Dear Colleague,
 
FDA continues to work with the Centers for Disease Control and Prevention (CDC) investigating a possible link between SimplyThick and necrotizing enterocolitis (NEC) in premature infants as early indications have suggested. FDA issued a press release on May 20. On June 4, SimplyThick voluntarily recalled its thickening gel product manufactured at its Stone Mountain, GA plant. Product manufactured at other facilities remains on the market. SimplyThick's recall of this product is a result of the company's failure to ensure that harmful bacteria of possible public health significance were destroyed in the manufacturing process at that manufacturing plant. Product manufactured at other facilities remains on the market. At this time, there is not a confirmed link between SimplyThick and NEC in premature infants, though the investigation continues. 

For more information
Simply Thick, LLC Announces The Voluntary Recall Of Products Manufactured By Thermo Pac, LLC At Their Stone Mountain, GA Food Processing Plant1
The FDA is advising parents, caregivers and health care providers not to feed SimplyThick, a thickening product, to premature infants. The product may cause necrotizing enterocolitis (NEC), a life-threatening condition. 
 
FDA first learned of adverse events possibly linked to the product on May 13, 2011.  The product was mixed with mothers’ breast milk or infant formula products. 
 
FDA is actively investigating the link between SimplyThick and these illnesses and deaths. FDA will provide updates as information is made available.

MedWatch Safety Alert: http://www.fda.gov/Safety/MedWatch/SafetyInformation/SafetyAlertsforHumanMedicalProducts/ucm256257.htm 

Consumer Update: http://www.fda.gov/ForConsumers/ConsumerUpdates/ucm256250.htm

Press Release: http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm256253.htm
Product Photographs: http://www.flickr.com/photos/fdaphotos/sets/72157626641899297/

Health care professionals and patients are encouraged to report adverse events or side effects related to the use of this product to the FDA's MedWatch Safety Information and Adverse Event Reporting Program by:
1. Completing and submitting the adverse report online: www.fda.gov/MedWatch/report.htm 
1. Downloading the pre-addressed, postage-paid FDA Form 3500 (or calling 1-800-332-1088 to request the form), completing it and faxing it to 1-800-FDA-0178; or 
1. Mailing the completed form to MedWatch 5600 Fishers Lane, Rockville, MD 20857.

We appreciate your ongoing support of FDA and its mission.

Sincerely, 

Beth Fabian Fritsch, R.Ph., M.B.A.
Office of Special Health Issues
U.S. Food and Drug Administration
Email:  beth.fritsch@fda.hhs.gov 
 
 
 
 

