California Medical Device <% SST)H
Recall Information D

Recall Name

Datascope Corp / MAQUET Recalls Intra-Aortic Balloon Pumps

Due to Potential Mechanical Failure Causing Shut Down

Recall Date Product Description Recalling Firm Recall Reason

03/21/14 Intra-Aortic Balloon Pumps (IABPs) | Datascope Corp/ | Potential mechanical

MAQUET failure of the fan
[sold under Datascope Corp. Wayne, NJ assembly associated
System brand names] with the power supply.
REEEL Product Identification Distribution Affected Dates
Class
I e 98/98XT Part Numbers: CA, nationwide Manufactured
0998-00-0446-xx between:
0998-UC-0446-xx
0998-00-0479-xx January 4, 2009
0998-UC-0479-xx

June 30, 2011
e (CS100/CS100i Part Numbers:

0998-00-3013-xx
0998-UC-3013-xx
0998-UC-0446Hxx
0998-UC-0479Hxx

e (CS300 Part Numbers:

0998-00-3023-xx
0998-UC-3023-xx

[For a list of affected IABP Serial
Numbers, contact a MAQUET
Service Representative.]

FOR ADDITIONAL INFORMATION, PLEASE VISIT:
http://www.fda.gov/MedicalDevices/Safety/ListofRecalls/ucm396821.htm



http://www.fda.gov/MedicalDevices/Safety/ListofRecalls/ucm396821.htm

