psa0792_11Ipii
6 0 observations kept in data set psa0792_11Dths

7 Death reports counted
7 0 death reports in DTHS
7 1 death reports in INDP
7 2 death reports in IPII

8 Excel export attempted

-

9 Total processing time was 0:34

Page 1
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Nels;onI Theresa

From: Wanna-Nakamura, Suad

Sent: Tuesday, November 08, 2011 11:43 AM

To: Nelson, Theresa

Cc: Moore, Kelly

Subject: RE: Favor RE: FP Rock N Play Sleeper incident - FW: IDI Number: 110908CCC1997
(b)(5)

Suad Wanna-Nakamura, PhD

Physiologist

U.S Consumer Product Safety Commission
4330 East West Highway

Suite 660-E

Bethesda MD 20814-4421

Tel 361 564 7252

Mobile [b)(6) |

Fax 391 584 0e79
mailto:snakamura@cpsc.gov

----- Original Message-----

From: Nelson, Theresa

Sent: Tuesday, October 18, 2011 8:20 AM

To: Wanna-Nakamura, Suad

Subject: FW: Favor RE: FP Rock N Play Sleeper incident - FW: IDI Number: 110996CCC1997

()(3)

Thanks, Terri

----- Original Message-----

From: Nelson, Theresa

Sent: Tuesday, October 94, 2011 9:34 AM

To: Wanna-Nakamura, Suad

Cc: Moore, Kelly

Subject: RE: Favor RE: FP Rock N Play Sleeper incident - FW: IDI Number: 110906CCC1997

Thanks Suad, I'1l1l look forward to your response on this IDI. This is the one with 51 pages
that cannot be emailed due to the size. Do you want me to scan it today and send it to you?

Terri

----- Original Message-----

From: Wanna-Nakamura, Suad

Sent: Tuesday, October 84, 2011 9:28 AM

To: Nelson, Theresa

Subject: RE: Favor RE: FP Rock N Play Sleeper incident - FW: IDI Number: 118906CCC1997

1
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|(b)(6)

and respond to you sometime today.. yesterday was a very busy day here with play yaras Trius
bassinets etc Suad

Suad Wanna-Nakamura, PhD

Physiologist

U.S Consumer Product Safety Commission
433@ East West Highway

Suite 600-E

Bethesda MD 20814-4421

Tel 301 504 7252

Mobile 381 768 2915

Fax 301 504 0079

mailto:snakamura@cpsc.gov

----- Original Message-----

From: Nelson, Theresa

Sent: Tuesday, September 27, 2011 5:18 PM

To: Wanna-Nakamura, Suad

Subject: FW: Favor RE: FP Rock N Play Sleeper incident - FW: IDI Number: 1189%06CC(C1997

Suad

Can you let me know if you're in this week? T need your review of the IDI linked below based
on your PSA on this product.

b)(8)

Terri

----- Original Message-----

From: Nelson, Theresa

Sent: Tuesday, September 20, 2011 1:36 PM

To: Wanna-Nakamura, Suad

Subject: FW: Favor RE: FP Rock N Play Sleeper incident - FW: IDI Number: 1109@6CCC1997

Suad - When I try to send it via pdf, I get the message "over size limit" (it's 5@ pages with
lots of pictures) and it won't attach. Could you wait and view it via the link below when you

get back in the office? I could scan it and send it to you, but BHe)
(D)(6)

Terri

————— Original Message-----

From: Wanna-Nakamura, Suad

Sent: Tuesday, September 28, 2011 1:15 PM

To: Nelson, Theresa

Subject: Favor RE: FP Rock N Play Sleeper incident - FW: IDI Number: 110906CCC1997

Terri, I do not have access to CPSC net yet when I am off site ... I only get email could
you please send me the pdf version...[”® |thanks a lot Suad Suad Wanna-Nakamura,
PhD U.S Consumer Product Safety Commission 4330 East West Highway Suite 6@@-E Bethesda MD




e -

20814-4421 Tel 301 504 7252 Fax 391 564 0079 mailto:snakamura@cpsc.gov

from: Nelson, Theresa

Sent: Tuesday, September 20, 2011 11:23 AM

To: Wanna-Nakamura, Suad

Cc: Moore, Kelly

Subject: FW: FP Rock N Play Sleeper incident - FW: IDI Number: 110906CCC1997
b)(5)

Terri

----- Original Message-----

From: cca,

Sent: Friday, September 16, 2011 3:32 PM
To: Nelson, Theresa

Subject: IDI Number: 110906CCC1997

IDI is from investigator ID: 2118 - Shawn M. Cerruti

A two week old male victim began sleeping overnight inside a portable rocking sleeper. After
several months his mother noticed that his head was becoming flat on the back and right side.
A specialist diagnosed him with severe brachycephaly and plagiophaly (flattening of the
head). He wore a medical helmet for 23 hours a day for three months and his head has resumed
its normal shape.

If iou wish to view the entire IDI click on the link below.
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Withheld pursuant to exemption

(b)(5)

of the Freedom of Information Act
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Mo, PN

DRAFT - FOR QFFICIAL USE ONLY - DRAFT

PSA No. 0933.11 FOER
CONSUMER PRODUCT SAFETY COMMISSION
PRODUCT SAFETY ASSESSMENT CASE No: PI110066
TECHNICAL EVALUATION REQUESTER: Theresa Nelson
DIVISION FOR HEALTH SCIENCES SAMPLE No:
DRAFT - FOR OFFICIAL USE ONLY - DRAFT CPSC SEAL:
IDI No: 01221CNEQ0795,
110426CNE9000, 110524CCC2557

FIRM: Fisher-Price, Inc.

PRODUCTS: Fisher-Price Rock 'N Play Sleeper

REQUEST: Concern of infant's developing head plagiocephaly and/or neck torticollis from sleeping in
product. Infants can fall from Sleeper, even when buckled in.

POTENTIAL HAZARD: Plagiocephaly and/or neck torticollis

INCIDENTS: The CPSC staff is aware of three incidents.

PREPARED BY: Suad Wanna-Nakamura, PhD, Physiologist, 301 504 7252 || DATE:9/12/2011

Health Sciences Staff (HS) Assessment:

The subject product Fisher-Price Rock N Play Sleeper (Figure. 1) is advertised as a child seat and a rocking
cradle. The firm suggests consumers use the product from birth until the child is able to pull-up or sit
unassisted. The manufacturer’s suggested weight limit is twenty-five pounds. The Consumer Product Safety
Commission’s (CPSC) staff is aware of 3 consumer incidents associated with the product; one incident involved
the fall of a 4.5 month old child from the product (101221CNE0795) and two concerned children diagnosed
with plagiocephaly and torticollis (110426CNE9S000 and 110524CCC2557). The incidents occurred between
the period of July 2010 and December 2010. The infants’ age ranged from 4.5 to 6 months.

& " wf"

Figure |. Fisher-Price Rock "N Play Sleeper.

Plagiocephaly and Muscular Torticollis: Positional or deformational plagiocephaly (DP), commonly known
as flat head, is a condition that may be present at birth due to mechanical constraint of fetal head in the womb,
especially in multiple birth infants'. It may also develop after birth in the first few months of life>. The
incidence of DP has increased since 1992 and it has been suggested that it is associated with the introduction of
the “Back to Sleep” campaign®~, which recommends that infants be placed in the supine position for sleeping
because of evidence that this reduces the risk for SIDS. Although the flattened appearance of an infant’s head
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can be worrying to parents there is no current scientific evidence to show that plagiocephaly interferes with
brain development or function. This condition appears to improve with time and it is often reversible: the only
lasting effect may be the physical shape/deformity of the head®. Muscular torticollis (turtle neck) is a known
risk factor sometimes associated with plagiocephaly and is caused by constraint of head neck movement or
congenital defect” ™.

Despite the increase in the number of children with plagiocephaly and the risk of physical deformity associated
with this condition, the American Academy of Pediatrics has not reversed its recommendations to place infants
to sleep on their backs, mostly because the condition can be reversed and has no lasting health effects on
children.

However, to help prevent the development of flat head the AAP presently recommends a certain amount of
prone positioning, or "tummy time," during the day while the infant is awake and under supervision. Alternating
the orientation of supine head position from right to left is another effective measure; i.e., sleeping with head
turned to the right side one night and changing to the lefi side position on a consecutive nightg.

Falls: The injury potential of any fall is dependent on several factors including height of the fall, nature of the
impact surface, and orientation of the body at impact. The orientation of the body at impact is one of the most
important factors in determining the type and severity of injury. Injuries could range from minor abrasions,
lacerations and contusions, to more severe injuries such as bone fractures, concussions, spine and/or skull
fractures, possibly resulting in death. HS staff notes that the likelihood of severe head injury is possible should
a child fall head first onto a hard floor surface.

HS Conclusion: |(b)(5) |
b)(5)

(b)(5)

References:

1. Littlefield TR, Kelly KM, Pomatto JK, Beals SP. Multiple-birth infants at higher risk for development of
deformational plagiocephaly. Pediatrics 1999; 103:565-569

2. Argenta LC, David LR, Wilson JA, Bell WO. An increase in infant cranial deformity with supine
sleeping position. Journal of Craniofacial Surgery 1996; 7:5-11

3. Turk AE, McCarthy JG, Thome CH, Wisoft JH. The ‘back to sleep campaign’ and deformational
plagiocephaly: is there cause for concern? Journal of Craniofacial Surgery 1996; 7:12—-18
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. Christy M. McKinney, Cunningham ML, Holt VL, Leroux B, Starr JR. A case—control study of infant,

maternal and perinatal characteristics associated with deformational plagiocephaly Article first
published online: 21 APR 2009
http://www.familyop.com/Library/Cranial%20Research%20Articles/Characteristics%200f%202733%20
cases%200f%20DP%20and%20changes%20in%20risk%20factors...pdf

. Peitsch WK, Keefer CH, LaBrie RA, Mulliken JB. Incidence of cranial asymmetry in healthy newborns.

Pediatrics 2002; 110:e72

. Pollack IF, Losken WH, Fasick P. Diagnosis and Management of Posterior Plagiocephaly. February 1,

1997 Pediatrics Vol. 99 No. 2 pp. 180 -185

. Dunn PM. Congenital postural deformities. British Medical Bulletin 1976; 32:71-76
. Ohman A, Mardbrink EL, Stensby J, Beckung E. Evaluation of treatment strategies for muscle function

in infants with congenital muscular torticollis. October 2011; 27(7). 463-470

. Persing J, James H, Swanson J, Kattwinke! J. Prevention and management of positional skuil

deformities in infants. American Academy of Pediatrics Committee on Practice and Ambulatory
Medicine, Section on Plastic Surgery and Section on Neurological Surgery. Pediatrics 2003; 112:199—
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" Fisher Price ROCK N PLAY SLEEPER incidents (April 2010- January 2012)- includes incidents reported to Fisher Price + CPSC (UPDATED N\mengu, o

% * 3
e £ 3
case g| . N £ = g 2 a 2
2 ” E
count HE 2l (8 o S| E & B I
IMATTEL / )
FISHER- |M# R6070 / JTHE CONSUMER EXPRESSED CONCERN THAT SHE FOUND BLACK MOLD ’
PRICE/ [NEWBORN IBETWEEN THEPAD AND THE SEAT ON THE ROCKING SLEEPER. THE
JMATTEL/ |ROCK N  CONSUMER ALSO STATED THAT HER CHILD HAS HAD RESPRITORY 4
FISHER- |[PLAY - JPROBLEMS FOR TWO MONTHS AND SHE 15 NOW ATTRIBUTING THIS T THE
1 |Y1165660A CA o] olemoronr  |a2a2011 D { 1837jPRICE - |SLEEPER {SLEEPER. ; ¥1165660A Jmoki
M# R6070 / |CONSUMER EXPRESSED CONCERN THAT THE SLEEPER DEVELOPED BLACK
NEWBORN [MILDEW &MOLD SPOTS BETWEEN THE PAD & LINER. THIS MAPPENED
i MATTEL/ |ROCK™N  IBECAUSE SHE ALLOWED HER 4 MONTH-OLD SON TO SLEEP DIAPER-FREE
A . d FISHER- |PLAY FOR SEVERAL DAYS IN PRODUCT, USING ONLY A RECEIVING BLANKET TO
2 [Y11B5M45A CA 204] oOf12m/2011  |6A6201t  |Mm | 1537[PRICE  |SLEEPER |ABSORS ANY URINE. ; Y11B5745A mold
M# R6070 /
NEWBORN
MATTEL / JROCK'N
FISHER- [PLAY THE CONSUMER EXPRESSED CONCERN THAT MOLD HAS DEVELOPED
3 |¥11B5743A FL o oh2mmonr  lemoeot1 (D | 1537]PRICE [SLEEPER |BETWEEN THE LINER AND THE FABRIC PAD. Y 11857434 jmold
M# RE070 /
NEWBORN
MATTEL / [ROCK'N .
2 FISHER- |PLAY THE CONSUMER |S CONCERNED BECAUSE THERE IS MOLD ON THE LINER OF
4 |Y11B5737A IFN o] oftemmeo1t  [11/172011 D | 1537]PRICE  |SLEEPER [THE PRODUCT. . Y11B5737A]mokd
M# RE070 /
NEWBORNM
MATTEL/ |ROCK ‘N
FISHER- |PLAY THE CONSUMER EXPRESSED CONCERN THAT THERE IS MOLD ON THE SEAT
5 [yiigs7a1A IFN o] o]tempon  |amrpos D | 1537|PRICE  |SLEEPER |PAD AND LINER. Y11B5741Amokd
M# RGO70 /
A NEWBORN
: MATTEL / |[ROCK 'N
: ! FISHER- [PLAY [THE CONSUMER EXPRESSED CONCERN THAT MOLD HAS FORMED ON THE
6 [Y11B5742A GA O} 0]12//2011 {7114/2011 |D | 1537|PRICE SLEEPER |PAD AND LINER OF THE PRODUCT. Y1185742Amoid
. [marTEL / :
FISHER- |M# R6070 /
PRICE/ |NEWBOPN
MATTEL/ |ROCK ‘N
FISHER- IPLAY . |THE CONSUMER EXPRESSED CONCERN BECAUSE THERE IS MOLD ON THE . :
7 |yt1ese62A [ o| ojgeerort {12011 (M | 1537|PRICE  {SLEEPER JROCKING SLEEPER'S LINER NEAR THE SUPPORT. ¥ 11656624 jmokd
MATTEL /
FISHER: . {M#& REOTQ/} S
PRICE/ [NEWBORN
MATTEL/ [ROCK'N
{FISHER- |PLAY THE CONSUMER EXPRESSED CONCERN THAT THE ROCKING SLEEPER'S
8 |¥1165659A N 201] oOfe22r0t1  4/1/2011 M | 1537|PRICE  |SLEEPER {FABRIC SEAT IS MOLDY. THE BABY IS 6 WEEKS OLD. Y 11656504 [mold
MATTEL / E
FISHER- |M# RE070/
PRICE/ |[NEWBORN
MATTEL/ [ROCK'N
s " [FisHER-  |PLAY ITHE CONSUMER EXPRESSED CONCERN THAT MOLD IS ON THE PAD AND
9 |y 1A - N = of oje22:2011  |4/4/2011 D [ 1537{PRICE  |SLEEPER [LINER OF THE ROCKING StEEPER. . Y 1165061 A fmokd
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(b)(5)

Clearinghouse Furmat - With Manufacturer
Reported Incidents

U.S. Consumer Product Safety Commission
National Injury Information Clearinghouse

(0)(3)

11/2/2012
Page 1

b)(5)

Document Number : H1220229A Task Number :

Date Received : 02/17/2012 Confirmed : Date Entered : 02/22/2012

Issue : 0

City : State : Zip : Date Notified :
Source : 0 Type Of Contact: 21 CONSUMER COMPLAINTS

Prod : 1537 BASSINETS OR CRADLES
Prod : 0 NO SECOND PRODUCT INVOLVEMENT
Date Injured : 02/15/2012 D Work Related : N
Age: 0 Sex:0 UNKNOWN
Disposition : 0 0=NO INJURY Haz Type : F OTHER
Brand : FISHER-PRICE / FISHER-PRICE Screened? :
Maodel : ROCK ‘N PLAY SLEEPER / R6070

Narrative :

CONSUMER STATED THAT CHILDREN WHO USE THE BASSINET DEVELOP TORTICOLLI

S, WHICH 1S AFLATTENING OF THE CRANIUM & RESULTS IN CHILD HAVING TO

WEAR A HELMET TO SUPPORT THE AFFECTED AREA. HER CHILD HAS NOT DEVELOP

ED THIS CONDITION BUT FEARS T CAN HAPPEN.PRODUCT HAS HARD SURFACE.

b)(5)

Document Number : 11280549A Task Number :

Issue: 0

Date Received : 08/26/2012 Confirmed : Date Entered : 08/28/2012
City : SACRAMENTO State : CA Zip :- Date Notified :
Source : 0 Type Of Contact : 21 CONSUMER COMPLAINTS

Prod : 1537 BASSINETS OR CRADLES
Prod: 0 NO SECOND PRODUCT INVOLVEMENT
Date Injured : 08/20/2012 M Work Related : N
Age : 203 Sex:1 MALE
Disposition : 1 1=TREATED & RELEASED, OR EX/Haz Type : F OTHER
Brand : FISHER PRICE / MATTEL, INC. Screened? :
Model :

Narrative :
CONSUMER NOTICED THAT 3 YOM HEAD HAS BECOME EXTREMELY FLAT OF BACK

L0

ONSUMER ATTRIBUTING THIS TO USE OF BASSINET WHICH WAS USED SINCE BABY

WAS BORN. DOCTOR IS TREATING FLAT HEAD WITH PILLOWS TRYING TO RESHA
PEIT.

Document Number : 11290178A Task Number : 120813CCC2975

issue: 0

Date Received : 08/08/2012 Confirmed : Date Entered : 09/11/2012

City : State : AL Zip : [ 0 ate Notified :

Source : 0 Type Of Contact : 21 CONSUMER COMPLAINTS

Prod : 1537 BASSINETS OR CRADLES
Prod: 0 NO SECOND PRCDUCT INVOLVEMENT
Date Injured : 09/08/2012 D Work Related : N
Age : 205 Sex:2 FEMALE
Disposition : 1 1=TREATED & RELEASED, OR EX/Haz Type: F OTHER
Brand : FISHER PRICE / FISHER-PRICE BRANScreened? :
Model : R6070
Narrative :

5 MOF HAD FALLEN OUT OF SLEEPER BUT HAD HER LEG TANGLED IN THE SAFETY
RESTRAINT. THE RESTRAINT HAD CUT OFF THE CIRCULATION TO HER LEFT LEG

FROM HER KNEE DOWN. SHE WAS HANGING UPSIDE DOWN & HER HEAD WAS BAREL

Y TOUCHING THE GROUND. SHE HAD A BURN MARK ON HER LEG.

Jay) 24
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Clearinghouse F..mat - With Manufacturer

Reported Incidents

U.S. Consumer Product Safety Commission
National Injury Information Clearinghouse Page 2

11/2/2012

Document Number : 11290333A Task Number : lssue: 0
Date Received : 09/15/2012 Confirmed : Date Entered : 09/18/2012
City : State : SC Zip - Date Notified :
Source : 0 Type Of Contact: 21 CONSUMER COMPLAINTS
Prod : 1537 BASSINETS OR CRADLES
Prod : 1807 FLOORS OR FLOORING MATERIALS
Date Injured : 09/15/2012 D Work Related : N
Age : 206 Sex:1 MALE
Disposition : 0 0=NO INJURY Haz Type : 9 FALLS
Brand : SIMPLICITY (BY GRACO) / SIMPLICIT' Screened? :
Model : 3040SPR
Narrative :
CONSUMER SAYS THE BAR ON THE BASSINET THAT COLLAPSES TO CONVERT IT TO
A CO-SLEEPER DOESN'T SEEM LONG ENOUGH TO BE SECURE WHEN USED AS ARE
GULAR BASSINET. SHE SAYS SHE HEARD HER 8-MONTH-OLD SON CRYING AND FOU
ND THE BAR WAS HANGING DOWN AND THE BABY WAS ON THE FLOOR.

Document Number : Y1225729A Task Number : Issue : 0
Date Received : 02/15/2012 Confirmed : Date Entered : 02/24/2012
City:[’® ] State : M| Zip :- Date Notified :
Source : 6 Type Of Contact: 10 OFFICE OF COMPLIANCE
Prod : 1537 BASSINETS OR CRADLES
Prod: 0 NO SECOND PRODUCT INVOLVEMENT
Date Injured : 09/01/2011 D Work Reilated : N
Age : 202 Sex:1 MALE
Disposition : 1 1=TREATED & RELEASED, OR EX/Haz Type: F  OTHER
Brand : MATTEL / FISHER-PRICE Screened? :
Model : M# V9197 / BNP SLEEPER-CIRCLES

Narrative :

THE CONSUMER STATED HER SON HAS BEEN DIAGNOSED WITH PLAGIOCEPHALY SIN
CE USE IN THIS SLEEPER. IT WAS FIRST NOTICED WHEN HE WAS TWO MONTHS
CLD. THE CHILD HAS SEEN A REHABILITATION SPECIALIST, WHO PRESCRIBED
AHELMET TO CORRECT THE ISSUE.

Document Number : Y1225926A Task Number : Issue :
Date Received : 02/23/2012 Confirmed : Date Entered : 03/03/2012
City: @ ] State : LA Zip :- Date Notified :
Source : 6 Type Of Contact: 10 OFFICE OF COMPLIANCE
Prod : 1537 BASSINETS OR CRADLES
Prod : 0 NO SECOND PRODUCT INVOLVEMENT
Date Injured : 12/01/2011 D Work Related : N
Age : 204 Sex:2 FEMALE
Disposition : 1 1=TREATED & RELEASED, OR EX/Haz Type : F OTHER
Brand : MATTEL / FISHER-PRICE Screened? :
Model : M# V8102 / ROCK 'N PLAY SLEEPER
Narrative :
THE CONSUMER STATED THAT THE BACK OF HER DAUGHTER'S HEAD HAS FLATTENE
D SINCE USE OF THIS PRODUCT. SHE HAS SEEN HER PEDIATRICIAN REGARDING

THE ISSUE. SHE HAS A PRESCRIPTION TO TAKE HER FOR X-RAYS AND SCANS
FOR POSSIBLE HELMET USAGE IF NEEDED.
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Clearinghouse Furmat - With Manufacturer

Reported Incidents

U.S. Consumer Product Safety Commission L
National Injury Information Clearinghouse Page 3
Document Number : Y1225927A Task Number : Issue : 0
Date Received : 02/23/2012 Confirmed : Date Entered : 03/03/2012
City : State : MA zip 8 Date Notitied :
Source : 6 Type Of Contact: 10 OFFICE OF COMPLIANCE
Prod : 1537 BASSINETS OR CRADLES
Prod: 0 NO SECOND PRODUCT iNVOLVEMENT
Date Injured : 07/01/2011 D Work Refated : N
Age : 203 Sex:2 FEMALE
Disposition : 1 1=TREATED & RELEASED, OR EX/Haz Type : F OTHER
Brand : MATTEL / FISHER-PRICE Screened? :
Model : M# V9102 / ROCK 'N PLAY SLEEPER

Narrative :

THE CONSUMER STATED THAT HER DAUGHTER DEVELOPED A FLAT SPOT ON HER HE
AD WHILE USING THE SLEEPER. SHE USED THE SLEEPER 2-3 HOURS PER DAY D
URING THE WEEK AND MORE DURING THE WEEKENDS. THE CHILD WAS TAKEN TO

THE PEDIATRICIAN .

Document Number : Y1225928A Task Number : Issue : 0
Date Received : 02/23/2012 Confirmed : Date Entered : 03/03/2012
city: @ ] State : LA Zip : Date Notified :
Source : 6 Type Of Contact: 10 OFFICE OF COMPLIANCE
Prod : 1537 BASSINETS OR CRADLES
Prod : 0 NO SECOND PRODUCT INVOLVEMENT
Date Injured : 12/07/2010 D Work Related : N
Age : 202 Sex:1 MALE
Disposition : 1 1=TREATED & RELEASED, OR EX/Haz Type : F OTHER
Brand : MATTEL / FISHER-PRICE Screened? :
Model : M# V9102 / ROCK 'N PLAY SLEEPER
Narrative :
THE CONSUMER STATED THAT HE HAS USED THE SLEEPER FOR HIS CHILD TO SLE
EP IN. THIS HAS RESULTED IN HIS SON RECEIVING A FLAT SPOT ON THE LEF
T SIDE OF THE BACK OF HIS HEAD. HE WAS TAKEN TC THE DOCTOR & TOLD TO
USE ACRIB.
Document Number : Y1235488A Task Number : Issue : 0
Date Received : 03/01/2012 Confirmed : Date Entered : 03/06/2012
City : State : AR Zip :- Date Notified :
Source : 6 Type Of Contact : 10 OFFICE OF COMPLIANCE
Prod : 1537 BASSINETS OR CRADLES
Prod: 0 NO SECOND PRODUCT INVOLVEMENT
Date Injured : 08/01/2011 D Work Related : N
Age : 202 Sex:1 MALE
Disposition : 1 1=TREATED & RELEASED, OR EX/Haz Type : F OTHER

Brand :
Model :

Narrative :

MATTEL / MATTEL / FISHER-PRICE = Screened? :

M# R6070 / NEWBORN ROCK 'N PLAY SLEEPER

THE CONSUMER STATED THAT THE BACK OF HER SON'S HEAD HAS BECOME FLATTE
NED SINCE THE USE OF THE PRODUCT. THE CHILD HAS SEEN THE PEDIATRICIA

N AND ANEUROLOGIST, AND HAD X-RAYS. SHE OWNS TWO OF THE SAME PRODUCT
S WITH THE SAME ISSUE WITH HER TWIN BOYS.
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MATTEL /
FISHER- [M# RE070/
" |PRICE/  [NEWBORN
MATTEL/ |[ROCK'N
FISHER- [PLAY THE CONSUMER mv%mmmmmc CONGCERN THAT THE ROCKING SLEEPER'S PAD
0} of622eo1  fansegio D | 1557]PRICE  [SLEEPER |AND SEAT ARE MOLDY. . Y1165665A
IMATTEL / )
FISHER-  [M# R6070 / |CONSUMER NOTICED BLACK MOLD UNDER THE SEAT PAD AND IN THE SEAT
PRICE/ |NEWBORN |LINING WHEN SHE WENT TO REMOVE THE PAD TO WASH IT FOR THE FIRST
|MATTEL ! [ROCK'N  [TIME. CONSUMER STATED HER 2 MONTH OLD DAUGHTER HAS HAD
: FISHER- |PLAY RESPIRATORY ISSUES SINCESHE WAS 10 DAYS OLD, AND SHE BELIEVES T .
s0z] 1lererott  honieoio JF | 1537|PRICE  [SLEEPER |IS RELATED TO THE MOLD, 1165664 |mokd
' SR [ A7 IPRICE >8§nwmmomﬂmoq§ﬂ§nm§3mmoiozazmm§ﬁom. § 2 N
e g _aooxz. [TWO IDENTICAL BASSINETS AFTER THEY HAI BEEN USED FOR SEVERAL . | i g
“} - = "} o JFISHER- - [PLAY _zoz:.m THE CONSUMER'S SIX MONTH OLD SON DOES NOT SHOW ANY e
206 102012 JsAm2o11 I 11557 [PRICE.  |Veter - [SIGNS OF ILLNESS AS A RESULT OF BEING EXPOSED TO THE MOLD. mold
Z |MATTEL / :
FISHER- {M# R6070 / [THE RETAILER'S REPORT STATED THAT WHEN THE CONSUMER REMOVED
PRICE! |NEWBORN [THE ROCKING SLEEPER'S PAD FOR LAUNDERING SHE NOTICED MOLD
MATTEL/ |ROCK'N |AROUND THE HEAD ANDLEG AREA. THE MOLD WAS YELLOW IN COLOR.
_zmsz PLAY [CONCERN WAS EXPRESSED THAT THE MOLD MAY BE THE CAUSE OF A
ol slemamott  |smi2011 (M | 1537|PRICE  |SLEEPER [COUGH THAT THE BABY HAS DEVELOPED. Y1165656A [mold
M REO70 /
NEWBORN
MATTEL / |ROCK'N
FISHER- |PLAY THE CONSUMER EXPRESSED CONCERN THAT THERE IS MOLD ON THE
o of12/e2011  |sHAe0 D | 1557|PRICE  |SLEEPER [LINER. Y11B5746A mold
|MATTEL
FISHER- |M# ReG?0 /
PRICE/ |NEWBORN
[MATTEL/ |ROCK'N  JTHE CONSUMER EXPRESSED CONCERN THAT THE MATERIAL ON THE SEAT
FISHER- |PLAY OF THE ROCKING SLEEPER HAS DEVELOPED MOLD NEAR THE PLASTIC !
o} o201 [5/51/2011 L: 1537|PRICE SLEEPER [SUPPORT. : [Y1165657A Jmoki
M8 RED70 /
NEWBORN
IMATTEL / |ROCK N
FISHER- |PLAY [THE CONSUMER EXPRESSED CONCERN THAT HER SLEEPER HAS
ol of12m2011 10/13/2011  |Mm | 1537}PRICE SLEEPER |DEVELOPED MOLD ON THE SEAT. v¥1185740A|mold
MATTEL / . :
FISHER-  [M# RE070/
PRICE/ |NEWBORN
MATTEL / JROCIK'N
1 {FsHER- [PLAY THE CONSUMER IS CONCERNED BECAUSE THE PAD AND THE LINER ON THE
of olezeorr  |siron o | 1s37{PRICE w_.mmumn ROCKING SLEEPER ARE MOLDY. i._mm&m_, moid
: : M# R6070 / [WIFE NOTICED HIVES ON BACK OF SMOM'S LEGS. SHE CHANGED HIS DAIPER
NEWBORN |2 HE WAS TAKEN TO EMERGENCY ROOM WHERE HE WAS GIVEN
ROCK™N  |MEDICATION. WHEN THEY ARRIVED HOME THEY NOTICED MOLE ON SEAT.
IFISHER- |[PLAY THEY TOOK HiM TO PEDIATRICIAL FOLLOWING DAY FOR FOLLOW UP EXAM. .
sosl  |1n2eoiz esizo1t fm | t512]PRICE [SLEEPER |indant undergoing testing for allergies. Firm collacted sample sleaper with moid growth, mokd -
CONSUMER REPORTED MOLD BEGAN TO APPEAR ON THE SEAT AND THE
STRAPS. CONSUMER EXPRESSED CONCERN BECAUSE SHE CANNOT
MATTEL / REMOVE THE SEAT FOR LAUNDERING. THE CONSUMER OWNS TWO
FISHER- NEWBORN ROCK N PLAY SLEEFERS AND IS REPORTING THS DAME ISSUE :
ha 1125/2011  |on5201t  [oa | 1537]PRICE  |ReaT0 WITH EACH ONE. o Y1185738A|mold

&
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A FEMALE CONSUMER PUT HER FOUR MONTH OLD SON IN AN INFANT SEAT
FISHER DESIGNED FOR NIGHTTIME AND DAYTIME USE. SHE BUCKLED HIM IN THE
PRICE SEAT WITH THE THREE-POINT WAIST RESTRAINT. WHILE SHE WAS OUT OF
ROCK'N THE BECROOM, THE INFANT GOT OUT OF THE RESTRAINT AND FELL FROM
MATTEL, |PLAY THE SEAT, THE INFANT SUFFERED A CONTUSION AND SCRATCH TG HIS
20 |101221CNEQ79S TN 204 1/28/2011 12/18/2010 M | 1549]INC. R6070 HEAD. THE INJURIES HAVE HEALED. 110co687A  Jother - Fall out
M# RB0TO /
NEWBORN
MATTEL / |[ROCK'N
FISHER- |PLAY THE CONSUMER STATED ONE OF THE BUCKLES ON THE PAD OF THE BABY
21 |1 724 NY o| oOlsreai2010  |51/2010 D | 1537|PRICE SLEEPER |BASSINET BROKE OFF. 'Y10658724 | Other -buckle
M# B6070 / [NEW-BORN FEMALE HAS BEEN USING PRODUCT NIGHTLY SINCE BIRTH. AT &
NEWBORN |WEEKS CONSUMER NOQTICED THAT SHE HAD DIFFICULTY LIFTING HER HEAD,
MATTEL/ |[ROCK'N |& HER NECK SEEMED STIFF. PECHATRICIAN THOUGHT THE BABY'S HEAD
FISHER- |PLAY WAS BIG. AT 16WEEK CHECK UP, PEDIATRICIAN DIAGNQSED BABY WITH
12156844 X 204] 1|tH92012  J9n/2010 F | 1537{PRICE SLEEPER |HYDROCEPHALUS. Y 12156844 |Cther -hydrocephalus
|~, MATTEL /
FISHER- {M# R6070/
PRICE / NEWBORN
MATTEL / |ROCK'N
reponted ko FP - not 4/8/2010 web FISHER- |PLAY
23 |toCPSC CA 202 review to FP [4/8/2010 M PRICE SLEEPER |Consumer reported chair tipped over with arandson in it. other- tipover
MATTEL /
FISHER- |M# R8070/
PRICE / NEWBORN
MATTEL / |ROCK'N
reported to FP - not 6/15/2010 FISHER- |PLAY Consumer stated that whils her 3 woek on, 8 Ib. son was kicking his legs while be was
24 |to CPSC CT 201| Ojcaltto FP 6/00/2010 M PRICE SLEEPER |in the product, as a result, the sleeper tipped over. other -tipover
MATTEL /
FISHER- |M# BE070/
PRICE / NEWBORN
MATTEL/ |ROCK'N |THE FOLLOWING REPORT WAS RECEIVED VIA EMAIL: THE CONSUMER
FISHER- |PLAY STATED THAT HER BABY HAS DEVELOPED A FLAT SPOT ON HiS HEAD SINCE
25 |Y1215802A AL ol oli/212012 12/272011  |M | 1537|PRICE SLEEPER |USING THE BABYHAMMOCK TO SLEEP IN. 12158024 [p-flat head
M# RE070 /
NEWBORN
MATTEL/ |ROCK'N  JTHE CONSUMER STATED THAT HIS DAUGHTER RECEIVED A FLAT SPOT ON
A. FISHER- |PLAY THE BACK OF HER HEAD FROM SLEEPING IN THE SCOTHER. HIS DAUGHTER
. Y12158084 FN ol s|heoreoz 312011 F | 1537|PRICE SLEEPER |SLEEPS ANYWHERE FROM 2-6 HOURS INIT. 'Y 1215808A |p-flat head
M# RE0O70/
NEWBORN [THE CONSUMER STATED THAT THE PLASTIC SUPPORT UNDER THE LINER IS
MATTEL/ |ROCK'N |TOO HARD. AS A RESULT, HER S0ON HAS DEVELOPED A FLAT SPOT ON THE
FISHER- |PLAY BACK OF HIS HEAD. THE CHILD ONLY USES THE PRODUCT TO SLEEP IN
27 |¥1215807A {io of g|120p2012  |sees2011 M | 1537|PRICE  |SLEEPER |OVER NIGHT. ¥1215807A |p-flat head
MATTEL /
FISHER- |M# REO7Q/
PRICE / NEWBORN [REPORTED VIA EMAIL: CONSUMER STATED THAT THE BABY HAMMOCK'S
MATTEL/ |ROCK'N |HEADRESTIS TOO HARD, RESULTING IN A SLIGHT FLAT SPOT ON HER 2-
FISHER- |PLAY JMONTHS-OLD DAUGHTER'S HEAD. THE CONSUMER STATED THAT HER
28 {v1215804A | {10] 202| seli/212012 111172081 |F | 1537|PRICE SLEEPER |DAUGHTER HAS A SLIGHT FLATSPOT ON THE RIGHT SIDE OF HER HEAD. 'Y 1215804 A [p-flat head
M# R6070 /
NEWBORN |[THE CONSUMER STATED THAT HER BABY DEVELOPED A FLAT SPQT ON THE
MATTEL/ |ROCK'N [BACK OF HER HEAD. HER PEDIATRICIAN ADVISED HER TO DISCONTINUE
. FISHER- [PLAY LUSE OF THE SLEEPER, AFTER STOPPING USE, THE FLAT SPOT 15
29 [¥12156054 Inc |2 0| #{teopomz  Jrneon F | 1597|PRICE  |SLEEPER [DIMINISHING. ¥ 12158054 |p-fiat head
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Mi RE6O70 /
NEWBORN
MATTEL/ |ROCK'N |THE GONSUMER EXPRESSED CONCERN THAT HER SON'S HEAD IS
FISHER- |PLAY FLATTENED FROMSLEEPING IN THE PRODUCT. THIS WAS NOTICED IN
202| 9129011 |121/2010 M | 1537|PRICE SLEEPER |DECEMBER OF 2010. Y11B5736A|p-flat head
MATTEL / [THE CONSUMER STATED THAT AFTER TAKING HER SON TO THE
FISHER- PEDIATRICIAN, HE WAS DIAGNOSED WITH A FLAT HEAD. STATED SHE
PRICE/ |vel02 BELIEVES THIS I5 FROM THE USE OF THIS PRODUCT SINCE IT IS THE ONLY
MATTEL / |Rock N PLACE HE SLEEPS. THE PEDIATRICIAN STATED HE WOULD LIKE TO SEE HER
FISHER- |Play BABY IN A FEW WEEEKS AND MAY NEED TO PRESCRIBE A HELMET TO
11/8/2011 NS | (Y] PRICE Sieapeor CORRECT THE SITUATION. p-head flatness
MATTEL /
FISHER-
PRICE/ |vei0e Consumer reported that his son received a flat spot on left side of back of his head,
MATTEL/ |Rock N Doctor evaluated on Jan 5, 2010 and stated to use a regular crib to have him sleep in,
111072011 FISHER- |Play using a wedge to force him to sieep on the cther side of his head. They are fo do this
0| 1fcatttoFP  |NS M PRICE Sleeper  [for two months and have him re-evakuated. p-head flatness
MATTEL /
FISHER-
PRICE / THE CONSUMER STATED THAT HER SON HAS DEVELQPED A FLAT SPOT ON
MATTEL / THE RIGHT SIDE OF HIS HEAD. SHE ALSO STATED HIS NECK HAS THE Reported to
FISHER- TENDENCY TO TURN TO ONE SIDE. THE CHILD WAS TAKEN FOR A CHECK UP|finm - not to
202 1812011 |ns m PRICE va197 RECENTLY AND THE PEDIATRICIAN NOTED THESE ISSUES. CPSC p-head flaness
M# RB070 /
NEWBORN | CONSUMER STATED THAT THE HARD SLEEPING SURFACE OF THE PRODUCT
MATTEL/ |ROCK'N |HAS CAUSED LEFT SIDE OF HER SON'S HEAD TO BE FLAT. HE HAS BEEN
FISHER- |PLAY DIAGNOSED WITH PLAGICCEPHALY. HE HAS SEEN A PLASTIC SURGECN,
208l 112011 |zezeo10 M | 1sa7|PRICE SLEEPER |AND HAS HAD EXTENDED TREATMENT AT CHILDREN'S HOSPITAL. Y11B5733A | pagiocephaly
MATTEL /
FISHER- {M# RBO70/ [THE CONSUMER STATED THAT THE BACK OF HER 5-MONTHS-OLD SON'S
PRICE/ {NEWBORN [HEAD WASFLAT FROM THE USE OF THE BABY HAMMOCK. THE CONSUMER
MATTEL / {ROCK'N |ADDRESSED HER CONCERN WITH THE PEDIATRICIAN. SHE DISCONTINUED
FISHER- |PLAY USE OF THE PRODUGT AND HAS NOTICED AN IMPROVEMENT IN THE AREA
205F 1{1/21/2002 11472011 M | 1537|PRICE SLEEPER |OF CONCERN. 'Y 1215801 A jplagiocephaly
M# RE070 /
NEWBORN
MATTEL/ |ROCK'N  |A LAW FIRM REPRESENTS GUARDIAN AND NATURAL PARENT OF MALE
FISHER- |PLAY TWINS ALLEDGING BABIES SKULLS BECAME MISSHAPEN AND/OR FLATTENED|
ol ei12/a2011 5/1/2011 M | 1537|PRICE SLEEPER [AS A RESULT OF USING THE SLEEPER FROM 4/29/2011 - 6/29/2011. Y11B5734A | plagiocephaly
M¥ AB070 /
NEWBORN
MATTEL/ |ROCK'N  |THE CONSUMER STATED THAT HER CHILD WAS DIAGNOSED WITH FLAT
FISHER- |PLAY HEAD AT HIS TWO MONTH CHECKUP WITH THEIR PEDIATRICIAN. THE
soat 12011 j7Heo1d M | 1537|PRICE SLEEPER |DOCTOR ADVISED THECONSUMER TO DISCONTINUE USE OF THE SLEEPER. |y11B5735A plagiocephaly
M#¥ RB070 / |THE CONSUMER STATED THAT HER SON HAS DEVELOPED A FLAT HEAD
NEWBORN JFROM USING THE ROCKER. THE CHILD WAS EXAMINED 8Y A DOCTOR WHO
MATTEL/ |ROCK'N {HAS RECOMMENDEDTHAT THE CHILD RECEIVE PHYSICAL THERAPY TO
FISHER- |PLAY ALEEVIATE THE SYMPTOMS. HE HAS ALWAYS TILTED HIS HEAD TO ONE
204| 1]11418/2011 [10/25/2011 M | 1558|PRICE SLEEPER |SIDE. Y 1185441 A|plagiocephaly
NEWBORN
ROCK'N  |A 2 MOM WAS DIAGNOSED WITH PLAGIOCEPHALY BY THREE (3} DIFFERENT
FISHER- |PLAY |MEDICAL FACILITIES. THE MOTHER OF THE VICTIM BELIEVES THE CAUSE OF
PRICE, |SLEEPER |[THE CONDITION IS FROM SLEEPING, RESTING, AND PLAYING IN THE
202 1214/2011  [7/2/2011 M | 1537|INC. R6070 SUBJECT SLEEPER/BASSINET DURING A 4 TO § MONTH PERIOD. Y 11A5703A|Magiccephaly
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M¥ R6070 / |CONSUMER'S SON RECEIVED FLAT HEAD DURING USE OF THE SLEEPER.
NEWBORN [WHEN HEWAS TAKEN TO PEDIATRIGIAN CONSUMER WAS GIVEN
MATTEL/ |ROCK'N  |SUGGESTIONS TO HELP THECONDITION LIKE TUMMY TIME & POSITIONING
FISHER- |PLAY HIM DIFFERENTLY. THE CONDITION HASN'T IMPROVED & THEY MEASURED
202| 1j12/24/2011 Joriec11 |m | 1537]PRICE SLEEPER |FOR HELMET. Y11C5645A] plagiocephaly
A TWO WEEK OLD MALE VICTIM BEGAN SLEEPING OVERNIGHT INSIDE A
PORTABLE ROCKING SLEEPER. AFTER SEVERAL MONTHS HIS MOTHER
NOTICED THAT HiS HEAD WAS BECOMING FLAT ON THE BACK AND RIGHT
ROCKN' |SIDE. A SPECIALIST DIAGNOSED HiM WITH SEVERE BRACHYCEPHALY AND
PLAY PLAGIOPHALY (FLATTENING OF THE HEAD). HE WORE A MEDICAL HELMET
FISHER [SLEEPER [FOR 23 HOURS A DAY FOR THREE MONTHS AND HIS HEAD HAS RESUMED ITS|
202 6/20/2011  [12/26/2010 M | 1558|PRICE R6070 NORMAL SHAPE. ¥ 11C5439A] plagiocephaly
CONSUMER STATED THAT HER DAUGHTER DEVELOPED A FLAT SPOT ON
HER HEAD WHIL USING THE SLEEPER. SHE USED IT 2-3 HOURS PER DAY
DURING THE WEEK AND MORE DURING WEEKENDS. THE CHILD WAS TAKEN
TO THE PEDIATRICIAN WHO TOLD HER THAT SHE COULD USE AHELMET TO |Reporied to
RE-FORM THE CHILD'S HEAD, HOWEVER, CONSUMER COULD NOT AFFORD  [fim - not to
unk | 1 11/16/2011  JF Vo102 . CPSC plagiocephaly
THE CONSUMER STATED THAT HER SON RECEIVED A FLAT HEAD DURING
THE USE OF ROCK N PLAY SLEEPER. HE WAS IN IT ABOUT TEN HOURS A
ROCKN  |DAY ON AND OFF INCLUDING NIGHTTIME SLEEP. HE AS TAKEN TO THE
MATTEL / |PLAY PEDIATRICIAN AND WAS GIVEN INSTRUCTIONS ON TUMMY TIME AND
FISHER- [SLEEPER [POSITIONING TO DO BUT HE ENDED UP HAVING TO GET A HELMET. THE
207 1 8/1/2011 M | 1537|PRICE RB070 CONSUMER HAS TWO SLEEPERS BECAUSE SHE HAS TWINS. Y11Cs648A]plagiocephaly
FISHER-
PRICE
NEWBORN
ROCK'N
PLAY CONSUMER NOTICED THAT 3 MOM SLOUCHING DOWN & LOOKED CRUNCHED
SLEEPER |UP IN SLEEPER. GONSUMER IMMEDIATELY STOPPED USING IT. BABY WAS
IFISHER- [M# N/A/  |DIAGNOSED WITH SEVERE BRACHYCEPHALY & MODERATE PLAGIOGEPHALY, plagiocephaly &
203] 1hzeaco11 fanaro1r |m | 1s2efPRICE UPC# N/A |CONSUMER BELIEVES THAT THIS SLEEPER CAUSED THESE PROBLEMS. Y 11C4336A]brachycephaly
FISHER
PRICE
ROCKN |A FOUR MONTH OLD MALE WAS DIAGNOSED WITH PLAGIOCEPHALY AFTER
MATTEL, |PLAY THREE MONTHS OF PLAYPEN/SI.EEPER USE. Mokl also reported on sleeper by
204 5162011 [7M/2010 M | 1537|INC. RB070 Jthis consumer. 110905288 |plagiccephaly & MOLD
M# RE6070 / [CONSUMER'S SON HAS DEVELOPED FLATTENING ON THE BACK OF HIS HEAD
NEWBORN [FROMUSING THE SLEEPER. HE ALSO HAS WEAKENING OF THE MUSCLES IN
{MATTEL/ [ROCK'N  [HIS NECKAND FAVORS ONE SIDE WHEN SLEEPING. HE USED THE PRODUCT
FISHER- |PLAY 12 HOURS PERDAY FOR 4 MONTHS. DOCTOR RECOMMENDED PHYSICAL plagiocephaly &
204] 1leidr2011 3/1/2011 s | 1537|PRICE SLEEPER |[THERAPY AND HELMET. Y 116551 5A |torticolis
M# R6070 / [THE CONSUMER STATED THAT HER SON HAS BEEN SLEEPING IN THE
NEWBORN [PRODUCT 10-14 HOURS PER DAY SINCE BIRTH. HE DEVELOPED A FLAT
MATTEL/ |ROCK'N [HEAD AT 2 MONTHS OLD & DEVELOPED TORTICOLLIS AT 4 MONTHS OLD. HIS|
FISHER- |PLAY DOCTOR REFERRED HIMTO A SPECIALIST WHO STATES ISSUES ARE FROM plagiocephaly &
202] 1232011 |7ex2011 M | 1537|PRICE SLEEPER |SLEEPER. ¥11B5538A jtorticollis
M# V9196 /
RGCK'N
PLAY THE CONSUMER STATED THAT HER 6 MOF DAUGHTER HAS ACID REFLUX
MATTEL / |SLEEPER- |AND HAD BEEN SLEEPING IN SLEEPER. AT THIS TIME, SHE NOTICED THAT
FISHER- |BUTTERFL |[THE SIDE OF HER CHILD'S HEAD WAS FLAT AND SHE LEANED HER HEAD TO plagiocephaly &
z06] 1lirzomo1z |enzont J¢ | 1s43|PRICE Y ONE SIDE. SHE WAS DIAGNOSED WITH TORTICOLLIS AND PLAGIOCEPHALY. |v12158404 [torticollis
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M¥ R6070/ [BOTH OF CONSUMER'S SONS HAVE BEEN DIAGNOSED BY THEIR
NEWBORN [PEDIATRICIAN WITH FLAT HEAD & HAVE BEEN REFERRED TO A SPECIALIST.
MATTEL/ [ROCK'N |CONSUMER BELIEVES THIS IS FROM USE OF THE SLEEPER. BOTH
FISHER- [PLAY CHILDREN'S CONDITION IMPRGVED ONCE USE OF THE SLEEPER WAS
49 |¥11C5640A GA 202 11272472001 142011 M | 1537|PRICE  |SLEEPER |DISCONTINUED. Y 11C5649Alplagiocephaly x2
MATTEL /
FISHER- [M# R6070 / [THE CONSUMER STATED THAT SHE HAS 4-MONTHS-OLD TRIPLETS THAT
PRICE/ |NEWBORN|HAVE VARYING DEGREES OF PLAGIOCEPHALY (FROM USE OF THE BABY
MATTEL/ [ROCK'N |HAMMOCK). THEIR DOCTOR HAS EXAMINED THE CHILDREN AND ADVISED
FISHER- |PLAY HER THAT THEY WILL GROW AND DEVELOP QUT OF THE FLAT SPOTS. THE
50 lyi21s700a NY 204| 1|1212012  |1or2011 |D | 1537|PRICE |SLEEPER |BABIES ARE 16, 15, AND 10 LBS. Y 12157994 [plagiocephaly X3
M# REO70 /
NEWBORN [THE CONSUMER STATED THAT HER DAUGHTER WAS DIAGNOSED BY THE
MATTEL/ |ROCK'N |PEDIATRICIAN WITH TORTICOLLUIS AND WILL REQUIRE PHYSICAL THERAPY.,
FISHER- |PLAY HER PEDIATRICIAN ADVISED HER THAT IT S A DIRECT RESULT OF USING
51 |¥i215513A NY 204| 1|1n2ecz2 12212011 |F | 1537|PRICE SLEEPER |THE SLEEPER. 12155134 jtorticollis
MATTEL /
FISHER- |M# RE070/
PRICE/ |NEWBORN |{THE CONSUMER STATED THAT HER DAUGHTER'S UPPER TORSO AND NECK
A MATTEL/ |ROCK'N ]LEANS FORWARD SINCE USING THE BABY HAMMOCK. THE CONSUMER AND
FISHER- |PLAY HER HUSBAND BELIEVE IT MAY HAVE BEEN CAUSED FROM CONTINUED
52 |y1215803A INY o| glireimotz  |12i/2011 F | 1537|PRICE SLEEPER |USAGE WITH THIS PRODUCT. ¥ 12158034 [torticollis
A SIX-MONTH-OLD FEMALE DEVELOPED TORTICOLLIS AFTER SLEEPER USE.
THE VICTIM WAS PLAGED IN THE SLEEPER AT VICTIM'S HOME FOR NAPS AND
NEWBORN |OVERNIGHT SLEEP EVERYDAY FROM ZERO TO SiX MONTHS OLD. THE
ROCK'N  |[TORTICOLLIS WAS EVIDENT AT THREE WEEKS OLD BUT VICTIM WAS NOT
FISHER- |PLAY DIAGNOSED WiTH TORTICOLLIS UNTIL FOUR MONTHS OLD. THE
PRICE, |SLEEPER |COMNECTION BETWEEN THE SLEEPER AND THE TORTICOLLIS WAS NOT
53 |110524CCC2557 fOH 208 [7nzreonn |12ar2010 fF | 1537[ING. R6070 DISCOVERED UNTIL VICTIM WAS SIX MONTHS OLD. 111504554  |torticoliis
M# R6070 / |CPSC REPORT STATED THAT CHILD DEVELOPED TORTICOLLIS AFTER USING
NEWBORN |THE SLEEPER EVERYDAY FOR 6 MONTHS. SLEEPER WAS USED FOR NAPS
_z_ﬁ..-mC ROCK'N |AND OVERNIGHT SLEEP. THE TCRTICOLLIS WAS EVIDENT AT THREE WEEKS
FISHER- |PLAY OLD BUT NOT DIAGNOSED UNTIL 4 MONTHS OLD. CHILD WAS SEEN BY
54 |¥1195609A foH 204| 1lameseonr 122012010 D | 1558|PRICE SLEEPER |PEDIATRICIAN & P.T. ¥ 1185600A [torticoflis
M# R6070 / |THE CONSUMER STATED THAT SHE STARTED USING THIS PRODUCT WHEN
NEWBORN [HER DAUGHTER WAS 6 WEEKS OLD & WHEN SHE WAS ALMOST 4 MONTHS
MATTEL/ |ROCK'N |OLD SHE TOOK HERTO THE DOCTOR BECAUSE SHE NOTICED SOME HEAD
FISHER- |PLAY |ISSUES. SHE WAS DIAGNOSED WITH TORTICOLLIS & HAS STARTED
hf Y11C56454 VA 203| 1|t2e42011  |9t2011 IF | 1537|PRICE SLEEPER |PHYSICAL THERAPY. v 11C5645A]torticollis
MATTEL / CONSUMER STATED THAT HER TWIN DAUGHTERS HAVE BOTH BEEN
FISHER- DIAGNOSED WiTH TORTICOLLIS AND PLAGIOCEPHALY. THEY ARE
PRICE / CURRENTLY UNDERGOING HELMET THERAPY. THE DOCTOR HAS ADVISED
MATTEL / THAT THIS COULD BE A FESULT OF USING THE ROCK N PLAY SLEEPER. THE |Reported to
FISHER- GONSUMER HAS TWIN DAUGHTERS AND TWO PRODUCTS. A SEPARATE Jtinm - not 1o
56 he 1121142011 |ns Ie | 1537|PRICE V9197 CASE WILL BE ESTABLISHED. CPSC torticolis/plagiocephaly
FISHER- Roported to
Firm not CPSC - - PRICE, finm - not to
57 |CPSC H11C0183A fny = hs 112142011 |NS §F | 1sar|inC. Vo197 |SEE INCIDENT REPORT ASQVE. CPSC torticoisiplagiocephaly
[ _ u
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Document Number : Y1235489A Task Number : Issue: 0
Date Received : 03/01/2012 Confirmed : Date Entered : 03/06/2012
City : State : AR Zip: Date Notified :
Source : 6 Type Of Contact : 10 OFFICE OF COMPLIANCE
Prod : 1537 BASSINETS OR CRADLES
Prod: 0 NO SECOND PRODUCT INVOLVEMENT
Date Injured : 08/01/2011 D Work Related : N
Age : 202 Sex:1 MALE
Disposition : 1 1=TREATED & RELEASED, OR EX/Haz Type : F OTHER
Brand : MATTEL/ MATTEL / FISHER-PRICE Screened? :
Model : M# R6070 / NEWBORN ROCK 'N PLAY SLEEPER
Narrative :
THE CONSUMER STATED THAT THE BACK OF HER SON'S HEAD HAS BECOME FLATTE
NED SINCE THE USE OF THE PRODUCT. THE CHILD HAS SEEN THE PEDIATRICIA

N AND A NEUROLOGIST, AND HAD X-RAYS. SHE OWNS TWO OF THE SAME PRODUC
TS WITH THE SAME ISSUE WITH HER TWIN BOYS.

Document Number : Y1235854A Task Number : Issue : 0
Date Received : 03/29/2012 Confirmed : Date Entered : 04/04/2012
City : SANTA CLARITA State : CA Zip - Date Notified :
Source : 6 Type Of Contact: 10 OFFICE OF COMPLIANCE
Prod : 1537 BASSINETS OR CRADLES
Prod: 0 NO SECOND PRODUCT INVOLVEMENT
Date Injured : 03/22/2012 D Work Related : N
Age: 0 Sex:1 MALE
Disposition : 1 1=TREATED & RELEASED. OR EX/Haz Type : F OTHER
Brand : MATTEL / FISHER-PRICE Screened? :
Model : M# R6070 / NEWBORN ROCK 'N PLAY SLEEPER
Narrative :
THE CONSUMER STATED THAT HER SON USED THE PRODUCT FOR 4 MONTHS FOR NA
PS AND OVERNIGHT SLEEPING. THE CHILD DEVELOPED TORTICOLLIS AND PLAGH

OCEPHALY WHICH RESULTED IN 18 MONTHS OF PHYSICAL THERAPY & 2 DIFFEREN
T HELMETS.

Document Number : Y1235887A Task Number : Issue : 0
Date Received : 03/29/2012 Confirmed : Date Entered : 04/04/2012
City : SAN JOSE state:ca  Zip: [ Date Notitiea :
Source : 6 Type Of Contact: 10 OFFICE OF COMPLIANCE
Prod : 1537 BASSINETS OR CRADLES
Prod: 0 NO SECOND PRODUCT INVOLVEMENT
Date Injured : 01/10/2012 D Work Related : N
Age : 207 Sex:1 MALE
Disposition : 1 1=TREATED & RELEASED, OR EX/Haz Type : F OTHER
Brand : MATTEL / FISHER-PRICE Screened? :
Model : M# V9197 / RNP SLEEPER-CIRCLES
Narrative :
CONSUMER'S CHILD SLEPT {N THE SLEEPER EVERY NIGHT BEGINNING AUGUST 10
, 2011 UNTIL JANUARY 10, 2012. THE CHILD WAS DIAGNOCSED HIM WITH OCC

IPITAL PLAGIOCEPHALY & PRESCRIBED AN ORTHCPEDICS HELMET TO RESHAPE HI
S HEAD. THE PEDIATRICIAN STATED THAT THE SLEEPER CAUSED FLAT SPOTS
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Document Number : Y1245544A Task Number : Issue : 0
Date Received : 04/05/2012 Confirmed : Date Entered : 04/10/2012
City : State : CA Zip : - Date Notified :
Source : © Type Of Contact : 10 OFFICE OF COMPLIANCE
Prod : 1537 BASSINETS OR CRADLES
Prod: 0 NO SECOND PRODUCT INVOLVEMENT
Date Injured : 12/15/2011 D Work Related : N
Age : 202 Sex:1 MALE
Disposition : 1 1=TREATED & RELEASED, OR EX/Haz Type : F OTHER
Brand : MATTEL / FISHER-PRICE Screened? :
Model : M# V9197 / RNP SLEEPER-CIRCLES
Narrative :

CONSUMER'S SON SLEPT IN THE SLEEPER 8 HOURS A NIGHT FROM BIRTH UNTIL
8 WEEKS OLD. HE NOW HAS BRACHYCEPHALY & THE PEDIATRICIAN SAID THAT |
T WILL NOT CORRECT ITSELF & TO TRY RE-POSITIONING FOR A PERIOD OF TIM

E AND IF IT DID NOT SELF-CORRECT A HELMET WILL BE NEEDED.

Document Number :
Date Received :
City :

Source :

Prod :

Prod :

Date Injured :
Age :
Disposition :
Brand :

Model :

Narrative :

Y1245545A Task Number : Issue: 0
04/05/2012 Confirmed : Date Entered : 04/10/2012
LEXINGTON State : KY Zip : - Date Notified :

6 Type Of Contact : 10 OFFICE OF COMPLIANCE

1537 BASSINETS OR CRADLES

0 NO SECOND PRODUCT INVOLVEMENT

10/01/2011 D
203

MATTEL / FISHER-PRICE

Work Related : N
Sex: 1

Screened? :

M# V9187 / RNP SLEEPER-CIRCLES

MALE
1 1=TREATED & RELEASED, OR EX/Haz Type : F OTHER

CONSUMER'S SON WAS DIAGNOSED BY PEDIATRICIAN WITH A FLAT HEAD. SHE B

ELIEVES THIS IS FROM THE USE OF THIS PRODUCT SINCE IT IS THE ONLY PLA
CE HE SLEEPS. THE PEDIATRICIAN STATED HE WOULD LIKE TO SEE THE HER B
ABY IN A FEW WEEKS AND MAY NEED TO PRESCRIBE AHELMET TO CORRECT IT.

Document Number :
Date Received :
City :

Source :

Prod :

Prod :

Date Injured :

Age :

Disposition :

Brand

Narrative :

Y1245546A Task Number : Issue : 0
04/05/2012 Confirmed : Date Entered : 04/10/2012
State : MA Zip : Date Notified :

6 Type Of Contact: 10 OFFICE OF COMPLIANCE

1537 BASSINETS OR CRADLES

0 NO SECOND PRODUCT INVOLVEMENT

07/01/2011 D
202

Work Related : N
Sex: i

Screened? :

M# V9197 / RNP SLEEPER-CIRCLES

MALE

1 1=TREATED & RELEASED, OR EX/Haz Type : F OTHER
: MATTEL / FISHER-PRICE
Model :

THE CONSUMER STATED THAT HER SON HAS DEVELOPED A FLAT SPOT ON THE RIG

HT SIDE OF HIS HEAD. SHE ALSO STATED HIS NECK HAS THE TENDENCY TO TU
RN TO ONE SIDE. THE CHILD WAS TAKEN FOR A CHECK UP RECENTLY AND THE

PEDIATRICIAN NOTED THESE ISSUES.
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Document Number : Y1245843A Task Number : Issue : 0
Date Received : 04/26/2012 Confirmed : Date Entered : 05/02/2012
City m State : VA Zip :- Date Notified :
Source : 6 Type Of Contact: 10 OFFICE OF COMPLIANCE
Prod : 1537 BASSINETS OR CRADLES
Prod: 0 NO SECOND PRODUCT INVOLVEMENT
Date Injured : 02/01/2012 D Work Related : N
Age : 208 Sex:0 UNKNOWN
Disposition : 1 1=TREATED & RELEASED, OR EX/Haz Type : F OTHER
Brand : MATTEL/ FISHER-PRICE Screened? :
Model : M# R6070 / NEWBORN ROCK 'N PLAY SLEEPER
Narrative :
THE CONSUMER STATED THAT HER 8 MONTH OLD CHILD WAS DIAGNOSED WITH PHA
GICCEPHALY. IT WAS DETERMINED THAT THE CHILD NEEDED A HELMET.

Document Number : Y1265488A Task Number : Issue : 0
Date Received : 06/07/2012 Confirmed : Date Entered : 06/13/2012
City : State : CA Zip :- Date Notified :
Source : 6 Type Of Contact: 10 OFFICE OF COMPLIANCE
Prod : 1537 BASSINETS OR CRADLES
Prod: 0 NO SECOND PRODUCT INVOLVEMENT
Date Injured : 05/24/2012 D Work Related : N
Age : 204 Sex:0 UNKNOWN
Disposition : 1 1=TREATED & RELEASED, OR EX/Haz Type : F OTHER
Brand : MATTEL / FISHER-PRICE Screened? :
Model : M# V9197 / RNP SLEEPER-CIRCLES
Narrative :
CONSUMER STATED THAT 4 MONTH OLD CHILD SLEPT IN THE SLEEPER EVERY NIG
HT. THE CHILD HAD 4 MONTH CHECK UP & DOCTOR STATED THAT CHILD HAS A

FLAT SPOT ON HEAD & TORTICOLLIS FROM THE USE OF THE SLEEPER. HE PRESC
RIBED IN-HOME STRETCHING EXCERCISES & ADVISED TO STOP USING THE UNIT.

Document Number : Y1265709A Task Number : 120627CCC1774 issue: 0
Date Received : 06/21/2012 Confirmed : Date Entered : 06/26/2012
City : STATEN ISLAND State : NY Zip: Date Notified :
Source : 6 Type Of Contact: 10 OFFICE OF COMPLIANCE
Prod : 1537 BASSINETS OR CRADLES
Prod: 0 NC SECOND PRQDUCT INVOLVEMENT
Date Injured : 06/07/2012 D Work Related : N
Age : 201 Sex:1 MALE
Disposition : 1 1=TREATED & RELEASED, OR EX/Haz Type : 7 ALLERGIC REACTION
Brand : MATTEL / MATTEL / FISHER-PRICE ~ Screened? :
Model : M# X3840 / NEWBORN ROCK ‘N PLAY SLEEPERT
Narrative :
THE CONSUMER STATED THAT 1 MOM HAS BEEN TAKEN TO THE DOCTOR ON SEVERA
L OCCASIONS FOR CONGESTION AND COUGHING. THE DOCTOR PRESCRIBED A LIQU

1D MEDICATION TO TREAT THE CONGESTICN. SHE BELIEVES IT HAS BEEN CAUS
ED BY MOLD FOUND ON THE BACK OF THE PAD OF THE BASSINET.
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Document Number : Y1265790A Task Number : Issue : 0
Date Received : 06/28/2012 Confirmed : Date Entered : 07/04/2012
ciy:[ ] State : KY Zip - Date Notified :
Source : 6 Type Of Contact : 10 OFFICE OF COCMPLIANCE
Prod : 1537 BASSINETS OR CRADLES
Prod : 0 NO SECOND PRODUCT INVOLVEMENT
Date Injured : 06/12/2012 D Work Related : N
Age : 203 Sex:1 MALE
Disposition : 1 1=TREATED & RELEASED, OR EX/Haz Type : F  OTHER
Brand : MATTEL / FISHER-PRICE Screened? :
Model : M# R6070 / NEWBORN ROCK 'N PLAY SLEEPER
Narrative :

THE CONSUMER STATED THAT 3 MOM WAS TAKEN TO THE DOCTOR AND DIAGNOSED
WITH PLAGIOCEPHALY. THE CHILD IS IN THE PRODUCT ABOUT 10 HOURS A DAY

. HE IS REQUIRED TO WEAR AHELMET. THE CONSUMER IS LOOKING FOR COMP
ENSATION FOR THE COST OF THE HELMET.

Document Number :
Date Received :
7 aa—

Source :

Prod :

Prod :

Date Injured :

Age:

Disposition :

Brand :
Model :

Narrative :

Y1265836A
06/28/2012

6

1537

0
12/01/2011
202

Task Number :
Confirmed :

State : AR

Issue: 0
Date Entered : 07/04/2012

Zip - Date Notified :

Type Of Contact : 10 OFFICE OF COMPLIANCE

BASSINETS OR CRADLES

NO SECOND PRODUCT INVOLVEMENT

D Work Related : U
Sex:2

FEMALE

1 1=TREATED & RELEASED, OR EX/Haz Type : F OTHER

MATTEL / FISHER-PRICE

Screened? :

Mi# X3840 / NEWBORN ROCK 'N PLAY SLEEPERT

CONSUMER STATED THAT HER DAUGHTER DEVELOPED A FLAT SPCT ON THE BACK O
F HER HEAD FROM SLEEPING IN THE ROCKER FOR MORE THAN 12 HOURS PER DAY
. SHE WAS REFERRED TO A SPECIALIST AT FOUR MONTHS OLD, & WAS PRESCRI

BED AN ORTHODIC HELMET TO WEAR FOR 23 HOURS PER DAY.

Document Number : Y1275888A Task Number : Issue : 0
Date Received : 07/26/2012 Confirmed : Date Entered : 08/09/2012
City:P© 1] State : CA Zip: Date Notified :
Source : 6 Type Of Contact: 10 OFFICE OF COMPLIANCE

Prod : 1537 BASSINETS OR CRADLES

Prod: 0 NO SECOND PRODUCT INVOLVEMENT

Date Injured : 07/19/2012 D Work Related : N
Age : 204 Sex:2 FEMALE

Disposition : 1 1=TREATED & RELEASED, OR EX/Haz Type : F OTHER

Brand : MATTEL / FISHER-PRICE
Model : M# R6070 / NEWBORN ROCK 'N PLAY SLEEPER

Narrative :

Screened? :

GENDER: FEMALE; INJURY TYPE: PLAGIOCEPHALY/FLATHEAD; THE CONSUMER STA
TED THAT HER 4 MONTHS OLD GRANDDAUGHTER'S HEAD IS DEFORMED FROM SLEEP
ING IN THIS SLEEPER. THE BABY'S PEDIATRICIAN STATED THAT AN ORTHOTIC

HELMET WILL BE NECESSARY TO RESHAPE HER HEAD.
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Document Number :
Date Received :
city:P7 ]

Source :

Prod :

Prod :

Date injured :
Age:
Disposition :
Brand :

Model :

Narrative :

Y1275889A
07/26/2012

6

1537

0
04/23/2011
218

Task Number :
Confirmed :

State : PA

Issue: 0
Date Entered : 08/09/2012
Zip: Date Notified :

Type Of Contact : 10 OFFICE OF COMPLIANCE

BASSINETS OR CRADLES

NO SECOND PRODUCT INVOLVEMENT

D Work Related : N
Sex: 1

MALE

9 9=UNKNOWN, NOT STATED, ETC. Haz Type : F OTHER

MATTEL / FISHER-PRICE
Mi R8070 / NEWBORN ROCK 'N PLAY SLEEPER

Screened? :

AGE AT THE TIME OF INCIDENT:. 1YEAR(S) 6MONTH(S), GENDER: MALE; DATE

OF INCIDENT: 04/23/2011; INJURY FLAG : YES; INJURY # 1 INJURY TYPE: P
LAGIOCEPHALY/FLATHEAD; THE CONSUMER STATED THAT SHE USED THE SLEEPER
AND AFTER A FEW MONTHS OF USE HER SON'S HEAD STARTED TO FLATTEN.

Document Number :
Date Received :
ciy:[® ]

Source :

Prod :

Prod :

Date Injured :
Age :
Disposition :
Brand :

Model :

Narrative :
INJURY FLAG : YES:

OF THE PRODUCT.

Y1275890A
07/26/2012

6

1637

0
07/10/2012
0

Task Number :
Confirmed :

State : TX

Issue: 0
Date Entered : 08/09/2012

Zip :- Date Notified :

Type Of Contact : 10 OFFICE OF COMPLIANCE

BASSINETS OR CRADLES

NO SECOND PRODUCT INVOLVEMENT

D Work Related : N
Sex:2

FEMALE

1 1=TREATED & RELEASED, OR EX/Haz Type : F OTHER

MATTEL / FISHER-PRICE
M3t R6070 / NEWBORN ROCK 'N PLAY SLEEPER

Screened? :

INJURY TYPE: PLAGIOCEPHALY/FLATHEAD; THE CONSUM
ER STATED THAT AFTER CONTINUOUS USE OF THE SLEEPER THE BACK OF HER DA
UGHTER'S HEAD FLATTENED. HER DOCTOR ADVISED THAT SHE DISCONTINUE USE

Document Number :
Date Received :
City :

Source :

Prod :

Prod :

Date Injured :

Age:

Disposition :

Brand :
Model :

Narrative :

Y1275891A
07/26/2012
(D)(B)

6

1537

0
03/01/2012
202

Task Number : Issue : 0
Confirmed : Date Entered : 08/09/2012
State : SC Zip Date Notified :
Type Of Contact : 10  OFFICE OF COMPLIANCE

BASSINETS OR CRADLES

NO SECOND PRODUCT INVOLVEMENT

D Work Related : N

Sex:1 MALE

9 9=UNKNOWN, NOT STATED, ETC. Haz Type : F OTHER

MATTEL / FISHER-PRICE
Mi# R6070 / NEWBORN ROCK 'N PLAY SLEEPER

Screened? :

THE CONSUMER STATED THAT HER 2 MONTHS OLD SON DEVELOPED A FLAT SPQT O
N THE BACK OF HIS HEAD FROM USING THIS SLEEPER.
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Document Number : Y1275892A Task Number : Issue: 0
Date Received ; 07/26/2012 Confirmed : Date Entered : 08/09/2012
City :[V© | State : FL Zip :- Date Notified :
Source : 6 Type Of Contact : 10 OFFICE OF COMPLIANCE
Prod : 1537 BASSINETS OR CRADLES
Prod: 0 NO SECOND PRODUCT INVOLVEMENT
Date Injured : 02/01/2012 D Work Related : N
Age : 202 Sex:1 MALE
Disposition : 1 1=TREATED & RELEASED, OR EX/Haz Type : F OTHER
Brand : MATTEL / FISHER-PRICE Screened? :
Model : M# R6070 / NEWBORN ROCK ‘N PLAY SLEEPER

Narrative :

THE CONSUMER STATED THAT HER 2 MONTHS OLD SON HAS DEVELOPED A FLAT SP
OT ON THE RIGHT SIDE OF HIS HEAD FROM SLEEPING IN THE SLEEPER FOR APP
ROXIMATELY 6-7 HOURS PER DAY. HER PEDIATRICIAN EXAMINED THE CHILD AN

D ADVISED HER TO DISCONTINUE USE OF THE {TEM.

Document Number :

Date Received :
City

Source :

Prod :

Prod :

Date injured :

Age:

Disposition :

Brand :

Model :

Narrative :

Y1275893A

07/26/2012
(D))

6

1537

0

03/01/2012

201

MATTEL / FISHER-PRICE
M# R6070 / NEWBORN ROCK 'N PLAY SLEEPER

Task Number :
Confirmed :

State : CA

Issue: 0
Date Entered : 08/09/2012

Zip - Date Notified :

Type Of Contact: 10 OFFICE OF COMPLIANCE

BASSINETS OR CRADLES

NO SECOND PRODUCT INVOLVEMENT

D Work Related : N

Sex:2 FEMALE
9 9=UNKNOWN, NOT STATED, ETC. Haz Type : F OTHER

Screened? :

THE CCNSUMER STATED THAT THE BACK OF HER 1 MONTH OLD DAUGHTER'S HEAD
HAS FLATTENED SINCE USE OF THIS SLEEPER.

Document Number :
Date Received :

o —

Source :
Prod :

Prod :

Date Injured :
Age:
Dispaosition :
Brand :
Model :

Narrative :

Y1275894A
07/26/2012

6

1537

0
12/01/2010
202

Task Number :
Confirmed :

State : SC

Issue: 0
Date Entered : 08/09/2012
2ip: Date Notified :

Type Of Contact : 10 OFFICE OF COMPLIANCE

BASSINETS OR CRADLES

NO SECOND PRODUCT INVOLVEMENT

D Work Related : N
Sex: 1

MALE

1 1=TREATED & RELEASED, OR EX/Haz Type : F OTHER

MATTEL / FISHER-PRICE
M# R6070 / NEWBORN ROCK 'N PLAY SLEEPER

Screened? :

THE CONSUMER STATED THAT AT HER SON'S TWO MONTH CHECKUP, HER PEDIATRI
CIAN NOTICED THAT THE CHILD HAD DEVELOPED A FLAT SPOT ONHISHEAD. T
HE DOCTOR TOLD HER TO DISCONTINUE USING THE SLEEPER. SINCE THAT TIME

, THE FLAT SPOT HAS BECOME MORE ROUNDED NATURALLY.



Page 309

’F

Clearinghouse r urmat - With Manufacturer

Reported Incidents

S 11/2/2012
U.S. Consumer Product Safety Commission
National Injury Information Clearinghouse Page 10
Document Number : Y1275895A Task Number : Issue : 0
Date Received : 07/26/2012 Confirmed : Date Entered : 08/09/2012
City : State : FL Zip :- Date Notified :

Source :
Prod :

Prod :

Date Injured :
Age:
Disposition :
Brand :
Model :

Narrative :

6
1837
0

Type Of Contact : 10 OFFICE OF COMPLIANCE

BASSINETS OR CRADLES

NO SECOND PRODUCT INVOLVEMENT

01/11/2012 D
204

Work Related : N
Sex:2

FEMALE

1 1=TREATED & RELEASED, OR EX/Haz Type : F

OTHER

MATTEL / FISHER-PRICE

Screened? :

M# R6070 / NEWBORN ROCK 'N PLAY SLEEPER

THE CONSUMER STATED THAT HER 4 MONTHS OLD DAUGHTER HAS BEEN DIAGNOSED

WITH FLATHEAD AND NECK ISSUES. THE CONSUMER'S PEDIATRICIAN IS ATTRI
BUTING THIS TO USE OF THE SLEEPER. THE CHILD HAS BEEN REFERRED TO A

PHYSICAL THERAPIST.
Document Number : Y1275896A Task Number :
Date Received : 07/26/2012 Confirmed :
City State : PA
Source : 6 Type Of Contact
Prod : 1537 BASSINETS OR CRADLES
Prod : 0 NO SECOND PRODUCT INVOLVEMENT
Date Injured : 12/01/2011 D Work Related : N
Age : 203 Sex:2
Disposition : 9 9=UNKNOWN, NOT STATED, ETC. Haz Type : F OTHER

Brand
Model

Narrative :

: MATTEL / FISHER-PRICE

Screened? :

+ M# R6070 / NEWBORN ROCK 'N PLAY SLEEPER

FEMALE

Issue: 0
Date Entered : 08/09/2012

Zip - Date Notified :

: 10 OFFICE OF CCMPLIANCE

THE CONSUMER STATED THAT HER 3 MONTH OLD DAUGHTER HAS DEVELOPED A FLA
T SPOT ON THE BACK OF HER HEAD WHERE HER HEAD RUBS ON THE PLASTIC SEA
T INSERT OF THE SLEEPER.

Document Number

Date Received :

City

Source :
Prod :

Prod :

Date Injured :

- Y1275897A

07/26/2012
o

Task Number :

Canfirmed :
State : NY

Issue : 0
Date Entered : 08/09/2012

zip : [ pate Notitied :

6 Type Of Contact : 10 OFFICE OF COMPLIANCE

1537
4]

BASSINETS OR CRADLES

NO SECOND PRODUCT INVOLVEMENT

10/01/2011 D

Work Related : N

Age : 204

Sex:0 UNKNOWN

Disposition :
Brand :
Model :

Narrative :

1 1=TREATED & RELEASED, OR EX/Haz Type : F OTHER

MATTEL / FISHER-PRICE

Screened? :

Mi# R6070 / NEWBORN ROCK 'N PLAY SLEEPER

THE CONSUMER STATED THAT SHE HAS 4 MONTH OLD TRIPLETS THAT HAVE VARYI
NG DEGREES OF PLAGIOCEPHALY. THEIR DOCTOR HAS EXAMINED THE CHILDREN
AND ADVISED HER THAT THEY WILL GROW AND DEVELOP OUT OF THE FLAT SPOTS
DUE TO SLEEPER. THE BABIES ARE 18, 15, AND 10 LBS.
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Document Number : Y1275961A Task Number : Issue: 0
Date Received : 07/26/2012 Confirmed : Date Entered : 08/03/2012
City : SPOKANE State : WA Zip: Date Notified :
Source : 6 Type Of Contact: 10 OFFICE OF COMPLIANCE

Prod : 1537 BASSINETS OR CRADLES

Prod : 0 NO SECOND PRODUCT INVOLVEMENT
Date Injured : 04/01/2012 D Work Related : U

Age : 203 Sex:2 FEMALE
Disposition : 1 1=TREATED & RELEASED, OR EX/Haz Type : F OTHER

Brand :
Model :

Narrative :

MATTEL / FISHER-PRICE

Screened? :

M# W8443 / NEWBORN ROCK N' PLAYT SLEEPER

CONSUMER STATED THAT HER DAUGHTER HAS DEVELOPED A FLAT SPOT ON THE BA
CK OF HER HEAD SINCE USE OF THIS PRODUCT. THE PRODUCT WAS USED FOR N

APS & NIGHT TIME SLEEPING. SHE TOOK HER DAUGHTER TO THE PEDIATRICIAN,

NEURCLOGIST & AN ORTHOTIC SPECIALIST. SHE WAS FITTED FOR HELMET.

Document Number :
Date Received :
City :

Source : 6

Prod :

Prod :

Date Injured :
Age:
Disposition :
Brand :

Model :

Narrative :

Y1285566A
08/09/2012

1637
0
04/01/20t2 D
207

Type Of Contact
BASSINETS OR CRADLES
NO SECOND PRODUCT INVOLVEMENT

Task Number :

Confirmed :

State : NY

Work Related : N

Sex:1 MALE

1 1=TREATED & RELEASED, OR EX/Haz Type : F OTHER

MATTEL / FISHER-PRICE

Screened? :

M# R6070 / NEWBCRN ROCK 'N PLAY SLEEPER

AGE AT THE TIME OF INCIDENT: 7MONTH(S);, MALE; DATE OF INCIDENT: 04/0

1/2012; THE CONSUMER STATED THAT HER SON DEVELOPED A FLAT HEAD FROM

Issue : 0
Date Entered : 08/18/2012

Zip : - Date Notified :

: 10 OFFICE OF COMPLIANCE

USING THE SLEEPER. HE WAS TAKEN TO THE DOCTOR WHEN HE WAS 4 MCNTHS OL
D AND WAS PRESCRIBED A HELMET TO CORRECT THE SHAPE OF HIS HEAD.

Document Number :
Date Received :

City :

Source

Prod :

Prod :

Date Injured :
Age :
Disposition :
Brand :

! M# V8102 / ROCK 'N PLAY SLEEPER

Model
Narrative ;

1 1=TREATED & RELEASED, OR EX/Haz Type : f OTHER

MATTEL / FISHER-PRICE

Screened? :

AGE tMONTH; WEIGHT: SLBS; MALE; DATE: 02/01/2012; INJURY: PLAGIOCEPHA
LY/FLATHEAD; THE CONSUMER STATED THAT HER SON DEVELOPED A FLAT HEAD A
FTER USING THE SLEEPER. HE HAS BEEN PRESCRIBED A HELMET TO RESHAPE HI

S HEAD. HE USED THE SLEEPER OVERNIGHT FOR THE FIRST MONTH THEN NAPS.

Y1285589A Task Number : Issue: 0
08/09/2012 Confirmed : Date Entered : 08/15/2012
State : OH Zip :- Date Notified :
16 Type Of Contact : 10 OFFICE OF COMPLIANCE
1637 BASSINETS OR CRADLES
0 NO SECOND PRODUCT INVOLVEMENT
02/01/2012 D Work Related : N
201 Sex:1 MALE
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Document Number : Y1285701A Task Number : Issue: 0
Date Received : 08/16/2012 Confirmed : Date Entered : 08/24/2012
City : State : IL Zip :- Date Notified :
Source : 6 Type Of Contact : 10 OFFICE OF COMPLIANCE
Prod : 1537 BASSINETS OR CRADLES
Prod: 0 NO SECOND PRODUCT INVOLVEMENT
Date Injured : 08/03/2012 D Work Related : N
Age : 208 Sex:2 FEMALE
Disposition : 1 1=TREATED & RELEASED, OR EX/Haz Type : F OTHER
Brand : MATTEL / FISHER-PRICE Screened? :
Model : M# V8186 / ROCK 'N PLAY SLEEPER-BUTTERFLY
Narrative :
8 MOF; CONSUMER STATED THAT HER DAUGHTER SLEPT IN THE PRODUCT EVERY N
IGHT FOR 2 MONTHS & THEN TOOK NAPS IN IT. SHE WAS DIAGNOSED BY A PLAS

TIC SURGEON WITH TORTICOLLIS & PLAGIOCEPHALY. SHE WILL BE IN PHYSICAL
THERAPY AND WILL UNDERGOCRANIAL HELMET THERAPY FOR 4-6 MONTHS

Document Number : Y1285702A Task Number : 120824CCC2930 Issue: 0
Date Received : 08/16/2012 Confirmed : Date Entered : 08/24/2012
city:™ | state: N Zip SRIM Date Notified :
Source : 6 Type Of Contact: 10 OFFICE OF COMPLIANCE
Prod : 1537 BASSINETS OR CRADLES
Prod : O NO SECOND PRODUCT INVOLVEMENT
Date Injured : 07/11/2012 D Work Related : N
Age : 206 Sex:1 MALE
Disposition : 1 1=TREATED & RELEASED, OR EX/Haz Type : 7 ALLERGIC REACTION
Brand : MATTEL / FISHER-PRICE Screened? :
Model : M# W9443 / NEWBORN ROCK N' PLAYT SOOTHER
Narrative :
6 MOM; MOLD HAS FORMED ON THE LINER OF THEIR SLEEPER. CONSUMER BELIEV
ES HER SON ACQUIRED A COUGH AND UNEXPLAINABLE VOMITING FROM USAGE WIT

H THIS PRODUCT. THEY HAVE BEEN TO THEIR EMERGENCY ROOM ON THREE OCCAS
IONS FOR THIS ISSUE. HER SON RECEIVED A CHEST X-RAY.

Document Number : Y1285710A Task Number : Issue : 0
Date Received : 08/18/2012 Confirmed : Date Entered : 08/24/2012
City : BRONX State : NY Zip - Date Notified :
Source : 6 Type Of Contact: 10 OFFICE OF COMPLIANCE
Prod : 1537 BASSINETS OR CRADLES
Prod: 0O NO SECOND PRODUCT INVOLVEMENT
Date injured : 07/01/2012 D Work Related : N
Age : 205 Sex:1 MALE
Disposition : 0 0=NO INJURY Haz Type : 7 ALLERGIC REACTION
Brand : MATTEL / FISHER-PRICE Screened? :
Model : M# W3443 / NEWBORN ROCK N' PLAYT SOOTHER
Narrative :
AGE : SMONTH(S); WEIGHT: [7®  BENDER: MALE; DATE OF INCIDENT
07/01/2012; INJURY FLAG : NO; EVENT DESCRIPTION: THE CONSUMER EXPRES

SED CONCERN THAT WHEN SHE REMOVED THE PAD FROM THE SLEEPER SHE DISCOV
ERED THAT THE BACK OF THE PAD AND THE SEAT WERE COVERED IN MOLD.
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Document Number :
Date Received :
City : |

Source :

Prod .

Prod :

Date Injured :

Age:

Disposition :

Brand :

1 M# R6070 / NEWBORN ROCK °'N PLAY SLEEPER

Model
Narrative :

Task Number :

Confirmed : Date Entered : 08/31/2012
State : NC Zip: Date Notified :

6 Type Of Contact : 10 OFFICE OF COMPLIANCE

1537 BASSINETS OR CRADLES

0 NO SECOND PRODRUCT INVOLVEMENT

01112/2012 D Work Related : N

202 Sex:2 FEMALE

1 1=TREATED & RELEASED, OR EX/Haz Type : F OTHER

MATTEL / FISHER-PRICE Screened? :

Y1285787A Issue: 0

08/23/2012
(b)6)

THE CONSUMER STATED THAT AFTER USING THE PRODUCT FOR TWO MONTHS SHE B
EGAN NOTICING A FLAT SPOT ON THE BACK OF 2 MCF'S HEAD. AT HER CHECK-U
P THE DOCTOR DIAGNOSED THE ISSUE AS PLAGIOCEPHALY AND PRESCRIBED HELM

ET FOR THE CHILD.

Document Number :
Date Received :
Crty . rh)(ﬁ)

Source :

Prod :

Prod :

Date Injured :
Age :
Disposition :
Brand :

Modei :

Narrative :

Task Number :
Confirmed : Date Entered : 09/12/2012

Y1285956A Issue: 0

08/30/2012

State : CA Zip - Date Notified :

6 Type Of Contact: 10 OFFICE OF COMPLIANCE
1537 BASSINETS OR CRADLES

0 NO SECOND PRODUCT INVOLVEMENT

07/19/2012 D Work Related : N

203 Sex:2 FEMALE

1 1=TREATED & RELEASED, OR EX/Haz Type : F OTHER
MATTEL / FISHER-PRICE Screened? :

M# V8196 / ROCK 'N PLAY SLEEPER-BUTTERFLY

AGE AT THE TIME OF INCIDENT: 3MONTH(S); GENDER: FEMALE; DATE OF INCID

ENT: 07/19/2012; INJURY LOCATION: HEAD/NECK: THE CONSUMER STATED THA
THER DAUGHTER SLEEPS IN THIS PRODUCT EVERY NIGHT AND HAS DEVELOPED T
ORTICOLLIS. SHE IS CURRENTLY RECEIVING PHYSICAL THERAPY.

Document Number : Y1285378A Task Number : 120910CCC3836 Issue : 0
Date Received : 08/30/2012 Confirmed : Date Entered : 09/07/2012
city:P® ] State : CA Zip Date Notified : D
Source : 6 Type Of Contact : 10 OFFICE OF COMPLIANCE 3 Mﬁu

Prod : 1537 BASSINETS OR CRADLES /
Prod: 0 NO SECOND PRODUCT INVOLVEMENT

Date Injured : 08/09/2012 D Work Related : N
Age : 203 Sex:2 FEMALE

Disposition : 1 1=TREATED & RELEASED, CR EX/Haz Type : 7 ALLERGIC REACTION

Brand :
Model :

Narrative :

MATTEL / FISHER-PRICE Screened? :
M# W9443 / NEWBORN ROCK N' PLAYT SOOTHER

3 MO MALE & FEMALE TWINS HAD RESPIRATORY ISSUES & X-RAYED AT HOSPITAL
. THEY WERE DIAGNOSED WITH BACTERIAL INFECTION. DOCTOR STATEDIT WAS P
ROBABLY DUE TO MOLD ON THE PAD OF THE SLEEPER.

-
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Document Number : ¥1285980A Task Number : Issue: 0
Date Received : 08/30/2012 Confirmed : Date Entered : 08/07/2012
City : State : NJ Zip :-Date Notified :
Source : 6 Type Of Contact : 10 OFFICE OF COMPLIANCE
Prod : 1537 BASSINETS OR CRADLES
Prod: 0 NO SECOND PRODUCT INVOLVEMENT
Date Injured : 08/23/2012 D Work Related : N
Age : 204 Sex:1 MALE
Disposition : 1 1=TREATED & RELEASED, OR EX/Haz Type : F OTHER
Brand : MATTEL / FISHER-PRICE Screened? .
Model : M# X3840 / NEWBORN ROCK 'N PLAY SLEEPERT
Narrative :
4 MOM SLEPT IN THE SLEEPER FOR 4 MONTHS COULD NOT RAISE HIS HEAD. PED
IATRICIAN DIAGNOSED HIM WITH TORTICOLLIS AND PLAGIOCEPHALY AND PUT IN

PHYSICAL THERAPY FOR WEAK NECK MUSCLES. HE HAS UNDERGONE OTHER TEST
BECAUSE WEAK MUSCLES HAVE CAUSED DEVELOPMENTAL DELAYS

Document Number : Y1295523A Task Number : Issue : 0
Date Received : 09/05/2012 Confirmed : Date Entered : 09/13/2012
City : State : IL Zip :-Date Notified :
Source : 6 Type Of Contact: 10 OFFICE OF COMPLIANCE
Prod : 1537 BASSINETS OR CRADLES
Prod: 0 NO SECOND PRCDUCT INVOLVEMENT

Date Injured : 04/01/2012 D Work Related : N
Age : 202 Sex:1 MALE
Disposition : 1 1=TREATED & RELEASED, OR EX/Haz Type : F OTHER
Brand : MATTEL / FISHER-PRICE Screened? :
Model : M# R6070 / NEWBORN ROCK 'N PLAY SLEEPER

Narrative :

THE CONSUMER STATED THAT HER 2 MONTHS OLD SON SLEPT IN THIS SLEEPER F
OR ROUGHLY 5 HRS PER DAY. AT 8 WEEKS OLD THE DOCTOR NOTICED THAT HE O
NLY TURNED HIS HEAD TO THE LEFT. AT 12 WEEKS OLD HE HAD A FLAT SPOT O

N THE BACK OF HIS HEAD AND WAS DIAGNOSED WiTH TORTICOLLIS.

Document Number : Y1295524A Task Number : Issue: 0
Date Received : 09/05/2012 Confirmed : Date Entered : 09/13/2012
city:P® ] State : KS Zip- Date Notified :
Source : 6 Type Of Contact: 10 OFFICE OF COMPLIANCE

Prod : 1537 BASSINETS OR CRADLES

Prod: 0 NO SECOND PRODUCT INVOLVEMENT ; N OL'D
Date Injured : 08/20/2012 D Work Related : N @

Age: 0 = Sex:0 UNKNOWN
Disposition : 0 @ Haz Type: 7 ALLERGIC REACTION

Brand : MATT SHER-PRICE Screened? :

Model : M# R6070 / NEWBORN ROCK 'N PLAY SLEEPER

Narrative :

AGE AT THE TIME OF INCIDENT: YEAR(S) MONTH(S); DATE OF INCIDENT: 08/2

0/2012; INJURY FLAG : NO; EVENT DESCRIPTION : THE CONSUMER EXPRESSED
CONCERN THAT WHEN SHE REMOVED THE PAD FROM HER SLEEPER FOR LAUNDERING
, SHE NOTICED MOLD UNDERNEATH THE PAD.
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Document Number : 12955254 Task Number : Issue : 0
Date Received : 09/05/2012 Confirmed : Date Entered : 09/13/2012
City : State : CA Zip :- Date Notified :
Source : 6 Type Of Contact: 10 OFFICE OF COMPLIANCE
Prod : 1537 BASSINETS OR CRADLES
Prod: 0 NC SECOND PRODUCT INVOLVEMENT o -
Date Injured : 08/08/2012 D Work Related : N e
Age : 203 T Sex:1 MALE # M bL'D
Disposition : 0 o=r~\6 INJURY Haz Type : 7 ALLERGIC REACTION 3
Brand : MATTELHE -PRICE Screened? : .
Model : M# R6070 / NEWBORN ROCK 'N PLAY SLEEPER
Narrative :

AGE AT THE TIME OF {NCIDENT: YEAR(S) 3MONTH(S); GENDER: MALE; DATE O
F INCIDENT: 08/08/2012; INJURY FLAG : NO; EVENT DESCRIPTION : THE CON
SUMER EXPRESSED CONCERN THAT MOLD FORMED ON THE LINER AND BACK OF THE

SEAT PAD.

Document Number :
Date Received :
S m—

Source : 6 Type Of Contact: 10 OFFICE OF COMPLIANCE

Prod :

Prod :

Date Injured :
Age:

MA HER-PRICE

Brand :
Model :

Disposition

Narrative :

AGE AT THE TIME OF INCIDENT: YEAR(S) 3MONTH(S); GENDER: MALE; THE CO

Task Number :
Confirmed :
State : MI

Y1295526A
08/05/2012
Zip:

1537 BASSINETS OR CRADLES

0 NO SECOND PRODUCT INVOLVEMENT
07/15/2012 D Work Reiated : N
203 Sex:1 MALE
Screened? :
M# R6070 / NEWBORN ROCK ‘N PLAY SLEEPER

Haz Type:7 ALLERGIC REACTION

Issue : 0
Date Entered : 09/13/2012
Date Notified :

NSUMER EXPRESSED CONCERN THAT WHEN SHE REMOVED THE PAD FROM HER SLEEP

ER FOR LAUNDERING, SHE NOTICED MOLD ON THE FABRIC UNDERNEATH. IT DID

NOT COME OFF IN THE WASH.

Document Number :
Date Received :
City PO ]

Scurce :

Prod :

Prod :

Date Injured :
Age :
Disposition :
Brand :

Model :

Narrative :

Task Number :
Confirmed :
State : HI

Y1295527A
09/05/2012

1537 BASSINETS OR CRADLES

0 NO SECOND PRODUCT INVOLVEMENT
06/01/2012 D Work Related : N
205 Sex: 1
0 0=NO INJURY
MATTEL / FISHER-PRICE Screened? .
M# R8070 f NEWBORN ROCK ‘N PLAY SLEEPER

MALE

AGE AT THE TIME OF INCIDENT: OYEAR(S) SMONTH(S); GENDER: MALE; DATE
OF INCIDENT: 06/01/2012; INJURY FLAG : NO; EVENT DEB“Q%F\’TION : THE CO
NSUMER EXPRESSED CONCERN THAT THE SEAT IS MOLDY AND WILL NOT WIPE CLE

AN.

)

/

ol

Zip: B oate Notified :
6 Type Of Contact: 10 OFFICE OF COMPLIANCE

Issue : 0 s
Date Entered : 09/13/2012

Haz Type : 7 ALLERGIC REACTION
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Document Number
Date Received
City

Source :

Prod

Prod :

Date Injured

Age:

Disposition
Brand
Model

Narrative :

Task Number :
Confirmed : Date Entered : 09/13/2012
State : MO Zip : Date Notified :
Type Of Contact: 10 OFFICE OF COMPLIANCE
BASSINETS OR CRADLES
NOC SECOND PRODUCT INVOLVEMENT
Work Related : N
Sex:0 UNKNOWN
1 0 0=NO INJURY Haz Type : 7 ALLERGIC REACTION
: MATTEL / FISHER-PRICE Screened? :
: M# RB070 / NEWBORN ROCK 'N PLAY SLEEPER

! Y1295528A Issue : 0
: 09/05/2012
: STLOUIS
6

: 1537

0
0771172012 M

0

et

THE CONSUMER EXPRESSED CONCERN THAT THERE IS MOLD ON THE LINER.

Document Number :
Date Received :
City :

Source :

Prod :

Prod :

Date Injured :
Age:
Disposition :
Brand :

Model :

Narrative :

Task Number :

Confirmed : Date Entered : 09/13/2012
State : CA Zip Date Notified :

Type Of Contact: 10 OFFICE OF COMPLIANCE

1537 BASSINETS OR CRADLES

0 NC SECOND PRODUCT INVOLVEMENT

06/12/2012 M Work Related : N

202 Sex:0 UNKNOWN

0 0=NO INJURY Haz Type : 7 ALLERGIC REACTION

MATTEL / FISHER-PAICE Screened? :

M# R6070 / NEWBORN ROCK 'N PLAY SLEEPER

Y1295529A
09/05/2012
HUNTINGTON BEACH
6

Issue: 0

o

THE CONSUMER EXPRESSED CONCERN THAT THE LINER IS MOLDY.

Document Number

Date Received :

City

Source :
Prod :

Prod :

Date Injured :
Age:
Disposition :
Brand :
Model :

Narrative :

: Y1295530A Task Number : issue: 0
09/05/2012 Confirmed : Date Entered : 09/11/2012
P ] State : TX Zip : Date Notified :
6 Type Of Contact: 10 OFFICE OF COMPLIANCE
1637 BASSINETS OR CRADLES g
0 NO SECOND PRODUCT INVOLVEMENT
04/19/2012 D Work Related : N
208 Sex:0 UNKNOWN

0 0=NO INJURY Haz Type : 7 ALLERGIC REACTION
MATTEL / FISHER-PRICE Screened? :
M# R6070 / NEWBORN ROCK 'N PLAY SLEEPER

THE CONSUMER EXPRESSED CONCERN THAT THE LINER IS MOLDY.
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Document Number : Y{1295531A Task Number : 120913CCC3860 Issue: 0
Date Received : 09/05/2012 Confirmed : Date Entered : 09/11/2012
City : HOUSTON State : TX Zip : Date Nctified :
Source : 6 Type Of Contact : 10 OFFICE OF COMPLIANCE
Prod : 1537 BASSINETS OR CRADLES
Prod: 0 NO SECOND PRODUCT INVOLVEMENT
Date Injured : 02/24/2012 M f,/Wm'ha{lated :N
Age: 0 e Sex:1 MALE
Disposition : 1 1= Haz Type : 7 ALLERGIC REACTICON cl* ,'M)’vo
Brand : MATT Screened? :
Model : M# R6070 / NEWBORN ROCK 'N PLAY SLEEPER

Narrative :

THE CONSUMER EXPRESSED CONCERN THAT MOLD IS FORMING ON THE LINER. SH
E BELIEVES THIS HAS CAUSED HER SON TC BE SICK WITH RESPIRATORY ISSUES
FOR FIVE WEEKS. HE HAS BEEN TO THE DOCTORS ON THREE QCCASIONS FOR T

HIS ISSUE.

Document Number
Date Received
City

Source

Prod

Prod

Date injured

Age

Disposition

Brand

1 Y1295532A Task Number :

: 09/05/2012 Confirmed : Date Entered : 09/11/2012
£ [ | State : NJ Zip Date Notified :

) Type Of Contact : 10 OFFICE OF COMPLIANCE

: 1537 BASSINETS OR CRADLES

: 0 NO SECOND PRODUCT INVOLVEMENT

: 01/16/2012 D Work Related : N

: 208 Sex:0 UNKNOWN

: 0 0=NO INJURY Haz Type : 7 ALLERGIC REACTION

: MATTEL / FISHER-PRICE Screened? :

Model : M# R6070 / NEWBORN ROCK 'N PLAY SLEEPER

Narrative :

THE CONSUMER EXPRESSED CONCERN THAT THERE IS MOLD ON THE SEAT AND STR
APS NEAR THE SEAT.

Issue : 0

Document Number
Date Received
City

Source :
Prod :
Prod :

Date Injured

Age:
Disposition :

Brand
Model

Narrative :

1 Y1295533A Task Number : 120914CCC1972 issue: ¢
: 09/05/2012 Confirmed : Date Entered : 09/11/2012
S State : PA Zip: Date Notified :
6 Type Of Contact : 10 OFFICE OF COMPLIANCE
1537 BASSINETS OR CRADLES
0 NO SECOND PRODUCT INVOLVEMENT
/—w«kﬂglated N

12012011 D

=TREATED & RELEASED, O
: MATTEL / FISHER-P

Sex:1 MALE

Haz Type : 7 ALLERGIC REACTION

Screened? :

: M# R6070 / NEWBCRN RCCK 'N PLAY SLEEPER

CONSUMER STATED THAT HER 2 MONTH OLD SON HAD FEVERS & VOMITING SO SHE
TOOK HIM TO THE DOCTOR AND HE TOLD HER THAT THE CHILD WAS SICK DUE T

O MOLD. UPON INSPECTION OF THE SLEEPER SHE DISCOVERED THAT THE PAD H
AS BLACK MOLD ON IT WHERE THE CHILD'S BOTTOM SITS.

jo M

A
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Document Number : ¥1295628A Task Number : Issue: 0
Date Received : 09/13/2012 Confirmed : Date Entered : 09/15/2012
cy:® | state:a.  Zip SNl Date Notified :
Source : 6 Type Of Contact : 10 OFFICE OF COMPLIANCE
Prod : 1537 BASSINETS OR CRADLES
Prod : 0 NO SECOND PRODUCT INVOLVEMENT
Date Injured : 07/01/2012 D Work Related : N i
Age : 203 Sex:1 MALE (Iﬁ/
Disposition : 1 1=TREATED & RELEASED, OR EX/Haz Type : F OTHER
Brand : MATTEL / FISHER-PRICE Screened? :
Model : M# R6070 / NEWBORN ROCK 'N PLAY SLEEPER
Narrative :
THE CONSUMER STATED THAT HER SON, 3MOM, HAS BEEN DIAGNOSED WITH PLAGI
OCEPHALY AND TORTICOLLIS. HE SLEPT IN THIS PRODUCT AT NIGHT AND FOR N

APS DURING THE DAY. HE IS RECEIVING PHYSICAL THERAPY AND WEARING A CR
ANi{AL BAND.

Document Number : Y1295923A Task Number : Issue : 0
Date Received : 09/27/2012 Confirmed : Date Entered : 10/03/2012
City : [P© | State : LA Zip : Date Notified :
Source : 6 Type Of Contact: 10 OFFICE OF COMPLIANCE
Prod : 1537 BASSINETS OR CRADLES

Prod : 0 NO SECOND PRODUCT INVOLVEMENT M .
Date Injured : 09/19/2012 D Work Related : N

( T

Age : 204 Sex:1 MALE
4" 4=TREATED & ADMITTED FOR HQ}Haz Type : 7 ALLERGIC REACTION
+ FISHER PRICE / MATTEL,
Model : M# W9442 / NEWBORN ROCK 'N PLAY SLEEPERT

Narrative :
THE CONSUMER STATED THAT SHE REMOVED THE PAD TO WASH IT WHEN SHE NOTI
CED THAT THERE WAS MOLD GROWING UNDER THE PAD ON THE SEAT LINER. SHE
BELIEVES THE MOLD IN THE PRODUCT CONTRIBUTED TO HER 4 MOM INFANT'S HE
ALTH ISSUES. HE SUFFERS FROM INTESTINAL ISSUES & WAS HOSPITALIZED.

Document Number : Y12A5460A Task Number : 121025CCC2062 Issue : 0
Date Received : 10/04/2012 Confirmed : Date Entered : 10/12/2012
City:[® ] State : MN Zip :- Date Notified :
Source ; 6 Type Of Contact: 10 OFFICE OF COMPLIANCE
Prod ; 1537 BASSINETS OR CRADLES
Prod : 1542 BABY MATTRESSES OR PADS
Date Injured : 09/24/2012 D Work Related : U / 4"[&
Age : 208 Sex:1 MALE \ 9
Disposition : 1 1=PREATED & RELEASED, OR EX/Hay Type : 6 POISONING
Brand : MA / FISHER-PRICE
Model : M# R6070/ NEWBORN
Narrative :
CONSUMER STATED THAT HIS 8-MONTH-OLD SON WAS TAKEN TO THE HOSPITAL FC
R BREATHING PROBLEMS. THEY DID AN XRAY, A MUCQUS LAB TEST, ADMINISTER

ED STERQIDS AND A NEBULIZER TREATMENT. WHEN THEY GOT HOME AND REMOVED
THE PAD FOR LAUNDERING THEY NOTICED MOLD ON THE SEAT.

‘N PLAY SLEEPER
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Document Number : Y12A5752A Task Number : Issue : 0
Date Received : 10/24/2012 Confirmed : Date Entered : 10/26/2012
City : HUNTINGTON BEACH State : CA Zn- Date Notified :
Source : 6 Type Of Contact: 10 OFFICE OF COMPLIANCE
Prod : 1537 BASSINETS OR CRADLES
Prod : 0 NO SECOND PRODUCT INVOLVEMENT ) /r/\’[,,(
Date Injured : 10/14/2012 D Work Related : N ( (},
Age : 205 Sex:2 FEMALE
Disposition : 0 0=NO INJURY Haz Type: 7 ALLERGIC REACTION
Brand : MATTEL/ FISHER-PRICE Screened? :
Model : M# W9443 / NEWBORN ROCK N' PLAYT SOOTHER
Narrative :

AGE AT THE TIME OF INCIDENT: YEAR(S) SMONTH(S); WEIGHT AT THE TIME OF
INCIDENT:[”™ | GENDER: FEMALE; DATE OF INCIDENT: 10/14/2012; |

NJURY FLAG : NO; EVENT DESCRIPTION : THE CONSUMER EXPRESSED CONCERN
THAT THERE WAS MOLD ON THE SEAT OF THE SLEEPER.
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Document Number : [1230273A Task Number : Issue : 0
Date Received : 03/13/2012 Confirmed : Date Entered : 03/15/2012
city:[’@ | State : CA Zip :- Date Notified :
Source : Type Of Contact : 21 CONSUMER COMPLAINTS
Prod/ 15 BABY BOUNCER SEATS (EXCL. JUMPERS)
Prod™ NO SECOND PRODUCT INVOLVEMENT ‘)’ W
Date Injured : 01/10/2012 D Work Related : N
Age : 205 Sex:1 MALE

Disposition : 1 1=TREATED & RELEASED, OR EX/Haz Type : F  OTHER

Brand : FISHER PRICE /FISHER-PRICE BRAIScreened? :
Model : FISHER PRICE ROCK'N PLAY SLEEPER V9102 V3196 V9197 /SN 0097

Narrative :

A5 MOM'S HEAD WAS DAMAGED FROM THE ROCKER/ SLEEPER. THE CHILD SLEPT
IN THE SLEEPER UNTIL HE WAS DIAGNOSED WITH CCCIPITAL PLAGIOCEPHALY.
THE SURGEQON PRESCRIBED HELMET TO RESHAPE HIS HEAD. AS PER CALLER, TH
E SLEEPER HAD A HARD SHELL AS WELL AS NO ROOM FOR HEAD MOVEMENT.
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UNITED STATES

WASHINGTON, DC 20207

TO: Theresa Nelson, CRC
FROM: Angie Qin, EPHA
DATE: 11/19/12

RE: Data Review for PSA #

Date due: 11/20/12
Priority: ¢

CONSUMER PRODUCT SAFETY COMMISSION

DIRECTORATE FOR EPIDEMIOLOGY

/ B
CAl 20159
,/

Request: Data search for all incidents regarding Fisher-Price Rock 'N Play Sleeper

Hazard Pattern: Development of mold in plastic liner is harmful to infant’s respiratory
system. Also incidents of head plagiocephaly and neck torticollis reported from infant’s

lying on their back in sleeper.

Selection Criteria: \/ I/ '/

S

Product Code(s): 1549 1537 1558 1529 1543

Manufacturer/Model Text: fisher-price/fisher price/sleeper

Narrative Text;

Time Framemdate of entry)

NFIRS Search Criteria: N/A

Incidents Identified:

(b)(3)

Incident Count* o By G
Databases (see notes below) Death Count*
Incident Investigations (INDP) 0 0
Reported Incidents (IPII) 47 0
Death Certificates (DTHS) 0 0
NEISS reports (count) N/A N/A
Fire reports (NFIRS) N/A N/A
Total ¥ 47 0
* For INDP, IPII and DTHS, duplicate reports have been removed, i.e. counted only once, in the database listed first
The reports enumerated in the table have been identified from CPSC databases on the date the search was completed
These should be considered neither a statistical sample nor a complete count of all such incidents, but only a count o
those in CPSC databases on the search date.

NOTES:

Search found 47 incidents involving Fisher-Price Rock 'N Play Sleepers (including 1 RNP
Sleeper-circles). Of these, 12 incidents were related to head plagiocephaly and/or neck
torticollis and 35 incidents were related to mold.

PN

2 LR

b)(5)

FOR OFFICIAL USE ONLY
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Y 12955244 1P| 9/13/2012| 8/20/2012] 1537] {MATTEL / FISIM#t R6070 / NEWBORN ROCK 'M |KS
Y12955251IFII 9/13/2012)  8/8/2012] 1537] |MATTEL / FISIM# R6070 / NEWBORN ROCK 'N |CA
(

Y12055264 [P 9/13/2012| 7/15/2012| 1537 |MATTEL / FISIM# R6070 / NEWBORN ROCK 'N [M]
Y 12955274 1P 9M13/2012]  &/1/2012] 1537| |[MATTEL / FISiM# R6070 / NEWBORN ROCK 'N |HI
(

Y12955284 Pl 9/13/2012] 7A11/2012| 1537| IMATTEL / FISEM# R6070 / NEWBORN ROCK 'N [MO
Y129552941P11 9/13/2012{ &/12/2012] 1537| |MATTEL / FIS|M# R6070 / NEWBORN ROCK ‘N [CA

b)(6)

THE CONSUMER EXPRESSED CONCERN THAT
MOLD IS FORMING ON THE LINER. SHE
BELIEVES THIS HAS CAUSED HER SON TO BE
SICK WITH RESPIRATORY ISSUES FOR FIVE
WEEKS. HE HAS BEEN TO THE DOCTORS ON
THREE OCCASIONS FOR THIS ISSUE.

mold

resp

CONSUMER STATED THAT HER 2 MONTH QLD
SON HAD FEVERS & VOMITING SO SHE TOOK
HIM TO THE DOCTOR AND HE TOLD HER THAT
THE CHILD WAS SICK DUE TO MOLD. UPON
INSPECTION OF THE SLEEPER SHE
DISCOVERED THAT THE PAD HAS BLACK
MOLD ON IT WHERE THE CHILD'S BOTTOM
SITS.

mold

resp

CONSUMER STATED THAT HIS 8-MONTH-OLD
SON WAS TAKEN TO THE HOSPITAL FOR
BREATHING PROBLEMS. THEY DID AN XRAY, A
MUCOUS LAB TEST, ADMINISTERED
STEROIDS AND A NEBULIZER TREATMENT.
WHEN THEY GOT HOME AND REMOVED THE
PAD FOR LAUNDERING THEY NOTICED MOLD
ON THE SEAT.

mold

resp

THE CONSUMER STATED THAT SHE
REMOVED THE PAD TO WASH IT WHEN SHE
NOTICED THAT THERE WAS MOLD GROWING
UNDER THE PAD ON THE SEAT LINER.
SHEBELIEVES THE MOLD IN THE PRODUCT
CONTRIBUTED TO HER 4 MCM INFANT'S
HEALTH ISSUES. HE SUFFERS FROM
INTESTINAL ISSUES & WAS HOSPITALIZED.

mold

resp

6 MOM; MOLD HAS FORMED ON THE LINER OF
ITHEIR SLEEPER. CONSUMER BELIEVES HER
ISON ACQUIRED A COUGH AND
UNEXPLAINABLE VOMITING FROM USAGE
WITH THIS PRODUCT, THEY HAVE BEEN TO
ITHEIR EMERGENCY ROOM ON THREE
IOCCASIONS FOR THIS ISSUE. HER SON
RECEIVED A CHEST X-RAY.

mold

resp

B MO MALE & FEMALE TWINS HAD
RESPIRATORY ISSUES & X-RAYED AT
HOSPITAL. THEY WERE DIAGNOSED WITH
BACTERIAL INFECTION. DOCTOR STATEDIT
WAS PROBABLY DUE TO MOLD ON THE PAD

OF THE SLEEPER.

mold

resp
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(0)(6)

THE CONSUMER STATED THAT HER 8 MONTH
OLD SON WAS EXPERIENCING DIFFICULTY
BREATHING. SHE FEELS THIS 1S DUE TO THE
MOLD THAT HAS GROWN ON THE SEAT LINER.
CHILD HAS HAD RESPIRATORY ISSUES SINCE
AGE OF 2 TO 3 MONTHS. PRESCRIBED
ANTIBIOTIC & NEBULIZER FOR REACTIVE
AIRWAY.

mold

resp

AGE AT THE TIME OF INCIDENT: YEAR(S)
MONTH(S); DATE OF INCIDENT: 08/20/2012;
INJURY FLAG : NO; EVENT DESCRIPTION : THE
CONSUMER EXPRESSEDCONCERN THAT
WHEN SHE REMOVED THE PAD FROM HER
SLEEPER FOR LAUNDERING, SHE NOTICED
MOLD UNDERNEATH THE PAD.

mold

AGE AT THE TIME OF INCIDENT: YEAR(S)
3MONTH(S); GENDER: MALE; DATE OF
INCIDENT: 08/08/2012; INJURY FLAG : NOX;
EVENT DESCRIPTION : THE CONSUMER
EXPRESSED CONCERN THAT MOLD FORMED
(ON THE LINER AND BACK OF THE SEAT PAD.

mold

AGE AT THE TIME OF INCIDENT: YEAR(S)
BMONTH(S); GENDER: MALE; THE CONSUMER
EXPRESSED CONCERN THAT WHEN SHE
REMOVED THE PAD FROM HER SLEEPER FOR
LAUNDERING, SHE NOTICED MOLD ON THE

FABRIC UNDERNEATH. IT DIDNOT COME OFF
IN THE WASH.

mold

IAGE AT THE TIME OF INCIDENT: OYEAR(S)
SMONTH(S); GENDER: MALE; DATEQF
INCIDENT: 06/01/2012; INJURY FLAG : NO;
EVENT DESCRIPTION : THE CONSUMER
EXPRESSED CONCERN THAT THE SEAT IS
MOLDY AND WILL NOT WIPE CLEAN.

mold

m?qu(

ITHE CONSUMER EXPRESSED CONCERN THAT
[THERE 18 MOLD ON THE LINER.

mold

ITHE CONSUMER EXPRESSED CONCERN THAT
[THE LINER IS MOLDY.

mold

ITHE CONSUMER EXPRESSED CONCERN THAT
[THE LINER 1S MOLDY.

moid

ITHE CONSUMER EXPRESSED CONCERN THAT
ITHERE S MOLD ON THE SEAT AND STRAPS
NEAR THE SEAT.

mold

AGE AT THE TIME OF INCIDENT: YEAR(S)
1MONTH(S), WEIGHT AT THE TIME OF
NCIDENT: 16LBS 00Z; GENDER: FEMALE,
DATE OF INCIDENT: 07/25/2012; INJURY FLAG :
NO; EVENT DESCRIPTION: THE CONSUMER
EXPRESSED CONCERN THAT THE SEAT HAS
MOLD ON IT.

mold
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AGE: YEAR(S) MONTH(S), GENDER: ; DATE OF
INCIDENT: 08/08/2012; INJURY FLAG : NO;
EVENT DESCRIPTION: THE CONSUMER
EXPRESSED CONCERN THAT SHE REMOVED
THE THE PAD FOR LAUNDERING AND
NCTICED MOLD ON THE PAD AND SEAT. SHE
IOWNS TWO AND IS NOTICING THE SAME
ISSUE WITH EACH ONE.

mold

IAGE: 7 MONTH(S); GENDER: FEMALE ; DATE
OF INCIDENT: 08/08/2012; INJURY FLAG : NO;
EVENT DESCRIPTION: THE CONSUMER
EXPRESSED CONCERN THAT SHE REMOVED
ITHE THE PAD FOR LAUNDERING AND
NOTICED MOLD ON THE PAD AND SEAT. SHE
OWNS TWO AND IS NOTICING THE SAME
SSUE WITH EACH ONE.

motd

AGE AT THE TIME OF INCIDENT: YEAR(S)
HMONTH(S); WEIGHT AT THE TIME OF
NCIDENT: 14LBS 00Z; GENDER: MALE; DATE
OF INCIDENT: 08/02/2012; EVENT
PESCRIPTION: THE CONSUMER EXPRESSED
CONCERN BECAUSE HIS WIFE FOUND BLACK
MOLD ON THE SEAT FABRIC UNDER THE PAD.

mold

PRODUCT IN CONSUMER POSSESSION : YES;
AGE AT THE TIME OF INCIDENT: QYEAR(S}
BMONTH(S); WEIGHT AT THE TIME OF
NCIDENT: 17LBS 00Z; GENDER:MALE; DATE
OF INCIDENT: 06/01/2012; INJURY FLAG : NO;
EVENT DESCRIPTION: THE CONSUMER
EXPRESSED CONCERN THAT MOLD HAS
FORMED ON THE LINER

mold

BGE 4MONTH(S); WEIGHTES | MALE:
DATE OF INCIDENT: 07/29/2012, THE
CONSUMER EXPRESSED CONCERN THAT
WHEN SHE REMOVED THE PAD TO WASH IT
SHE DISCOVERED THAT THE SEAT IS MOLDY.
SHE TRIED TO CLEAN IT WITH BLEACH BUT
FHE MOLD WILL NOT COME OUT.

mold
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)6)

AGE : 3MONTH(S), WEIGHT[Es |
GENDER: FEMALE; DATE OF INCIDENT:
07/17/2012; THE CONSUMER EXPRESSED
CONCERN THAT THE SEAT AND THE BACK OF
THE PAD ARE MOLDY. THIS WAS NOTICED
WHEN SHE REMOVED THE PAD TO WASH IT.

mold

AGE : SMONTH(S); WEIGHT: 13LBS 1202Z;
GENDER: MALE; DATE OF INCIDENT:
07/01/2012; INJURY FLAG : NO; EVENT
DESCRIPTION: THE CONSUMER EXPRESSED
CONCERN THAT WHEN SHE REMOVED THE
PAD FROM THE SLEEPER SHE DISCOVERED
THAT THE BACK OF THE PAD AND THE SEAT
WERE COVERED IN MOLD.

mokd

THE CONSUMER EXPRESSED CONCERN THAT
THERE IS MOLD ON THE LINER OF THE
PRODUCT.

moid

THE CONSUMER EXPRESSED CONCERN
BECAUSE SHE REMOVED THE PAD TO WASH
IT FOR THE FIRST TIME AND SHE FOUND
BLACK COLORED MOLD GROWING ON THE
SEAT LINER. N/A

mald

AGE AT THE TIME OF INCIDENT; YEAR(S)

SMONTH(S);, WEIGHT AT THE TIME OF
INCIDENT[22 _ [BENDER: FEMALE;
DATE OF INGIDENT: 10/14/2012; INJURY FLAG :
INO; EVENT DESCRIPTION : THE CONSUMER
EXPRESSED CONCERNTHAT THERE WAS
MOLD ON THE SEAT OF THE SLEEPER.

mold

IAGE AT THE TIME OF INCIDENT: YEAR(S)
MONTH(S); WEIGHT AT THE TIME OFINCIDENT:
OLBS 00Z; GENDER: ; DATE OF INCIDENT: ;
INJURY FLAG | NO; EVENT DESCRIPTION :

ITHE CONSUMER EXPRESSED CONCERN THAT
[THERE 18 MOLD ON THE SEAT.

mold

IAGE AT THE TIME OF INCIDENT: OYEAR(S)
BMONTH(S); WEIGHT AT THE TIME OF
INCIDENT: OLBS 00Z; GENDER: MALE; DATE
OF INCIDENT: 07/15/2012; INJURY FLAG : NO;
EVENT DESCRIPTION : THE CONSUMER
STATED THAT BLACK MOLD HAS GROWN ON
[THE SEAT LINER.

mold
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CONSUMER EXPRESSED CONCERN THAT
WHILE WASHING THE PRODUCT SHE
DISCOVERED MOLD ON THE SEAT STRAPS
AND BOTTOM, SHE 1S FRUSTRATED THAT HER
SON HAS BEEN SLEEPING ON MOLD AND
ISAYS HE HAS HAD BREATHING ISSUES FOR3
NIGHTS.

mold

IAGE AT THE TIME OF INCIDENT: O0YEAR(S)
BMONTH(S); WEIGHT AT THE TIME OF
_ZO_DmZ.ﬁﬁ.OH GENDER: MALE; DATE
OF INGIDENT: T0/06/2012; INJURY FLAG : NO;
EVENT DESCRIPTION : THE CONSUMER
EXPRESSED CONCERN THAT THERE IS MOLD
ON THE SEAT.

mold

AGE AT THE TIME OF INCIDENT: QYEAR(S)
PMONTH(S); WEIGHT AT THE TIME OF
INCIDENT:[E2__ DOZ; GENDER: FEMALE; DATE
IOF INCIDENT: 09/27/2012; INJURY FLAG : NO;
EVENT DESCRIPTION : THE CONSUMER
EXPRESSED CONCERN THAT MOLD HAS
FORMED ON THE LINER OF THE PRODUGT

mold

IAGE: YEAR(S) 6MONTH(S), WEIGHT: 16LBS
002Z; GENDER: MALE; DATE OF INCIDENT:
09/16/2012; INJURY FLAG : NO; EVENT
DESCRIPTION : THE FOLLOWING WAS
REPORTED TO US BY E-MAIL. THE
CONSUMER EXPRESSED CONCERN THAT SHE
FOUND BLACK MOLD ON THE LINER OF THE
PRODUCT.

mold

AGE AT THE TIME OF INCIDENT: OYEAR(S)
AMONTH(S); WEIGHT AT THE TIME OF
[NCIDENT] E 00Z; GENDER: MALE; DATE
OF INCIDENT: B8/01/2012; INJURY FLAG : NO;
EVENT DESCRIPTION : THE CONSUMER
EXPRESSED CONCERN THAT THERE IS MOLD
ON THE LINER OF THE PROCUCT

maoid

GE: 2MONTH(8); WEIGHT: 12LBS 00Z;
ENDER: FEMALE; DATE OF
INCIDENT:09/01/2012; THE PAD IS MOLDY. THIS
AS NOTICED WHEN CONSUMER
REMOVEDTHE PAD FOR LAUNDERING. THE
OLD IS LOCATED ON THE SEAT.

moid
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CA

AGE AT THE TIME OF INCIDENT: OYEAR(S)
3MONTH(SL WEIGHT #
INCIDENT|Z _

NO; EVENT DESCRIPTION : THE CONSUMER
EXPRESSED CONCERNTHAT THE LINER HAD
MOLD ON 1T,

DATE OF INCIDENT: 08/01/2012;INJURY FLAG :

mold
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riikFOR OFFICIAL USE ONLY#++%*

PSA ACTION (FOR PSA
COORDINATOR USE ONLY)

PRODUCT SAFETY ASSESSMENT (PSA) TECHNICAL EVALUATION REQUEST ~ [PSANumher  :0120.13
Date Processed  : 11/5/12
IRequested by ‘Theresa Nelson, {301) 504-7509 Org. Code :CRC Field Off :FOER Date Requested @ 11/20/12
Date Submitted  ; 11/2/2012 Priority ‘c Case # :CA120159 [Due Date:
~uested Completion Date 0 11/20/2012
RODUCT INFORMATION: Assigned to
?m::mmnaaq :Fisher-Price, Inc. City :East Aurora State :NY |Organization: :EP
[Product :Fisher-Price Rock 'N Play Sleeper NEISS Code “_Wmmm_%. _ WMN._._ 1538, [Technical Off.

[Brand name, model, etc. : Fisher-Price

Request Summary:

Sample number

Sample Disposition: __Return to Requester

__Store at Warehouse

__Other

_:! Number

VALUATION REQUESTED: HA — Conduct a data search for all incidents using the following criteria: Fisher Price,
ame Rock N’ Play Sleeper (any model} entered between 8/5/2012 and 11/2/2012.

.vase refer to PSA# 0873.12 and use same criteria except dates of Time Frame.

Comments:

——wwm ASSESSMENT: Dates:

From  8/9/2012 To :11/2/2012 | Sort by Mfg.: X Yes _No
| X IDI _X1IPI __NEISS Comments __NEISS Estimates _X Death _NFIRS
[HAZARD : Development of mold in plastic liner is harmful to infant’s respiratory HAZARD CODE :203
system. Also incidents of head plagiocephaly and neck torticollis reported
from infant’s lying on their back in sleeper.
_WOO»HHOZm OF Samples: SSF Files: (MSWordRev 2/99 rp/jb/bh)
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FOR OFFICIAL USE ONLY

UNITED STATES

2\ CONSUMER PRODUCT SAFETY COMMISSION
WASHINGTON, DC 20207

DIRECTORATE FOR EPIDEMIOLOGY

ase # PL1110066

Date due: 8/17/12 (scheduled as fast track)

Priority: ¢

Request: Data search for all incidents regarding Fisher-Price Rock ‘N Play Sleeper
Hazard Pattern: Concern of infant's developing head plagiocephaly and/or neck torticollis
from sleeping in product; also development of mold in plastic liner could be harmful to
infants.

00.

TO: Theresa Nelson, CRC
FROM: Angie Qin, EPHA
DATE: 8/17/12

RE: Data Review for PSA #

Selection Criteria:
Product Code(s): 1549 1537 1558 1529 1543
Manufacturer/Model Text: fisher-price/fisher price/sleeper
Narrative Text:
Time Fram
NFIRS Search Cnteria: N/A

Incidents Identified:

Incident Count*

Databases (see notes below) Death Count*
Incident Investigations (INDP) 6 0
Reported Incidents (IP1I) 83 0

Death Certificates (DTHS) 0 0
NEISS reports (count) N/A N/A

Fire reports (NFIRS) N/ N/A
Total 8 0

* For INDP, 1Pl and DTHS, duplicate reports have been removed, i.e. counted only once, in the database listed first.
The reports enumerated in the table have been identified from CPSC databases on the date the search was completed.
These should be considered neither a statistical sample nor a complete count of all such incidents, but only a count of
those in CPSC databases on the search date.

NOTES:
Search found 89 incidents involving Fisher-Price Rock 'N Play Sleepers (including 8 RNP
Sleeper-circles).

FOR OFFICIAL USE ONLY
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FOR OFFICIAL USE ONLY

UNITED STATES

q”ﬁ; CONSUMER PRODUCT SAFETY COMMISSION
WASHINGTON, DC 20207

DIRECTORATE FOR EPIDEMIOLOGY

TO: Theresa Nelson, CRC
FROM: Angie Qin, EPHA

DATE: 1/30/12 (‘
RE: Data Review for PSA 1{ 305.12 Case # P1110066
Date du

Priority: ¢

Request: Data search for all incidents involving Fisher-Price Rock 'N Play Sleeper
Hazard Pattern: Concern of infant’s developing head plagiocephaly and/or neck torticollis
from sleeping in product, also development of mold in plastic liner could be harmful to
infants

Selection Criteria;

Product Code(s): W

Manufacturer/Model Text: fisher-price/fisher price/sleeper

Narrative T
3920 ) Time Frame(3/ 101 Q2412)

b&/ NFIRS Search Criteria: N/A

Incidents Identified:

Incident Count*

Databases (see notes below) Death Count*
Incident Investigations (INDP) 6 0
Reported Incidents (1PII) 43 0

Death Certificates (DTHS) N/A N/A
NEISS reports (count) N/A N/A

Fire reports (NFIRS) N/A N/A
Total 49 ) 0

* For INDP, IPIl and DTHS, duplicate reports have been removed; i.¢ ouhted only once, in the database listed first,
The reports enumerated in the table have been identified from CPSU databases on the date the search was completed.
These should be considered neither a statistical sample nor a complete count of all such incidents, but only a count of
those in CPSC databases on the search date.

NOTES:

Search found 49 incidents involving Fisher-Price Rock 'N Play Sleeper. Incidents that
could be determined to have duplicate reports are counted only once and noted on the
spreadsheets.

FOR OFFICIAL USE ONLY
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Nelson, Theresa

From: Nelson, Theresa

Sent: Friday, September 07, 2012 8:46 AM

To: Pilarz, Kitty (Kitty.Pilarz@Fisher-Price.com)

Cc: Moore, Kelly; Rauchschwalbe, Renae; Simmons, Scott; Schoem, Marc
Subject: PD letter re Rock N Play Sleeper CA120159

Attachments: PDItr8-6-12.pdf

Kitty

The attached letter explains the Commission staff’s decision of a Preliminary Determination that the exposure
of “mold growth” on the Rock ‘N Play Sleeper presents a substantial product hazard under section 15(a) of the
Consumer Product Safety Act and the Federal Substances Act.

This letter is also being sent to you via FedEx (tracking number #8770 5220 2947) and will be delivered today,
Friday, September 7, 2012. We look forward to receiving the firm’s corrective action plan {CAP} by Friday,
September 21, 2012.

Regards, Terri

Terri Nelson

Compliance Officer

Office of Compliance & Field Operaticns
U.S. Consumer Product Safety Commission
Phone: 301-504-7509 or

1-800-638-8095 ext. 7509

Fax: 301-504-0359
Ison .qov

SIGN UP FOR RECALL NOTICES: http://www.cpsc.gov/cpsclist.aspx
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SENTTR: COMPLETE THIS SECTION COMPLETE THIS SECTION ON DELIVERY

B Cowplets items 1, 2, and 3. Also complete A. Signature d
{tern 4 if Restricted Delivery Is desired. X Z Agent

® Print your name and address on the reverse : [J Addressee
so that we can return the card to you. B. Recel Pm.,ts% C. Date of Deli

B Attach this card to the back of the mailpiece, éﬁd { ame e e
or on the front If space permits. IZolrBs

D. ladel address different from 17 O Yes
1. Article Addressed to: a delivery ftom 17

If YES, énter delivery address below: No
Partner Goldberg Segalla
Ms. Cheryl Possenti, Esq.
665 Main St, Ste 400 sguw q
Cartified Mall Express Mall
Buffalo NY 1 4203 fegistered 0 Return Re:elpt for Merchandisa
O insued Ml 3 C.OD.
4. Rastricted Dalivery? (Extra Fee) O Yes
2. Number
_I; . -'JEJ_]"B 1_‘93':' ,DUDB HLDE 9210 . Caineg (ST 102595-02-M-1540
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U.S. CONSUMER PRODUCT SAFETY COMMISSION
4330 EAST WEST HIGHWAY
BETHESDA, MD 20814

Office of Compliance and Field Operations SEP - 6 20]2 Theresa Nelson
Defect Investigations Division Compliance Ofticer
Email: tnelson®@cpsc.gov Tel: 301-504-7509

Fax: 30H-504-0060

Via Certified Mail/Email: Kitty. Pilarz@Fisher-Price.com

Ms. Kitty Pilarz

Senior Director,

Product Safety and Regulatory Affairs
Fisher-Price, Inc.

636 Girard Avenue

East Aurora, NY 14052

Re: CPSC File No. CA120159
Fisher-Price, Inc.
Rock ‘N Play Sleepers
Model #'s: R6070, V9102, V9196, V197, W9442, W9443,
X2532, X2897

Dear Ms. Pilarz:

The staff of the Office of Compliance and Field Operations of the U.S. Consumer
Product Safety Commission (“Commission”) has reviewed the information that you have
provided concerning Rock 'N Play Sleepers.

After careful consideration and in accordance with 16 C.F.R. § 1115.12(a), the staff has
made a preliminary determination that the exposure of “mold growth” on the Rock ‘N Play
Sleepers (“*Subject Product™) presents a substantial product hazard under section 15(a} of the
Consumer Product Safety Act* ("CPSA™), 15 U.S.C. § 2064(a) and the Federal Hazardous
Substances Act* (“FHSA™). Specifically, infant’s exposure to the mold growth on the Subject
Product can increase infants’ susceptibility to asthma and other respiratory illnesses due to their
immature immune and respiratory systems.

*Links provided at the end of letter.

CPSC Hottine: 1-800-838-CPSC (2772) * CPSC's Web Site: hitp://www.cpsc.gov
Fast Track Recall Program is an Innovations in American Government Award Winner
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Page 2
CA120159

The staff welcomes and will give full consideration to any comments or additional
tnformation from the firm concerning the staft’s preliminary determination. The staft will meet
with the firm as necessary to discuss its comments or corrective action.

Voluntary Corrective Actions

The Office of Compliance and Field Operations acknowledges and encourages the
actions that Fisher-Price, Inc. has already taken to correct this problem in future productions,
However, the stalt believes that the following additional actions are necessary to assure the
maximum notification for subject products previously purchased by consumers.

e Joint press release announcing recall informing consumers to check their
model of the Subject Products for “mold growth™,
¢ Direct recall notice to identified purchasers;
e Approved repair/replacement or refund remedy if consumer discovers
mold in the Subject Product;
» Recall posters at retail locations;
e Recall notice posted on the firm’s Web site;
¢ Future production;
o Improved design to prevent mold growth;
o Improved cleaning instructions to avoid mold growth,

Please provide the Office of Compliance and Field Operations with a written corrective
action plan describing the actions which the firm is taking and plans to take. This written plan
should contain the elements listed in 16 C.F.R. § 1115.2((a).

Additionally, rather than the Commission unilaterally issuing a press release, the staff
believes it would be appropriate for the firm and the Commission to issue a joint press release
announcing the corrective action or recall. The staff will work with the firm to develop and issue
a mutually acceptable release.

A voluntary corrective action plan must include an agreement that the Commission may
publicize the terms of the plan and inform the public of the nature and the extent of the alleged
substantial product hazard. Please see 16 C.F.R. § 1115.20 and Part 1101, Information
Disclosure.

When the corrective action program begins, the Office of Compliance and Field
Operations will monitor the progress of the program.

Compliance With Reporting Obligations

The staft will aiso investigate and assess whether it believes the firm has complied with j
the reporting requirements of section 15(b) of the Consumer Product Safety Act (“CPSA™), 15 |
U.S.C. § 2064(b). That section requires every manufacturer, importer, distributor, and retailer of

a consumer product, or of any other product or substance over which the Commission has
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jurisdiction under any other statute enforced by the Commission, who obtains information which

reasonably supports the conclusion that the product (1) contains a defect which could create a
substantial product hazard, (2) creates an unreasonable risk of serious injury or death, (3) fails to
comply with an applicabie consumer product safety rule or with a voluntary consumer product
satety standard upon which the Commission has relied under section 9 of the CPSA, 15 US.C. §
2058, or (4) fails to comply with any other rule, regulation, standard, or ban under the CPSA or
any other statute enforced by the Commission, to immediately inform the Commission of the
defect, risk, or failure to comply, unless the firm has actual knowledge that the Commission has
been adequately informed of the defect, risk, or failure to comply. See 16 C.F.R. Part 1115. The
CPSA makes it a prohibited act to violate the reporting requirements. Firms may be liable tor a
civil penalty of $100,000 for each violation involved up to a maximum of $15,000,000 for any
related series of violations. The maximum penalty increases to $15.15 million after January 1,
2012. Sections 15(b), 19(a)(4), 20, and 21 of the CPSA, 15 U.S.C. §§ 2064(b), 2068(a)(4), 2069,
and 2070, describe the duties of manufacturers, importers, distributors, and retailers to furnish
information to the Commission and the penalties for failing to furnish such information.

Continuing Obligations

The staff requests that the firm continue to implement its corrective action plan until as
many Subject Products as possible have been removed from the marketplace. Please continue to
maintain your toll-free recall number as a means for consumers to reach you about your recall.
Should the firm decide to change or discontinue the toll-free number, you must notify the Office
of Compliance and Field Operations and provide a new recall contact number for the firm. This
information will be maintained by the Comrnission staff and provided to consumers and others
seeking information on your recall.

If the firm receives or learns of any information concerning complaints, claims,
incidents, or injuries that the firm did not report, or other information affecting the scope,
prevalence, or seriousness of the reported problem, issue, or potential defect or hazard, the firm
must immediately report that information to the Office of Compliance and Field Operations.
Additionally, if the firm receives information that might indicate that its corrective actions are
not satisfactory in eliminating the risk of injury or the potential defect or hazard, or that the
effectiveness of the corrective action plan was less than what had been reported, it must
immediately report that information to the Office of Compliance and Field Operations. In
additton, under section 19(a}(2)(B) of the CPSA, 15 U.S.C. § 2068(a)(2)(B), it is uniawful to
sell, offer for sale, manufacture for sale, distribute in commerce, or import into the United States
a product that it is covered by a manufacturer’s corrective action plan created in consultation
with, and publicized by, the Commission.

Until this matter and any related matters are resolved, there will remain the possibility of
further enforcement action, including reasonably anticipated litigation. Therefore, the firm must
abide by the continuing legal obligation to preserve all information, documents, records, and
samples, now in existence or created hereafter, related to the Subject Product.
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Due Date and Contact Information

The staff requests that the firm respond in writing and in full by providing all requested
documents, records, and information within 10 working days from receipt of this letter.
Please also send an electronic copy of all documents you are providing to the email address
listed on the letterhead of this letter. Please reference the file number CA 120159 in your
response,

The statf will make every effort to work closely and cooperatively with the firm to assure
a successful corrective action plan which will protect the public while at the same time create a
minimum of burden and inconvenience for the firm. If you have any questions or desire
assistance in responding to this letter, you may contact me at 301-504-7509. Please address your
correspondence to the following: Office of Compliance and Field Operations, U.S. Consumer
Product Safety Commission, Room 613, 4330 East West Highway, Bethesda, MD 208 14-4408.
The Office of Compliance and Field Operations telefax number is (301) 504-0359.

‘Thank you for your cooperation.

Sincerely,

. p 7
M/Qm %@Jm,f
JTheresa Nelson

Compliance Officer
Defect Investigations Division

Enclosed:
Consumer Product Safety Act - hitp:/www.cpsc.gov/about/cpsia/legislation.html
16 C.F.R. Part 1101, Information Disclosure —
http://www.cpsc.gov/ABOUT/guide.himl Part 1115, Substantial Product Hazard
Reports -- http://www.cpsc.gov/BUSINFO/frnotices/frO6/E6 1 1 758.pdf
Part 1116, Section 37 Reports - http://www.cpsc.eov/BUSINFO/cpsa37.pdf
Federal Hazardous Substances Act —http://www.cpsc.gov/businfo/thsa.pdf
Recall Handbook - http:/www.cpsc.gov/businfo/8002.htnl
Recall Checklist - http://www.cpsc.gov/businfo/recallcheck
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Date of Preliminary Determination Panel Meeting: 8/21/2012

PDP Attendees (Name and Office Represented):

Name Office Name Office

***OFFICIAL USE ONLY***




Page 341

Sample Collection Data e = — Page 1 of 2

o

* ( Q;T.
S ai”;

N

| Sample Tracking System "

Version 2.11 - 04/15/2011 Production Environment - DBDBNew Logged in as: TNelson

Sample Collection Data

Go Back View Sample History J
3. Sample Number and Type: 11-810-
2. Date Collected: 6684

1. Sample Flag: 04/27/2011

I~ Physical [T Documentary B

4c. NEISS:
4a. Product Name: ;

. 1549 5. Assignment Number:

NEWBORN RQCK N PLAY i4b. Model: R6070 ad. UPC 110425ERC2472
SLEEP Code:

6. For Import Sampies

Port of Entry:
Country of Origin:
Entry No. and Date:
Customs Contact:

] 8. Hours - Activity: |9a. Home . .
7. MIS: 32202 5 Travel: 0.5 RO: CFIE 9b. Collecting RO: ISU
10. Sample Cost: 11. Invoice Value of ||12. Size of Units: unt
$55.19 Lot: $55.19 Lot: 1 '

13. Manufacturer/Importer: # FIS044
FISHER PRICE, INC.
636 GIRARD AVE. EAST AURORA 14052

14. Shipper/Foreign Manufacturer:
UPS

15. Dealer/Importer Broker: # AMAQOS1
AMAZON.COM LLC
172 TRADE STREETLEXINGTON, KY 40511

16. Supporting documents attached:

Invoice No. and Dai:e :
Shipping Record and Date:
Affidavit Signer's Name, Title and Date:

17. Product Identification:
The product is a Fisher Price Newborn Rock 'n Play Sleeper. The product requires assembly,
comes with metal assembly base, sling and pad cover. The product is packaged in a box with

https://cpscnet.cpsc.gov/cgi-bin/dotnetapps/SampleTracking/ViewSampleCollectionData.as...  8/4/2011
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Jabeling which states in part, "***Nighttime Sleeper and playtime seat all in one***Maximum
weight birth to 25 |bs.***All new material Made in China***Reqg. No. PA-27960(CO)***Fisher
Price Inc. a subsidiary of Mattel Inc. East Aurora, NY 14052 U.S. A ¥**" Model number R6070. A
bar code on the box reads, 027084834185.

18. Reason Collection Analysis Needed:
T FHSA F cpsa I FFA I PPPA [T RSA | VGBA [~ CGBP

collected under ISU team in support of open case PI110066

19. Summary of Field Screening:
none

20. Sample size/Method of Coliection:

The product was ordered through online retailer amazon.com, shipped to this investigator's local
UPS box store, and was collected at the UPS store on 04/27/2011 and transported by this
investigator's vehicle to the Miami Resident Post where it was identified as in Box #21 and
officially sealed as in Box #22. Sample remained under lock & key, or in investigator's
possession from the time of collection until submission through UPS to T. Nelson through the
SSF.

21. Identification on Sample: 11-810-6684 SUB 1 RXM 04/27/2011

22, Identification on Seal and Date: 11-810-6684 Renee Y, Morelli 05/02/2011
23, Sample Delivered To: UPS 33175 23b. Date: 05/02/2011

24, Report/Record Sent To: CFIE

25. Laboratory/Office:
i SE T sM [ CrC [ s [ tsc { L [ cLD T SSF
[ Other SSFTO T. NELSO

26. Remarks:
Attach#1.; photos, online purchase invoice, packing list

27. Related Samples:
2Ba. Collector's Name/Title/Date: Renee Y. Morelli - Acting Supervisor - 05/02/2011
29a. Reviewer's Name/Title/Date: Michelle A. Mach - Supervisor - 05/02/2011

https://cpscnet.cpse.gov/cgi-bin/dotnetapps/SampleTracking/ViewSampleCollectionData.as...  8/4/2011
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Nelson, Theresa X

TS R T T
From: Cheryl Possenti [cpossenti @ goldbergsegalla.com]

Sent: Monday, July 23, 2012 10:26 AM

To: Nelson, Theresa; Moore, Kelly; Thomas, Treye

Cc: Pilarz, Kitty; Dzialga, Dan; Schoem, Marc

Subject: RE: Fisher-Price Rock 'n Play Sleeper PI11066 CONFIDENTIAL

Hi Terry,

Thank you very much. We would be able to mest at 1:30 p.m. on Tuesday, August 14, 2012, if that is convenient for you
and the other staff members.

b)(4); (b)(3):CPSA Section 6(a); (b)(3).CPSA Section 6(b)

Woe look forward to meeting with you and other members of the staff to share this information and to discuss these issues.
Best regards,

Cheryl

GOLDBERG SEGALLA

New York London Philadeiphia - Princeton Hartford Buffato
Rochester Syracuse Albany White Plains Garden City

Cheryl A. Possenti, Esq.

Partner

665 Main Street / Suite 400
Buffalo, NY 14203

716.566.5444 /FAX 716.566.5401
cpossenti@goldbergsegalla.com
htip: //www.goldbergsegalla.com

This email messuge and any anachments are confidential.
If vou are not the intended recipient, please immediarely
reply to the sender and delete the message from your email
system. Thank you.

Privileged Attorney-Client Communication / Atorney's Work Product

From: Nelson, Theresa [mailto; TNelson@cpsc.qov]

Sent: Wednesday, July 18, 2012 11:07 AM

To: Cheryl Possenti; Moare, Kelly; Thomas, Treye

Cc: Pilarz, Kitty; Dzialga, Dan; Schoem, Marc

Subject: RE: Fisher-Price Rock 'n Play Sleeper P111066 CONFIDENTIAL

Cheryl
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| s
E GOLDBERG SEGALLALLP Cheryl A. Possenti | Partner

Direct 716.566.5444 | cpossenti@goldbergsegalla.com

February 28, 2012
Via Overnight Mail

Theresa Nelson

Compliance Officer

Office of Compliance & Field Operations
U.S. Consumer Product Safety Commission
4330 East West Highway

Bethesda, MD 20814

Treye A. Thomas, Ph.D. s A
Office of Hazard Identification & Reduction =
U.S. Consumer Product Safety Commission b
4330 East West Highway il
Bethesda, MD 20814 2

.yt
fe e

t
gaaid

~Z

‘:_{'J
Re: CPSC File No. PI110066 == -
Fisher-Price Rock ‘n Play Sleeper™ ’:’J

~

Dear Ms. Nelson and Dr, Thomas:

Enclosed herewith is a courtesy copy of the supplemental submission we forwarded on

February 24, 2012.
Very truly yours,
’’’’’ _,_}/L7
1 A. Possenti
CAP/tb
Enciosure

cc: Kitty Pilarz

Senior Director, Mattel Product Safety
Fisher-Price, Inc. b)(3)

Daniel Dzialga, Esq.

Senior Counsel

Fisher-Price, Inc.
839636.1

BES Main Street. Suite 400 | Buffalo. New Yark 14203-1425 | 718 5686.5400 | Fax 716 566 5401 | www.GoldbergSegalia.com
P ADEL A 5 NEw YORK | Burealo | RUchesTuR | SYRACOSE - ALBANY T WHITE Prams Lo isLAND | PRINGE TN | HARTEORE




Page 345
Withheld pursuant to exemption
(b)(4) ; (b)(3):CPSA Section 6(a) ; (b)(3):CPSA Section 6(b)
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Nelson, Theresa

From: Moore, Kelly -
Sent: Monday, February 27, 2012 8:08 AM D £ . 60’ +S Mo lD
To: Nelson, Theresa; Thomas, Treye

Subject: FP Rock N Play Sleeper

Attachments: DCC.PDF

, . . [0)(), (0)(3) CPSA Section B{ay, (b)(3).CPSA Seclion 6(D)
This just in from FP's lawyer.

Please

review, and let's plan to circle up a few minutes before our call with the firm i
afternoon.

this
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FEB. 24. 2617 4:21FM U. ozRG SEGALLA LOF NOB7BE P

(GOLDBERG SEGALLALL?

Attarneys at Law

Buffule: 665 Main Street / Suite 400, Buffalo, New York 14203-1425
716.566.5400 / FAX 716.566.3401

To: Kelly M. Moore, Esq.
Office of the General Counsél
Division of Compliance
U.8. Consumer Product Safety Commission
Fax No.: 301-504-0121
Telephone No.:
From: Cheryl A. Possenti, Esq.
Date: February 24, 2012

Comments: Enclosures to follow via overnight mail

Matter: CPSC File No. PI110066
Fisher Price Rock ‘n Play Sleeper ™

Number of Pages (including fax cover): 9_19-}
Please call 716.566.5400
if there are any problems with this transmission.

This document contains privileged and confidential information. This document is intended
for the addressee. If you received this document in error, please notify this office and we
will instruct you on its proper handling. Thank you,

Philadelphia New York Bufialo Princeton Hartiord
267.519.6800 646.253.54060 716.566.5400 60%.986.1300 860,760.3300
FAX 267.519.6801 FAX 646.233.5500 FAX 716.366.54G1 FAX 609.986.1301 FAX 860.760.3301
Rochester Syracuse Albany White Plains Long Island
585.295.5400 315.413.5400 518.463,5400 914,798 5400 516.281 9800

FAX 585.295.8300 FAX 315.413.5401 PAX 518.463.5420 FAX 914.798.5401 FAX 516.281.9301
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Monthly

CASE #: CA120159
Company Name: Fisher-Pri
Reporting Dates, From: 4/

172013 To: 4/30/2013

- /ON Je W 30,313

Progress Report for Corrective Action Plan & Incident U pdate

Compliance Officer: Theresa Nelson
Product: Newborn Rock ‘n Play Sleeper
Total# of Affected Products: 800,000

ce, Inc.

I) PRODUCTS CORRECTED/CAPTURED BY YOUR FIRM

Remedy Options

Accepted Cleaning Instructions

Corrections this Period _
b)(4), (b)(3) CPSA Secfion B(a), (b)(3) CPSA Section 6(b)

Returned Product for Replacement Product
Returned Product for Refund

Returned Product for Voucher
Replacement Pad Sent

Resolution Pending*

TOTALS:

* Indicates (he Fimm is working through o remedy with consuimer, co NameT inay be calling back, riurning product to retail, etc,

Il) Reports of Mold
This Period

(b)(4); (£)(3) CPSA Section 6(a); (b)(3) CPSA Secfion 6(b)

# Reports

HI) NOTIFICATION MEASURES:

(Using the categories listed below, record the number of notifications attempted by your

total number of notifications to date.)

Number for this Reporting

Direct Mail Letter to Known Owners

Direct email to Known Owners

Email to All Members of “Fisher-Price Family”
Social Media (Facebook} Posting (no. of followers)
Note: Retail posters were nol necessary with this action as products at refaif were umaifected

V) Consumer Correspondence
# From Customers This R

ortipg Period

Phone Contacts gg}gg‘CPSA
E-mail Contacts Section 6(a)
“Live Chats” (&‘?e)(c:?o%%%a
Web Site “Hits”
Written Inquiries

b)(3):C
PSA

firm during this reporting period, and record the

Tota!
o (b)(4); (0)(3):CPSA]
bio) Section 6(a);
paa ()3 CPoA
[Section Section 6(b)
B(a)

[Section
L)

——
—_—
—— ]
—_—— ]

NOTE: Submit completed by the FIRST of EACH MONTH to Judy Smith, Recall Coordinator at:

United States Consumer Product Safety Commission, Office of Compliance
4330 East West Highway, Room 613 Bethesda, MD 20814

OR, fax report to (301) 504-0359 or email to jsmith@cpsc.gov. Address any questions to Ms. Smith at 301-504-7525

Revised 3,13
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Nelson, Theresa

From: Crosby, Deb <Deb.Crosby@Fisher-Price.com>

Sent: Wednesday, May 01, 2013 4:17 PM

To: Nelson, Theresa; Moore, Kelly; Smith, Judy

Subject: Monthly Progress Report - Fisher-Price, Inc. - Newborn Rock 'n Play Sleeper - CA120159
Attachments: RocknPlay Sleeper-MPR-April 2013.pdf

Attached is our Monthly Progress Report for the above mentioned product for the period 4/1/2013 to 4/30/2013.
Thanks,

Deb Crosby
Sr. Safety Data Coordinator
Product Integrity

Fisher-Price, Inc.

636 Girard Avenue

East Aurora, NY 14052
716-687-3970 / Fax-3599
Deb.Crosby@Fisher-Price.com

This is Mattel confidential and proprietary information and is intended only for the person to whom it is addressed.
Access, disclosure, copying, printing or distribution by anyone else is prohibited and may be a criminal offense.

This message (including any attachments) is only for the use of the person(s) for whom it is intended. it may contain
Mattel confidential and/or trade secret information. If you are not the intended recipient, you shouid not copy,

distribute or use this information for any purpose, and you should delete this message and inform the sender
immediately.
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Monthly Progress Report for Corrective Action Plan & Incident Update

casew: CH J20/55F Compliance Officer: Theress Nelson
Company Name: Fisher-Price, Inc. Product: Newborn Rock ‘n Play Sleeper

Reporting Dates, From: 1/8/2013 To: 3/31/2013 Total¥ of Affected Products:

800,000

1) PRODUCTS CORRECTED/CAPTURED BY YOUR FIRM

Remedy Options Corrections this Period
Accepted Cleaning Instructions %Eiéé_i‘CPSA
Returned Product for Replacement Product EJZ(EZJZC; F’:%
Returned Product for Refund

Returned Product for Voucher
Replacement Pad Sent
Resolution Pending*

TOTALS:
* Indicates the Firm is working through a remedy with consutaer, consumer may be calling back, returning product to retail, ete.

i

IT) Reports of Mold
This Period
(D)(4)
#Reports  _ jooceer

HI) NOTIFICATION MEASURES:

(Using the categories listed below, record the number of notifications attempted by your firm during this reporting period, and record the
total number of notifications ta date.)

Number for this Reporting

Period Taotal
: : b)), (0)(3) CPSA Section
Direct Mall. Letter 1o Known Owners ﬁ___f;be)(é?a(nb)a@) CPSA e
Direct email to Known Owners - (b)(3) CPSA Section B(b)
- J60)

Email to All Members of “Fisher-Price Family”
Social Media (Facebook) Posting (no. of followers)
Note: Retail posters were not necessary with this action as products at retail wers unaffec

1V) Consumer Correspondence
# From Customers This Reporting Period

Phone Contacts Y BRICPSA
E-mail Contacts [0)(3)CPSA Section
“Live Chats” i

Web Site “Hits”

Writter Inquiries

NOTE: Submit completed by the FIRST of EACH MONTH to Judy Smith, Recall Coordinator at:

United States Consumer Product Safety Commission, Office of Compliance

4330 East West Highway, Room 613 Bethesda, MD 20814

OR, fax report to (301) 504-0359 or email to jsmith@cpsc.gov. Address any questions to Ms. Smith at 301-504-7525

Revised ¥/13

[FY]




Page 380

-~ o~ —,

Nelson, Theresa

From: Crosby, Deb <Deb.Crosby@Fisher-Price.com>

Sent: Thursday, April 04, 2013 9:54 AM

To: Smith, Judy

Cc: Nelson, Theresa; Moore, Kelly

Subject: Monthly Progress Report - Newborn Rock 'n Play Sleeper - Fisher-Price - 1/8/13 to
3/31/13

Attachments: DOC.PDF

Follow Up Flag: Follow up

Flag Status: Flagged

Any questions can be directed to|o)) croA secion a6y This was also faxed to Ms. Smith on 4/3 and mailed first

class.

Thanks,

Deb Crosby

Sr. Safety Data Coordinator
Product Integrity

Fisher-Price, Inc.

636 Girard Avenue

East Aurora, NY 14052

E 716-687-3970 / Fax-3599
Deb.Crosby@Fisher-Price.com

This is Mattel confidential and proprietary information and is intended only for the person to whom it is addressed.
Access, disclosure, copying, printing or distribution by anyone else is prohibited and may be a criminal offense.

This message (including any attachments) is only for the use of the person(s} for whom it is intended. It may contain
Mattel confidential and/or trade secret information. If you are not the intended recipient, you should not copy,
distribute or use this information for any purpose, and you should delete this message and inform the sender
immediately.
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Nelson, Theresa

From: Croshy, Deb <Deb.Crosby@Fisher-Price.com>

Sent: Thursday, April 04, 2013 9:54 AM

To: Smith, Judy

Cc: Nelson, Theresa; Moore, Kelly

Subject: Monthly Progress Report - Newborn Rock 'n Play Sleeper - Fisher-Price - 1/8/13 to
3/31/13

Attachments: DOC.PDF

Follow Up Flag: Follow up

Flag Status: Flagged

Any questions can be directed to Don Fest (716-687-3653). This was also faxed to Ms. Smith on 4/3 and mailed first
class.

Thanks,

Deb Crosby
Sr. Safety Data Coordinator
Product Integrity

Fisher-Price, inc.

636 Girard Avenue

East Aurora, NY 14052

E 716-687-3970 / Fax-3599
Deb.Crosby@Fisher-Price.com

This is Mattel confidential and proprietary information and is intended only for the person to whom it is addressed.
Access, disclosure, copying, printing or distribution by anyone else is prohibited and may be a criminal offense.

This message (including any attachments) is only for the use of the person{s) for whom it is intended. It may contain
Mattel confidential and/or trade secret information. If you are not the intended recipient, you should not copy,
distribute or use this information for any purpose, and you should delete this message and inform the sender
immediately.
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Nelson, Theresa
L. |

From: Fest, Don <Don.Fest@Fisher-Price.com>

Sent: Thursday, March 21, 2013 3:55 PM

To: Nelson, Theresa

Cc: Pilarz, Kitty; Moore, Kelly

Subject: RE: Rock n' Play Sleeper Monthly Progress Report
Hi Terry,

So glad you like the report.
I'll eliminate the cumulative data as you requested and submit the first report on (or shortly after} April 1.

Thanks,

Don Fest
Regulatory Project Manager
Product Integrity

Fisher-Price, Inc.
636 Girard Ave.
East Aurora, NY 14052

® 7166873653

From: Nelson, Theresa [mailto: TNelson@cpsc.gov]
Sent: Sunday, March 17, 2013 9:56 PM

To: Fest, Don
Cc: Pilarz, Kitty; Moore, Kelly
Subject: FW: Rock ' Play Sleeper Monthly Progress Report

Don - | apologize for not getting back to you sooner and yes, I'm sorry we missed meeting at ICPHSO as well. Yes, this
proposed monthly report is much better and more accurate for reporting the returns since the recall. Instead of adding
and sending a cumulative report each month added to the previous month, could you please send the numbers for the
month that you are reporting? Other than that, this method would be great.

i will be out of the office this week. Feel free to email me if you have any questions.

Thanks, Terri

Terri Nelson

Compliance Officer

Office of Compliance & Field Operations
U.S. Consumer Product Safety Commission
Phone: 301-504-7509 or

1-800-638-8095 ext. 7509

Fax: 301-504-0359

tnelson@cpsc.qov
SIGN UP FOR RECALL NOTICES: hitp://www.cpsc.gov/cpsclist.aspx

From: Fest, Don [mailto:Don.Fest@Fisher-Price.com]
Sent: Monday, March 11, 2013 11:56 AM
To: Nelson, Theresa
Cc: Pilarz, Kitty
Subject: RE: Rock n' Play Sleeper Monthly Progress Report
i
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Hello again Terri,

It was a pleasure speaking with you last week. Sorry | missed you at the ICPHSO conference. Regarding the Rock ‘n Play, |
spoke with our team regarding your thought that the current format of the Monthly Progress Report form will not work
with the variety of “remedies” we offered. | have attached a proposed alternate form we could use for monthly
reporting and we have entered data into it as of March 7, 2013 as an example. We have replaced the “incident” and
“injury” categories with “Reports of Mold”.

Thanks for your consideration. Please don’t hesitate to contact me if you have any questions. Unless we hear anything to
the contrary from you, we’'ll use this form to submit our first monthly progress report on April 1, 2013.

Don Fest
Regulatory Project Manager
Product Integrity

Fisher-Price, Inc.
836 Girard Ave.
East Aurora, NY 14052

R 716.687.3653

From: Nelson, Theresa [mailto:TNelson@cpsc.qov]

Sent: Sunday, March 10, 2013 8:21 PM

To: Fest, Don

Cc: Pilarz, Kitty

Subject: RE: Rock n' Play Sleeper Monthly Progress Report

Don — Thanks for the update. | need to be out of the office on Monday, but wiil check mail for your response.

Thanks, Terri

Terri Nelson

Compliance Officer

Office of Compliance & Field Operations
U.S. Consumer Product Safety Commission
Phone: 301-504-7509 or

1-800-638-8095 ext. 7509

Fax: 301-504-0359

tnelson@cpsc.aov
SIGN UP FOR RECALL NOTICES: hitp://www.cpsc.gov/cpsclist.aspx

From: Fest, Don [mailto:Don.Fest@Fisher-Price,com]
Sent: Friday, March 08, 2013 12:31 PM

To: Nelson, Theresa
Cc: Pilarz, Kitty
Subject: Rock n' Play Sleeper Monthly Progress Report

Hi Terri,

| just wanted to let you know that our team has been working on this and we’re still finishing up.
I should have something for you on Monday.

Sorry for the delay.

Hope you have a great weekend.
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Nelson, Theresa

From: Nelson, Theresa

Sent: Monday, April 29, 2013 5:06 PM

To: Cheryl Possenti (cpossenti@goldbergsegalla.com)

Cc: Fest, Don (Don.Fest@Fisher-Price.com); Pilarz, Kitty (Kitty.Pilarz@Fisher-Price.com);
Moore, Kelly

Subject: CAP letter & reporting

Attachments: CAPacceptLtr.pdf

Cheryl — Attached is the Corrective Action Plan (CAP) accept letter with reporting obligations. | have worked with Don
Fest since he has reported the firm’s feedback from consumers since the recall on January 8™. Don submitted the
Monthly Report on April 4” as included in the last page of the attached letter and will continue the monthly reporting
obligation.

Please let me know if you have any questions.

Terri

Terri Nelson

Compliance Officer

Office of Compliance & Field Operations
U.S. Consumer Product Safety Commission
Phone: 301-504-7509 or

1-800-638-8095 ext. 7509

Fax: 301-504-0359
(1] il 4OV

SIGN UP FOR RECALL NOTICES: http://www.cpsc.gov/cpsclist.aspx
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U.S. CONSUMER PRODUCT SAFETY COMMISSION
4330 EAST WEST HIGHWAY
BETHESDA, MD 20814

Office of Compliance and Field Operations Theresa Nelson
Defect Investigations Division Compliance Officer
Email: tnelson@cpsc.gov Tel: 301-504-7509
Fax: 301-504-0060
APR 29 2013
Certified Mail/Email:

cpossenti@ soldbergsegalla.com

Don.Fest@ Fisher-Price.com
Kitty. Pilarz@Fisher-Price.com

Ms. Cheryl Possenti, Esq.
Partner, Goldberg Segalla
665 Main Street, Suite 400
Buffalo NY 14203

Re: CPSC File No. CA 120159
Fisher-Price, Inc.
Rock 'N Play Sleepers

Dear Ms. Possenti,

The staff of the Office of Compliance and Field Operations ot the U.S. Consumer
Product Safety Commission (“CPSC” or “Commission”) has reviewed the corrective actions by
Fisher-Price, Inc. (“the Firm”) concerning Rock ‘N Play Sleepers for the recall on January 8,
2013: hutp:/fwww.cpsc.eov/en/Recalls/201 3/Fisher-Price-Recalls-to-Inspect-Rock-N-Play-
Infant-Sleepers-Due-to-Risk-of-Exposure-to-Mold/

Acting under delegation from the Commission, the staff has accepted the corrective

action plan (“CAP”) as adequate. The CAP accepted by the staff includes the following actions:

» Joint press release issued on January 8, 2013;

= Letter to Retailers informing of “recall to inspect”(January 7, 2013);

* Recall notice http.//service. mattel.com/us/recall/rock sleepernew.asp) posted
on Firm’s website and social media platforms such as Facebook, Twitter;

* Inspect/replacement/refund,

CPSC Haotline: 1-800-638-CPSC (2772) * hitp://www cpsc.gov * htip:/www.salerproducts.gov
Fast Track Recall Program is an innovations in American Government Award Winner
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» Renegotiate the CAP should the Commission staff determine its effectiveness
to be less than adequate;

* Submit modified Monthly Progress Reports in the format agreed upon with
Compliance staff (see specific instructions below).

Please continue the corrective actions implemented and initiate any others contained in
the CAP. The Office of Compliance and Field Operations will be monitoring the CAP.

Monthly Progress Report Submission

An alternate Monthly Progress Report has been agreed upon with Don Fest, the Firm's
Regulatory Project Manager, due to the nature of this recall since consumers are not returning ail
of the Subject Products. A copy of the first Monthly Progress Report submitted on April 4™,
2013, is included with this letter. The “incident” and “injury” categories have been replaced
with “Reports of Mold.” Incidents and injuries will continue be reported to CPSC on this
product through the retail reporting system already in place.

Deb Crosby, the Firm’s Sr. Safety Data Coordinator, will continue to submit the monthly
reports for Case #CA 121059 to Judy Smith, CPSC’s Recall Coordinator at jsmith @cpsc.gov and
cc’d to me at tnelson@cpsc.gov.

CPSC Staff Monitoring of Corrective Action Plan

[n addition to reviewing the Firm’s monthly progress reports, field investigators and/or
state investigators may be contacting retailers and consumers who may have received the Subject
Products to confirm their receipt of the approved notification material and the Firm’s compliance
with the associated instructions pursuant to the CAP.

When the Firm determines that the CAP has been implemented to the best of the Firm’s
ability and as many products as possible have been removed from the marketplace, it may submit
a tinal progress report, referencing the file number, and request that the file be closed. At that
time, the staff will review the CAP’s progress and decide whether the file should be closed. The
Oftice of Compliance and Field Operations will evaluate the effectiveness of the CAP. The staff
could seek broader corrective action if the CAP does not prove effective. When the staff closes
its file on a CAP, it asks that the Firm continue the CAP until as many of the Subject Products as
possible have been removed from the marketplace. Please continue to maintain the Firm’s toll-
free recall number as a means for consumers to reach the Firm about the recall. Should the Firm
decide to change or discontinue its toll-free recall number, the Firm must immediately notify the
Office of Compliance and Field Operations and provide a new recall contact number for the
Firm. If the Firm wishes to change the terms of the CAP, it must also discuss any proposal with
us before it makes any change. This information will be maintained by the Commission and
provided to consumers and others seeking information on the recall or CAP.

Compliance with Reporting Obligations

The staff will also investigate and assess whether it believes the Firm has complied with
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the reporting requirements of section 15(b) of the CPSA, 15 U.S.C. § 2064(b). That section
requires every manufacturer, importer, distributor, and retailer of a consumer product, or of any
other product or substance over which the CPSC has jurisdiction under any other statute enforced
by the CPSC, who obtains information which reasonably supports the conclusion that the product
(1) contains a defect which could create a substantial product hazard, (2) creates an unreasonable
risk of serious injury or death, (3) fails to comply with an applicable consumer product safety
rule or with a voluntary consumer product safety standard upon which the CPSC has relied under
section 9 of the CPSA, 15 U.S.C. § 2058, or (4) fails to comply with any other rule, regulation,
standard, or ban under the CPSA or any other statute enforced by the CPSC, to immediately
inform the CPSC of the defect, risk, or failure to comply, unless the firm has actual knowledge
that the CPSC has been adequately informed of the defect, risk, or failure to comply. See 16
C.F.R. Part 1115,

Failure to comply with the CPSC’s reporting requirements is a prohibited act under
Sections 19(a)(3) and (4) of the CPSA, 15 U.S.C. §§ 2068(a)(3) and (4). Pursuant to section 20
of the CPSA, 15 U.8.C. § 2069, such violations could subject you and the Firm to civil penalties
of up to $100,000 per violation up to a maximum of $15.15 million for any related series of
violations. In addition, pursuant to section 21 of the CPSA, 15 U.S.C. § 2070, such violations
could subject you and the Firm to criminal penalties including a fine, imprisonment for not more
than five (5) years and forfeiture of assets associated with the violation(s).

Continuing Obligations and Duty to Preserve

If the Firm receives or learns of any information concerning complaints, claims,
incidents, or injuries that the Firm did not report, or other information affecting the scope,
prevalence, or seriousness of the reported problem, issue, or potential defect or hazard, the Firm
must immediately report that information to the Office of Compliance and Field Operations.
Additionally, if the Firm receives information that might indicate that its corrective actions are
not satisfactory in eliminating the problem, risk of injury, or potential defect or hazard, or that
the effectiveness of the CAP is less than had been anticipated, it must immediately report that
information to the Office of Compliance and Field Operations. In addition, under section
19(a)(2)(B) of the Consumer Product Safety Act (“CPSA™), 15 U.S.C. § 2068(a)(2)(B), it is
unlawful to sell, offer for sale, manufacture for sale, distribute in commerce, or import into the
United States a product that is covered by a manufacturer’s corrective action plan created in
consultation with, and publicized by, the Commission.

Until this matter and any related matters are resolved, there will remain the possibility of
further enforcement action, including reasonably anticipated litigation. Therefore, the Firm must
abide by the continuing legal obligation to preserve all information, documents, electronically-
stored data, and samples, now in existence or created hereatter, related to the Subject Product.

Information Disclosure

Section 6(b)(1) of the CPSA, 15 U.S.C. § 2055(b)(1), requires the Commission to
provide manufacturers and private labelers with advance notice and opportunity to comment on
information the Commission intends to disclose, if the public can readily ascertain the identity of
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the Firm from the information the Commisston intends to disctose. See 16 C.F.R. Part 1101.
The staff is enclosing a summary of the CAP which the Commission intends to disclose to the
public, For full consideration, your written comments must be received within 10 calendar
days of the date of this letter. Please include with any comments specific information and
documents, where available, to support any claim that the information is inaccurate. If you have
no comments or objections, you are not obligated to respond. If the Commission decides to
disclose the information, over any accuracy objections, it will give the Firm tive (5) days’ notice,
as required by section 6(b)(2) of the CPSA, 15 U.S.C. § 2055(b)(2), unless the Commission
publishes a finding that the public health and safety require less notice.

Contact Information

Thank you for your continued cooperation in this matter. If you have any questions,
please contact me at 301-504-7509 or tnelson@cpsc.gov. Written correspondence may be
addressed to: Office of Compliance and Field Operations, U.S. Consumer Product Safety
Commission, Room 613-28, 4330 East West Highway, Bethesda, MD 20814-4408.

Sincerely,

Q@ Y/

Theresa Nelson
Compliance Officer
Defect Investigations Division

Enclosures/Links:
e Corrective Action Plan Summary - see below
e Monthly Progress Report Form — attached electronically

ce: Kitty Pilarz
Kelly Moore
Judy Smith
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Voluntary Corrective Action Plans Under Section 15
of the Consumer Product Safety Act and
Section 15 of the Federal Hazardous Substances Act

The following is a list of voluntary corrective action plans recently accepted by the
Commission (or the staff acting under authority delegated by the Commission). A firm’s taking
corrective action does not constitute an admission by the firm that a substantial product hazard

¢X1StS.

Space does not permit the staff to give a complete list of the specific model numbers of
the products involved in each of these corrective actions. Consumers who believe that they have
a product atfected by one of these actions should follow the instructions given in this list or
contact either the manufacturer or the Commission to determine if their product is one of those

affected.

Corrective Action Plan Summary

DATE FIRM ANDPRODUCT | ALLEGEDHAZARD CORRECTIVE
NARRATIVE
41712013 Fisher-Price, Inc. Infants in product Recall to Inspect Rock

636 Girard Ave,
East Aurora, NY 14052

Rock ‘N Play Sleeper

containing mold may be
more susceptible to
respiratory illness or
may experience the
exacerbation of
respiratory illnesses.

‘N Play Infant Sleepers
due to risk of exposure
to mold. Firm agreed to
Replace or Refund if
mold could not be
eradicated with
cleaning.
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Monthly Progress Report for Corrective Action Plan & Incident Update

CASE# CAllLoisq Compliance Officer: Theresa Nelson
Company Name: Fisher-Price, Inc. Product: Newborn Rock ‘n Play Sleeper
Reporting Dates, From: 1/82013 To: 3/31/2013 Total# of Affected Products: 800,000

I) PRODUCTS CORRECTED/CAPTURED BY YOUR FIRM
Remedy Options Corrections this Perfod
Accepted Cleaning Instructions g e
Returned Product for Replacement Product L esienen
Returned Product for Refund

Returned Product for Voucher

Replacement Pad Sent
Resolution Pending*
TOTALS:

* Indicates the Firm ia working through a remedy with consumer, consurmer ma. Y 56 calling back, retumning product to retail, ete.

LI

IF) Reports of Mold

This Period
# chorts Eﬁiﬁéi CPSA

[Sactinn Rial

IIl) NOTIFICATION MEASURES:

(Using the categories listed below, record the number of notifications attempted by your firm during this reporting period, and record the
total number of notifications to date.)

Number for this Rep;::ﬁng Total
Direct Mail Letter to Known Owners b)), (b)(3) CPSA (D)), D)3 CPSA
[Section 6(a) — |Section 6(a) ]
Direct email to Known Owners stié(f) CPSA Section (stiiff) CPSA Section
Email to All Members of “Fisher-Price Family” ]

Social Media (Facebook) Posting (no. of followers)
Nete: Retail posters were not mecessary with this action as products at retail were unaffected

IV) Consumer Correspondence
# From Customers This Reporting Period

Phone Contacts (b)), (0)(3) CPSA

7 Section 6(a)
E-mail Contacts (b)(3) CPSA Section
“Live Chats” B

i

Web Site “Hits”
Written Inquiries

NOTE: Submit completed by the FIRST of EACH MONTH to Judy Smith, Reeall Coordinator at:

United States Consumer Product Safety Commission, Office of Compliance

4330 East West Highway, Room 613 Bethesda, MD 20814

OR, fax report to (301) 504-0359 or email to jsmith@epsc.gov. Address any questions to Ms. Smith at 301-504-7525

Revised 3/13
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U.S. CONSUMER PRODUCT SAFETY COMMISSION
Office of Compliance and Field Operations

Firm Name: Fisher-Price, Inc.
Product Brand: Fisher-Price
Product Model: All models

Product Name: Rock N Play Sleeper

CORRECTIVE ACTION PLAN:

A. Notice (to Consumers):

File Number: CA120159

Hazard Priority: ¢

L Event:

' X | Press release/recall alert
| Direct mail { %)
Point of purchase signs

Date:

| January 8, 2013

| Advertising (describe)
X Firm website
X | Social media (Facebook Twitter, etc)

T —
| H

eniay 82013

Video news release
. Other (describe) :

B. Hepalr, replacement, refund:

January 8, 2013

X | repair approved by technical support

X  Refund

replacement with product approved by te techmcal support

| other (describe) :

C. Procedures:

' Distribution chain recall
manufacturer/importer level

L o wholesaler/distributor level
L retailer level -
consumer level

' Mail in to firm

X
i X | Retum to retailer
. X | repair or replace -
| Home visit |

At dealer

X Home repair by consumer

X ' Tollree line

| X AtRetailer

X | Website registration

Other (describe):

seemspreersses EOR OFFICIAL USE ONLY **r#stsresmssns

pre
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Firm Name: Fisher-Price, Inc.

-_

File Number: CA120159

D. Effectiveness:

'
|

Total Products Corrected: |

© At Manufacturer:
r“ﬂiWDlstrlbutors.

! . At Retailers:

w " With Consumers:
"Totals:

800,000 |

I _ 800,000 ]

E Decision on corrective action:
X | Accept CAP and Monitor B
| Fast Track Product Recall Case
| Accept CAP and Close File (provide rationale)
1 Pursue further remedial action (provide ratlonaie)
‘= Refer to Legal Division
| Refer to Commission with recommendation to accept CAP [Class A case]

Data Quallty (Performance Goal)

Hazard code verified and country of origin verified

All associated ID!’s linked in Case Management System

All associated samples linked in Case Management System -
 All sample collection reports reviewed for accuracy and MIS #

F

X

X
. X _; Products involved and corrected identical to database numbers
X

X

X

X

All samples have accurate SEND and RECEIVE location info in Sample Tracklng

- All incident data submitted to EPI

CAP APPROVALS:

1
|

| Compiiance Officer

i Yofoors

P

| Attorney

Lf / 21/203 2

Compliancelead ¢

 Director - CRE/CDI

3 r\_-\;y\_\ Sulsaead_w s e

e e ek ke ek ek K odedeok FOR OFFICIAL USE ONLY dkddkkdkkkhhhh hkhk
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¥ O YouR wes aiTe NEWS from CPSC O orhre FHHL
U.S. Consumer Product Safety Commission

Office of Communications

et A1 i B R T T et T L b oo PSS TN LT e e et e, R R 1R T et T T e e

Washington, D.C.

FOR IMMEDIATE RELEASE Firm's Recall Hotline: (800) 432-5437
January 8, 2013 CPSC Recall Hotline: (800) 638-2772
Release #13-087 CPSC Media Contact: (301) 504-7908

Fisher-Price Recalls to Inspect Rock 'N Play Infant
Sleepers Due to Risk of Exposure to Mold

WASHINGTON, D.C. - The U.S. Consumer Product Safety Commission, in cooperation with the firm named
below, today announced a voluntary recall of the following consumer product. Consumers should immediately
inspect this product and stop using it if mold is found. Units currently in retail stores are not included in this recall

to inspect.

Name of Product: Newborn Rock 'n Play Sleeper™
Units: About 800,000 units

Importer: Fisher-Price Inc., of East Aurora, N.Y

Hazard: Mold can develop between the removable seat cushion and the hard plastic frame of the sleeper when it
remains wet/moist or is infrequently cleaned, posing a risk of exposure to mold to infants sleeping in the product.
The CPSC advises that mold has been associated with respiratory illnesses and other infections. Although mold is
not present at the time of purchase, mold growth can occur after use of the product.

Incidents/Injuries: Fisher-Price has received 600 reports of mold on the product. Sixteen consumers have
reported that their infants have been treated for respiratory issues, coughs and hives after sleeping in the product.

Description: This recall to inspect includes all Fisher-Price Rock N' Play infant recliner seats called sleepers. The
sleeper is designed for babies up to 25 pounds and is composed of a soft plastic seat held by a metal rocking
frame. The product has a removable, fabric cover that is sold in 14 patterns and color palettes.

Sold at: Mass merchandise stores nationwide and online since September 2009 for between $50 and $85. Units
currently in retail stores are not affected by this recall to inspect. Only products that show signs of moid after use
by consumers are included in this announcement.

Manufactured in: China

Remedy: Consumers should immediately check for mold under the removable seat cushion. Dark brown, gray or
black spots can indicate the presence of mold. If mold is found, consumers should immediately stop using the
product. Consumers can contact Fisher-Price for cleaning instructions or further assistance. Cleaning and care
instructions can also be found at www.service.mattel.com or by contacting the firm.

Consumer Contact: Fisher-Price; at (800) 432-5437, from 9 a.m. to 6 p.m. ET Monday through Friday, or oniine
at www.service.mattel.com for more information.

http://www.cpsc.gov/cpscpub/prerel/prhtml 13/13087. html%tab=recalls 1/9/2013




Page 395

Fisher-Price Recalls to Inspect#®ck 'N Play Infant Sleepers Due to Risk=~ Exposure to ...

Fisher-Price Rock 'N Play Infant Sleeper

hitp:/fwww.cpsc.gov/cpscpub/prerel/prhtml13/13087 html?tab=recalls

Page 2 of 3

1/9/2013
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Fisher-Price Recalls to Inspect#®ck 'N Play Infant Sleepers Due to Riskesf Exposure to ...  Page 3 of 3

The U.S. Consumer Product Safety Commission (CPSC) is still interested in receiving incident
or injury reports that are either directly related to this product recall or involve a different
hazard with the same product. Please tell us about your experience with the product on
SaferProducts.gov

CPSC is charged with protecting the public from unreasonable risks of injury or death associated with the use of
the thousands of consumer products under the agency's jurisdiction. Deaths, injuries and property damage from
consumer product incidents cost the nation more than $900 billion annually. CPSC is committed to protecting
consumers and families from products that pose a fire, electrical, chemical or mechanical hazard. CPSC's work to
ensure the safety of consumer products - such as toys, cribs, power tools, cigarette lighters and household
chemicals - contributed to a significant decline in the rate of deaths and injuries associated with consumer
products over the past 30 years.

To report a dangerous product or a product-related injury go online to www.SaferProducts.gov or call CPSC's
Hotline at {800) 638-2772 or teletypewriter at (800) 638-8270 for the hearing impaired. Consumers can obtain

news release and recall information at www.cpsc.goyv, on Twitter @OnSafety or by subscribing to CPSC's free e-
mail hewsletters.

Connect with et 'i" LT YouTube L J Twitter ? Flickr

http://www.cpsc.gov/cpscpub/prerel/prhtml 1 3/13087 . html?tab=recalls 1/9/2013
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" "Mitel and Fisher-Price Consumegdelations Suppert Center - Recall N
L

yres  Mattel & Fisher-Price
Customer Service

Search all of service.mattsl.com

Homa « Pracall

Recall Information
Recall to Inspect

Fisher-Price®, in cooperation with the United States Consumer Product Safety Commission, is
voluntarily announcing a recalt to inspect Fisher-Price Newborn Rock 'n Play Sleepers™., Mold can
deveiop betwsen the removable seat cushion and the hard plastic frame of the sleeper when it remains
wet/moist or is infrequently cleaned.

Y

Mold is not present at the time of purchase, but mold can grow after use of the product. Newborn Rock
'n Play™ Sleepers currently in retait stores are not affected by this recall to inspect.

The Newbom Rock 'n Play Sleeper™ is designed for babies up to 25 pounds and is composed of a
m?ml roicking frame and removabte, washable fabric cover. The product is sold in various pattems and
color palettes.

Piease examine under the removable fabric seal cover and fabric liner for dark brown, gray or biack
spots indicating mold.

If mold growth is discovered, you can click hetg for cleaning instrugtions.

You can also contact Fisher-Price at 1-800-432-5437 Monday through Friday between the hours of 9
AM and 6 PM Eastem Time.

You can click here for the press release.

Fisher-Price Mattel

Eroduct Secails & Safety Alerts | Insiruction Sheels | Technigal Product Suopon | FAG Search | Power Whnoels Service | Contact Us | Inlemational
Matte! Shop | Eisher-Price Shop | Barbie Gollectar | Hol Wheels Gollector | American Girl Shop | Cerporate Infpimation
Mailel | FisherPrice | Barbis | Hot Wheels | Malchbox | Power Whaels | Ivee

http://service. mattel.com/us/recall/rock _sleepernew.asp

Page 1 of 2

Parts Qzder Status | Where 1o Buy

1/9/2013
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o I\ia{tel and Fisher-Price ConsumegRelations Support Center - Recall ) Page 2 of 2

Use of thrs sile signilies your acceptance of Mattel's Websita Terms and Conditions and Privacy Policy.
€2013 Maltel, Inc. All Rights Resenved

htip://service.mattel.com/us/recall/rock_sleepernew.asp 17972013
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@ U.S. Consumer Product Safety Commission - Recall

Recall Date: January 8, 2013
Recall Number: 13-087

Fisher-Price Recalls to Inspect Rock ‘N Play Infant Sleepers
Due to Risk of Exposure to Mold

WASHINGTON, D.C. - Consumers should immediately inspect this product and stop using it if
mold is found. Units currently in retail stores are not included in this recall to inspect.

Recall Summary

Name of product: Newborn Rock ‘n Play Sleeper™

Hazard: Mold can develop between the removable seat cushion and the hard plastic frame of the
sleeper when it remains wet/moist or is infrequently cleaned, posing a risk of exposure to mold
to infants sleeping in the product. The CPSC advises that mold has been associated with
respiratory illnesses and other infections. Although mold is not present at the time of purchase,
mold growth can occur after use of the product.

Remedy: New Instructions, Repair

Consumer Contact: Fisher-Price; at (800) 432-5437, from 9 a.m. to 6 p.m. ET Monday through
Friday, or online at www.service.mattel.com for more information.

Recall Details

Units: About 800,000 units

Description: This recall to inspect includes all Fisher-Price Rock N Play infant recliner seats
called sleepers. The sleeper is designed for babies up to 25 pounds and is composed of a soft
plastic seat held by a metal rocking frame. The product has a removable, fabric cover that is sold
in 14 patterns and color palettes.

Incidents/Injuries: Fisher-Price has received 600 reports of mold on the product. Sixteen
consumers have reported that their infants have been treated for respiratory issues, coughs and
hives after sleeping in the product.

Remedy: Consumers should immediately check for mold under the removable seat cushion.
Dark brown, gray or black spots can indicate the presence of mold. If mold is found, consumers
should immediately stop using the product. Consumers can contact Fisher-Price for cleaning
instructions or further assistance. Cleaning and care instructions can also be found at
www.service.mattel.com or by contacting the firm.

Sold at: Mass merchandise stores nationwide and online since September 2009 for between $50
and $85. Units currently in retail stores are not affected by this recall to inspect. Only products
that show signs of mold after use by consumers are included in this announcement.
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Importer: Fisher-Price Inc., of East Aurora, N.Y.
Manufactured in: China

The U.S. Consumer Product Safety Commission (CPSC) is still interested in receiving incident
or injury reports that are either directly related to this product recall or involve a different hazard
with the same product. Please tell us about your experience with the product on
SaferProducts.gov.

CPSC is charged with protecting the public from unrcasonable risks of injury or death associated with the use of the
thousands of consumer products under the agency’s jurisdiction. Deaths, injuries, and property damage from
consumer product incidents cost the nation more than $900 billion annually. CPSC is committed to protecting
consumers and families from products that pose a fire, electrical, chemical, or mechanical hazard. CPSC’s work to
ensure the safety of consumer products—such as toys, cribs, power tools, cigarette lighters, and household
chemicals—contributed to a decline in the rate of deaths and injuries associated with consumer products over the
past 30 years.

To report a dangerous product or a product-related injury, go online to: SaferProducts.gov, call CPSC’s Hotline at
(800) 638-2772 or teletypewriter at (301) 595-7054 for the hearing and speech impaired. Consumers can obtain this
news release and product safety information at www.cpsc.gov, To join a free e-mail subscription list, please go to
www.cpsc.gov/cpsclist.aspx.

Photos will display in a slideshow at the top right of the recall.

8

Photo 1 Caption: Fisher-Price Rock ‘N Play Infant Sleeper
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Photo2 Caption: Fisher-Price infant Sieeper Removahle Seat Cushion
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Nelson, Theresa
W

From: Pilarz, Kitty <Kitty Pilarz@Fisher-Price.com>
Sent: Wednesday, January 09, 2013 9:33 PM

To: Nelson, Theresa

Ce: Schoem, Marc

Subject: FW: Rock and Play Sleeper - letter to retailers
Attachments: LetterToRetailers,PDF

Hi Terri,

[D)(2), (D)(3).CPSA Seclion B(a), (b)(3) CPSA Section 6(b)

Best regards, Kitty

Confidential treatment requested
Submitted under section 15b

Kitty Palarz

Senior Director, Mattel Product Safety
Fisher-Price

636 Girard Avenue

East Aurora, New York 14052
716-687-3343

This message (including any attachments) is only for the use of the person(s) for whom it is
intended. It may contain Mattel confidential and/or trade secret information. If you are not the
intended recipient, you should not copy, distribute or use this information for any purpose, and you
should delete this message and inform the sender immediately.
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Withheld pursuant to exemption
(b)(4) ; (b)(3):CPSA Section 6(a) ; (b)(3):CPSA Section 6(b)

of the Freedom of Information Act
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Nelson, Theresa
]

From: Pilarz, Kitty <Kitty.Pilarz@Fisher-Price.com>

Sent: Friday, October 12, 2012 9:43 AM

To: Moore, Kelly; Nelson, Theresa

Ce: Schoem, Marc; Murphy, Mary

Subject: FW: Rock and Play Sleeper

Attachments: RNPSMessage_10.11.12.doc; Keep This Product Clean and DryFINALdocx.docx

Dear Kelly and Terri,

Here is our communication plan.

(D)), (0)(3) CPSA Section b(a), (b)(3) CPSA Section 6(b)

[0)(@), (0)(3) CPSA Section 6(a), (0)(3) CPSA Section 6(0)
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[D)(@), (0)(3) CPSA Section 6(a), (b)(3).CPSA Seciion 6(b)

Best regards, Kitty
Confidential treatment requested
Submitted under section 15b

Kitty Pilarz

Senior Director, Mattel Product Safety
Fisher-Price

636 Girard Avenue

East Aurora, New York 14052
716-687-3343

From: Moore, Kelly [mailto:KMoore@cpsc.gov]
Sent: Wednesday, October 10, 2012 4:15 PM

To: Pilarz, Kitty
Cc: Schoern, Marc; Nelson, Theresa; Murphy, Mary
Subject: RE: Rock and Play Sleeper

Kitty,

Thank you for your response. At the outset, we all agree that we need to cast a wide net to communicate the message
to consumers and, to that end, we support your use of the forms of media you identified. As we have told you
previously, we will work with you to ensure that the wording of the message does not cause, as you put it, “undue
alarm.” However, because mold exposure can be harmful to infants, the message bears repeating in a press release to

the general public |‘mmcpSA R

(b)(4); (b)(3):CPSA Section 6(a); (b)(3):CPSA Section 6(b)

We look forward to reviewing your communications plan. When it will be available?

Thanks,
Kelly

From: Pilarz, Kitty [mailto:Kitty.Filarz@Fisher-Price.com]
Sent: Tuesday, October 09, 2012 10:51 AM

To: Nelson, Theresa

Cc: Schoem, Marc; Moore, Kelly

Subject: Rock and Play Sleeper

Dear Terri,

[0)(@), (0)(3) CPSA Section 6(a), (D)(3) CPSA Sechion 6(b)
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(D)2}, (D)(3).CPSA Seclion 6(a), (b)(3) CPSA Section 6(b)

s e

Confidential treatment requested
Submitted under section 15b

Kitty Pilarz

Senior Director, Mattel Product Safety
Fisher-Price

636 Girard Avenue

East Aurora, New York 14052
716-687-3343

This message (including any attachments) is only for the use of the person(s) for whom it is intended. It may contain
Mattel confidential and/or trade secret information. If you are not the intended recipient, you shouid not copy, distribute
or use this information for any purpose, and you should delete this message and inform the sender immediately.

ekl Unless otherwise stated, any views or opinions expressed in this e-mail (and any attachments) are
solely those of the author and do not necessarily represent those of the U.S. Consumer Product Safety
Commission. Copies of product recall and product safety information can be sent to you automatically via
Internet e-mail, as they are released by CPSC. To subscribe or unsubscribe to this service go to the following
web page: hitps://www.cpsc.gov/cpsclist.aspx ##**#* |
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‘oafidential Proprietary Trade Secret Document. Conlidential Treatment Requested. Submitted Under Sectian 15 (b).
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