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Class 2 Recall

Cyberonics VNS Therapy AspireSR
senerator Model 106

Date Posted November 17, 2015

Open

£-0280-2016

Recall Event ID 7238524

Stimulator, Autonomic Nerve, Implanted For Enilepsy®® - Prodt Sode LYJZ°

Product Cyberonics Vagus Nerve Stimulator (VNS) Therapy AspireSR Generator, Iy

Code Information Serial Numbers: 37719, 37899, 38123, 38414, 38428, 39335, 39531, 39
40037, 40048, 40249, 40251, 40271, 40354, 40428, 40 *8 40526, AOEQ‘ 3
41109, 41152, 41805, 42022, 42780

Recalling Firm/ Cyberonics, Inc
Manufacturer 100 Cyberonics Bivd
Houston, Texas 770568-2069

Clinical Technical Support
866-882-8804

Certain Model 106 Pulse Generators demonstrate delays in sensing durir
“eartbeat Detection' feature and exhibit potential for decreased battery i: o

Cyberonics sent written recall notifications beginning October 14, 2015,
customers. The letter identified the product the problem and the actior
customer. The notice also directs customers to contact Cyberonics to s
site tr oucicsh@omg The on-site troubleshooting proposed by Cyberonics will ut
feature included within the Mode! 250 Version 9.0 Programming SO‘
method of verifying ﬁear“f rate and determining that the appropriate h
selting is programmed. The Version 9.0 software displays an | nstcﬂ taneot
the user selects the 'Refresh’ feature. This heart rate is measured direc
and displayed on the programmer. For further questions, please call (86

Cluantity in Commerce 27 units
Distribution US Distribution to the states of : OR, NY, GA, PA, CA, NC, KS, FL, KY, MI, TX, IL, OH

UT, CO and WV.

Total Product Life Cycle  TPLC Device Report?’
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' For detalls about termination of a recall see Code of Federal Regulations (CFI

;

/v ad

nain

Jwww.addthis.com/bookmark.php

o/ fwww . fda. gov/defauit.htm



