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Corrective Action (“Recalls”)

Reasons for Recalls:
 Regulated Product Violations
e Defect (Substantial Product Hazard)

Substantial Product Hazard: a product defect which (because

of the pattern of defect, the number of defective products
distributed in commerce, the severity of the risk, or
otherwise) creates a substantial risk of injury to the public.

15 U.S.C. § 2064(a)(2)




Recall Case Development

* Incident Data to CPSC

e Testing

e Information Submitted by Firm
(Section 15 “Full Reports”)




Sources: Incident Information

Death certificates (1- 2 years after death)
Hotline reports by consumers/others
Internet reports by consumers/others
Retailer reporting programs
Newspapers, other media

State and local gov’t agencies

Advocacy groups

Completed Field In- Depth Investigations (IDls)




Compliance Case Development

 Case development has always involved a multi-disciplinary
approach. Compliance consults with Human Factors(HF),
Health Sciences(HS), Legal, Engineering(ES), and
Epidemiology (EP) staff.

* November 2007- Multidisciplinary approach modified for
efficiency and efficacy

e Early Warning System (EWS) Team created.




EWS Team

HF, HS, EP, ES, Legal & Compliance
Meets on a weekly basis

Review all incoming Crib, Bassinet, and Play
Yard incidents

Evaluate incidents and make In- Depth
Investigation (IDI) Assignments (Field
Investigators)




EWS Team

 Sample Collection (if possible)

* Review and Analyze Completed IDIs

 Sample Analysis by Technical Staff




EWS- Compliance

Compliance Case Opening:

. Based on review of incidents, IDIs, samples
and technical staff analysis

Next Step: Compliance Officer will request
a “Full Report” from Manufacturer




Crib Incidents:
Significant Problem Areas

1. Hardware Failure: plastic and metal hardware
deforming and/or breaking; metal inserts or
fasteners coming loose; improper dimensions
and fit, etc.

Result: Detachment of drop side, headboard,
footboard, stationary side and mattress

support.




Crib Incidents:
Significant Problem Areas

2. Assembly : Due to design, consumer can mis-
assemble one or more critical components,
but crib still appears to operate as intended.

Result: Detachment of drop side, headboard,
footboard, stationary side and mattress
support.




Crib Incidents:
Significant Problem Areas

3. Slat Detachment: Slats can detach from
crib due to manufacturing defect, lack of
qguality control




Crib Incidents:
Significant Problem Areas

4. Wood Breakage: Wood slats and rails break
while in use and by the child in the crib.




Crib Recalls: 2003-2009(15t Q)

In little over 6 years....

31 Crib Recalls

9 Regulated Violations
22 Defect/SPH:




Conclusion

e Recalls are by nature “reactive”

e Responsibility of Manufacturers
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