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Recall Name

St. Jude Medical Updates Recall of Optisure Dual Coil Defibrillation Leads

Due to Possible Damage

Recall Date Product Description Recalling Firm Recall Reason
Initial: Optisure Dual Coil St. Jude Medical, Inc. | Potential for leads to be
11/03/15 Defibrillation Leads Sylmar, CA compromised during
manufacturing process,
Updated: Model numbers: which could result in the
01/22/16 inability of the defibrillator
* LDA220 to deliver electrical
e LDA220Q therapy to the patient.
e LDA230Q
e LDP220Q
Recall Class Product Identification Distribution Affected Dates

List of affected devices

CA, nationwide

Distribution dates:

April 9, 2014 to
October 20, 2015

FOR ADDITIONAL INFORMATION, PLEASE VISIT:

http://www.fda.gov/MedicalDevices/Safety/ListofRecalls/ucm483428.htm
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