Recall Information

California Medical Device <%

e) CDPH

California Department of
PublicHealth

Recall Name

Teleflex Incorporated Recalls ARROWjg International

Intra-Aortic Balloon Catheter Kits

Due to Potential for Separation

Recall Date Product Description Recalling Firm Recall Reason
02/11/16 ARROWg International Teleflex Incorporated | The sheath body may
Wayne, PA become separated

e Intra-Aortic Balloon
Catheter Kits

e Percutaneous
Insertion Kits

from the sheath hub.
If the separation
occurs, the patient
may bleed from the
sheath.

Recall Class Product Identification Distribution

Affected Dates

I Click heretogoto alistof | CA, nationwide
affected Product Codes
and Lots Numbers

Manufactured:
December 1, 2013 to
December 1, 2015
Distributed:

January 1, 2014 to
February 1, 2016

FOR ADDITIONAL INFORMATION, PLEASE VISIT:

http://www.fda.gov/MedicalDevices/Safety/ListofRecalls/ucm491270.htm



http://www.fda.gov/Safety/Recalls/ucm490318.htm?source=govdelivery&utm_medium=email&utm_source=govdelivery
http://www.fda.gov/MedicalDevices/Safety/ListofRecalls/ucm491270.htm

