California Medical Device
Recall Information

Recall Name

Nephros Recalls SafeSpout / SafeShower Water Filtration Products
Due to Possible Exposure to Harmful Bacteria

Recall Date Product Description Recalling Firm Recall Reason
10/28/13 e SafeSpout filters Nephros, Inc. Potential for the fiber
River Edge, NJ filter or the sealing
e SafeShower Hand Held compound to break
(HH) filters apart and expose
patients to bacteria or
e SafeShower Fixed Head viruses.
(FH) filters
Recall Class Product Identification Distribution Affected Dates
I SafeSpout Item Numbers: CA, nationwide Distributed from:
e 70-0233 October 2011 to
e 70-0238 September 2013

SafeShower HH Item Number:
e 70-0237

SafeShower FH Item Number:
e 70-0236

All Lots Recalled

FOR ADDITIONAL INFORMATION, PLEASE VISIT:

http://www.fda.gov/medicaldevices/safety/listofrecalls/ucm380452.htm



http://www.fda.gov/medicaldevices/safety/listofrecalls/ucm380452.htm

