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: U.S.‘Food and Drug Administration
Protecting and Promoting Your Health

Baby Wipes by Nutek Disposables,
Inc.: Recall - May Contain Bacteria

Including brand names: Cuties, Diapers.com, Femtex, Fred's, Kidgets, Member's Mark,
Simply Right, Sunny Smiles, Tender Touch, and Well Beginnings

[Posted 10/27/2014]

AUDIENCE: Consumer, Pulmonology

all lots of baby wipes that it manufactured under the brand names Cuties, Diapers.com, Femtex,
Fred's, Kidgets, Member's Mark, Simply Right, Sunny Smiles, Tender Touch, and Well Beginnings,
because some packages may contain bacteria. These wipes were distributed by Nutek prior to
October 21, 2014 to the following retail stores: Walgreens, Sam's Club, Family Dollar, Fred's, and
Diapers.com.

After receiving a small number of complaints of odor and discoloration, Nutek conducted microbial
testing that showed the presence of the bacteria Burkholderia cepacia (B. cepacia), in some of
these products. B. cepacia poses little medical risk to healthy people. However, people who have
certain health problems like weakened immune systems or chronic lung diseases, particularly
cystic fibrosis, may be more susceptible to infections with B. cepacia.

As of October 3, 2014, the date of the original withdrawal, the company had received only one
report of irritation. Numerous reports of complaints have since been received by the company that
include rash, irritation, infections, fever, gastro-intestinal issues, and respiratory issues, though
these reports have not been confirmed to be related to the use of these products.

BACKGROUND: The company has not identified the cause of the problem, but is continuing to
investigate. In the interim, Nutek has stopped shipping baby wipes manufactured at the facility.

Healthcare professionals and patients are encouraged to report adverse events or side effects
related to the use of these products to the FDA's MedWatch Safety Information and Adverse Event
Reporting Program:

* Complete and submit the report Online: www.fda.goleedWatch/regort.htm

(httg:Ilwww.fda.goleedWatchlregort.htm)
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. .Dpwnload form (/Safety/MedWatch/HowToReport/DownloadForms/default.htm) or call
1-800-332-1088 to request a reporting form, then complete and return to the address on the
pre-addressed form, or submit by fax to 1-800-FDA-0178

[10/25/2014 - Eress Release (/Safety/Recalls/ucm420426.htm) - Nutek Disposables, Inc.]
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