Class 1 Device Recall Diamondback 360 Peripheral Orbital Atherectomy System.
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Date Posted August 14, 2012

Recall Status! Open

Recall Number 2-2155-2014

Recall Event ID 6880672

Premarket Notification K133309™

S10{K) Number

Product Classification Catheter, Peripheral, Atherectomy?” - Product Code MCW*S

Product CSl Cardiowascular Systems, Inc., Diamondback 360 Peripheral Orbital
Atherectomy Syslem, Model Number DBP-125MICRO145, Part Number 7-10003.

The Diamondback 380 Peripheral Orbital Athereciomy Syslem is a percutaneous
orbital atherectomy sysiem indicated for use as therapy in patienis with coclusive
atherosclarolic dissase in peripheral artenes and who are accepiable candidates for
percutansous transtuminal atherectomy. The OAS suppons removal of stenotic
maierial from anificial aneriovenaus dialysis fistulae (AV shunt). The systemn is a
perculansous orbital atherectomy system indicated as a8 theragy in palients with
occiuded hemodialysis grafis who are acceptable candidates for percutaneous
transiuminal angicplasty.

Code Information 100573, 100575, 1006874, 100676, 100678, 100880.

Recalling Firm/ Cardiovascular Systems, Inc.

Manufacturer 651 Campus Dr
Saint Paul, Minnezota 55112-3495

For Additional Customer Service

Information Contact BT7-274-0801

Mznufacturer Reason G5l has initiated a recall on the Diamondback 380 Perpheral Orbital Atherectomy Device

for Recall because it may contain a saline sheath that may expenence cracking, fracture, and releass
parficulate duning use.

FDA Determined PRODUCTION CONTROLS: Process Cantrol

Cause ?

Action Cardiovascular Systam, Inc. sent consigness an Urgent Medical Device Recall letter dated
May 23, 2014, The |etter described the Affectad Product, Recall Description. Instructions
which includad to remove the affected product and retum it to CS1 and to complete and
returm the Customer Acknowiedgement Form. For further Information they cusiomers wera
instructed to contact Customer Saervice, Cardiovascular System, Inc., 877-274-0801. For
questions regarding this recall call 877-274-0801

Quantity in Commerce 48

Distribution Nationwide Districution including AZ, AR, CA, CT. FL, IL, 1A, MD, M1, NY, NC, PA. TN, and
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