PUBLlC OF LEBANON - PRI WYY OPEN [

- MINISTRY OF PUBLIC HEALTH == Aolal) Asall 3,39
alall
i - ‘Q\V( < e u&‘,h““?s)
¥ \ X /N QRN N el )

Z@cuj_)_.u

T\Tw—n

®

@L J‘-«A Axliey )‘-w‘ _&&.9-_‘5_

Pedlatnc filter, Affinity Ped;latnc Arter1a1 Filter

Aalidy Jod gl i

« FDA J A8, e olall 5@l e ol

'A(..suﬁfcuc\J}sm)@\c&mm@&;ﬁju)\ Dy s
w‘uw\ém

Uay) (8 e

FDA J A, ge pball poull -

kil 5 gl 33 "
e Sall cladiedl -
LB FON

iaal a J—da /"@f’s{g},}

e
4

&




Page 1of2

O(k)Tlnegustrauona.usnng”IMverse Events®|Recalls '%PMA[Classification 2iStandards 31 14
FR Title 21'%|Radiation-Emitting Products®(X-Ray Assemb!er"IMedsun Repons13|CLvA‘9|TPLc2°

L Back to Search Results
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Affmlty Pediatric Arternal Filter,

i 'August 14, 2013
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Medtronic Afﬁmty Pediatric Anenal Filter, model number S4014, sterilized using

hylene oxide. The Affinity Pediatric Arterial Filters are single-use, sterile,
onpyrogenic devices designed to filter microemboli greater than the specified
micron size from the circuit for periods up to 6 hours during cardiopulmonary bypass
surgery. These devices are available both in an uncoated and a Carmeda coated
option. The Carmeda coating is a BioActive surface that is non—leachmg and
~ provides a thromboresistant blood contact surface.

_Code Information Lot Numberé' 12635577 and 12637041
u_.‘_ A T

Medtronic Inc. Cardiac Rhythm Dnsease Management
8200 Coral Sea St NE
Saint Paul, Minnesota 55112—4391

Technical Services
1 Contact 877-526-7890

Reasbn for Medtronic is recalling 148 Affinity Pediatric Arterial Filters from 2 manufacturing lots because a
Recall limited quantity of filters may have a small breach in the filter media that may allow unwanted
T particulate or gaseous emboli to pass through the filter and the outlet of the device, which could

result in serious injury to a pediatric patlem including neurological damage, or potential patient
death.

Action Customer communication was initiated verbally on June 14, 2013, to the 4 affected customers to
quarantine any un-used units. An Urgent Medical Device Recall letter, dated June 26, 2013. was
mailed to customers on June 28, 2013. The Urgent Medical Device letter referenced that the letter
is in follow-up to the previous phone call. It identified the affected product, stated the issue with
the 2 affected lot numbers and health risks, and asked that the affected devices be quarantined
for return to Medtronic. If you have any questions please contact your Medtronic Sales
representauve or.Lifeline Techical Services at 1- 877-526-7890 1-763-526-7890.
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