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Date Posted December 17, 2015

Recall Status’ Open

Recall Number Z2-0446-2016

Recall Event ID 726907

Product Classification Transducer, Pressure, Catheter Tip?* - Product Code DXO?°

Product Intravascular (IV) Administration Sets, Model No. 54112, 541V22, 54132, MK2450,
541V42, MK132, MK2156, MK2270, MK2292, MK2300, MK2374, MK2394, MK2508,
MK2227

Code Information 59963616 59963616 59963616 53963616 59963616 59963616 59963616 59963616

50963616 59963616 60062124 59736951 59682161 59682161 59727258 59727259
59727259 59391951 59391951 59391951 59391951 59391051 59407670 58407670
59407670 59407670 59407670 59407670.59407670 59464977 59464977 58464977
59464977 50464977 59464977 59474664 59474664 59474664 59474664 59481176
50481176 59523673 59523673 59523673 59523673 59523673 59540077 59540977
59540977 59540977 59540977 59566031 59566031 59566031 59566031 59566031
59579648 59579648 53579648 59579648 59612801 59612801 59612801 59612801
59612801 59642070 59642070 59642070 59642070 59642070 59752540 59752540
59752540 59752540 59752541 59752541 59752541 59752541 59752541 59752541
59752542 59752542 59752542 59752542 59752542 59766776 59766776 59766776
59766776 59800860 59800880 59800860 59800860 59853819 59853819 59853818
59853819 59876072 59876072 59876072 59876072 59876072 59918517 59918517
59918517 59918517 59923159 59923159 59923159 59923159 59976190 52976190
59976190 59976190 60001498 60001498 60001498 60001498 60001498 60036774
60036774 60036774 60036774 60067981 60067981 60067981 60067881 60090227
60090227 60090227 60090227 60130963 60169135 59631618 59631618 59631618
59736950 59736950 59893256 60036659 60101804 59352290 59352290 59401653
59960651 60008913 59434482 59434482 59474616 59474616 59474616 58474616
59474616 59474616 59474616 59881664 59960651 60008913 60062203 59677539
59684790 59684790 59684790 59976047 60036659 60008913 59677539 59684790
59684790 59684790 59421416 59352290 59352290 59371805 59401653 58401653
59434482 59434482 59434482 59501176 58501176 59645776 59682161 59682161
59762126 59783966 59804551 59815561 59881664 59960651 59960651 60008913
60008913 60062203 60154456 59380744 59352290 59371805 59371805 585011786
59804551 60008913 60154456 59430382 59430382 59684790 59684790 59352290
59352290 59352290 59352290 59352290 59352290 59352290 59352290 58352290
59371805 59371805 59371805 59371805 59371805 59371805 59401653 59401653
59401653 59401653 59401653 59401653 59434482 59434482 59434482 59434482
59434482 59434482 59434482 59434482 59434482 59434482 59474616 59474616
59474616 59474616 59474616 59474616 59474616 59474616 59474616 59501176
59501176 59501176 59501176 59501176 59501176 59501176 59501176 59501176
59501176 59645776 59645776 59645776 59645776 59645776 59645776 59645776
59645776 59645776 59645776 59682161 59662161 59682161 59682161 59682161
59682161 59727259 59762126 59762126 53762126 59762126 59762126 59762126
59762126 59762126 59762126 59762126 59762126 59783966 59783966 52783966
59783966 59783966 59783966 59783966 59804551 59804551 59804551 59804551
59804551 59804551 59804551 59804551 59804551 59804551 59804551 59815561
59815561 59815561 598156561 59815561 59815561 59815561 59815561 59881664
59881664 59881664 59881664 50881664 59881664 59881664 59881664 59881664
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59637420 56637429 59637429 59637429 59@37429 59637428 586
59602347 50692347 59692347 59692347 58602347 59692347 *39 (s
59750690 59750690 59750690 59750690 ’39750690 59783882 58
59783882 58783882 59798798 59796798 59798798 59798798 b‘?f
59893279 58893279 59893279 59893270 59803279 59972782 599
59972782 60001387 60001387 60001387 60001387 60062103 6006
60062103 60090121 60143179 59380688 59380688 50380688 593¢
59380688 58380688 59380688 59380688 59401069 59401069 594(
539401069 59401069 59401069 59401069 59474676 59474676 ¢ Qﬁ/&
59474676 59474676 59474676 59474676 59474676 59474676 594740
59552392 59552392 59552392 59552392 59552392 59552392 59552392 5
59606327 59606327 59606327 59608327 59606327 59606327 59606327 5
59606327 59606327 59606327 59606327 59645806 506458006 59645806 5¢
59645806 59645806 58645806 59645806 59645806 59645806 5868208
59682085 59682085 59682085 53682085 59682085 59682085 59682085 5
59682085 59682085 59682085 59682085 59682085 59770713 5977071
59770713 59770713 59770713 59770713 59770713 58770713 5977071
59770713 59770713 59770713 59770713 59770713 59770713 59854637
50854637 59854637 59854637 59854637 59854637 5985&3"7 59854637
59854637 59881581 59881581 59881581 59881581 59881581
59941871 59941871 59941871 59941871 5994187 1 59043 871
59941871 59983296 59983296 59983296 59983296 59983296
59983296 59983296 599863296 59983296 60001388 60001388 ¢
60001388 60001388 80001388 60001388 60001388 60096753
59579633 59736951 59893256 59516253 59516253 59516253 5
59523660 59736951 59893256 59976047 59631618 59893256 60020135
59516253 59579633 59606306 59736951 59893256 60062080 59397207 594
59498571 59677462 59839485 59963828 60062104 59881664 59881664 !
59960651 59960651 59960651 59960651 59960651 59960651 59960651
60008913 60008213 60008913 60008913 60008913 60008913 6000891
60062203 60062203 60062203 60062203 60062203 60062203 6006220:
60154456 60154456 60154456 59684790 59684790 59684790 59352290
59352200 59352200 59352200 59352200 59352290 £9371805 5937180
59371805 59371805 59371805 59401653 59401653 59401653 59401 65
59401653 59401653 59401653 59401653 59434482 59434482 594344
50434482 59434482 59434482 59434482 59474616 59474616 59474
59501176 59501176 59501176 59501176 59501176 59501176 59501
59045776 50645776 59645776 59645776 59645776 59645776 59
59727259 59727259 59762126 59762126 59762126 59762126
59762126 59783966 59783966 59804551 59804551 59804551
59804551 59804551 59815561 59815561 59815561 59815561 59
598155661 59881664 50881664 55881664 59881664 59881664
59401069 59552392 59606327 59645806 59682085 59682085
59770713 59770713 59854637 59881581 59983296 59523660
59523660 59523660 59579633 50579633 59579633 59579633
50631618 59631618 58631618 59631618 59631618 59631618 59
58736950 59736950 58736951 59736951 59736951 59815472 ¢
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60036659 60062080 60062080 60062080 60101804 59380744 59380744
59430382 59430382 59430382 59449604 59449604 59449604 59516253
59516253 59516253 59516253 59516253 59516253 59579633 59386006
59386006 59386006 59416404 59416404 59416404 59416404 59427798
59427798 59427798 59427798 59427798 59516313 59516313 59516313
59566047 58566047 59566047 59606341 59606341 55606341 59632890
59632890 59632890 59688248 59688248 59688248 59688248 59766736
59766796 59766796 59766796 59795433 59795433 59795433 5979543

59795433 59795433 59795433 59795433 59798810 59798810 597
59864978 59923071 59923071 59923071 59923071 59960591 599
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60074584 80074584 60108353 80108353 60108353 60108353 6016
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Class 2 Device Recall Edwards Intravascular (IV) Administration Sets

50534322 59534322 58732115 59579633 50606306 59606306
50631618 59631618 59631618 59631618 59631618 5963161
59736950 59736950 59736950 50736950 59736951 5973685
59736951 59815472 59815472 59815472 59893256 598932 256 5¢
59905046 50923046 59923046 59976047 59976047 59976047 6002013
60020135 60036659 60062080 60062080 60062080 60062080 600620
60101804 59487344 59718711 50778477 59854625 59910818 5997
50870706 59449604 59606306 50893256 59352290 59352290
50371805 59371805 59371805 59401653 50401653 53401653 58401
50401655 50434482 59434482 50434482 50474616 59474616 595011
50501176 59501176 50645776 59645776 59645776 59682161
59762126 59762126 59762126 59762126 59783966 59783966 ¢
50804551 50804551 59804551 58804551 59804551 59804551
50060651 59960651 59960651 59960651 60008913 60008813
60062203 60062203 59487375 59487375 59487375 59487375
50487375 59487375 59487376 59487376 50487376 59487376
50487376 50487376 50534322 59534322 59534322 59534322
59534322 50534322 59534322 59534322 59534322 59534322
59592116 59592116 59592116 59502116 59592116 58592116
59592117 59592117 59592117 58592117 59592117 59592117
50852811 59653811 59653811 59653811 50653811 59653811
50653812 59653812 59653812 59653812 50653812 59732115
50732116 59732115 59732115 59732115 59732115 59732116
59732116 59732116 59732116 59732116 59732116 59732117
50732117 59732117 59732117 59732117 59732117 59732118
50732118 59732118 59732116 59732118 59732118 59870706
50870706 59941872 59941872 59941872 50941872 59941872
50041872 59941872 59941872 53397207 59397207 59397207
59464980 59464980 59493446 59493446 59498571 59498571
506198714 59612814 59677462 59719723 59719723 59733606
59733606 50815482 59815482 50815482 59839485 59839485
50028844 59963828 59994188 59994188 60043532 60043532
50062104 59487375 59487375 59487375 59487376 59487376
59534322 59592116 59592116 59592117 59653811 59653811
50653812 59732115 59732115 59732115 59732115 59732116
50870706 50870706 59870706 59870706 59870706 5987070
50041872 50941872 59941872 50072783 58449604 59449604
59516253 59516253 59523660 59523660 50631618 5373695
59684790

G Oy Oy

IGRGRGR

S =~~~

~

o Oy

o
O W W

(93]
«©
[SRR o)
NS >

©
I

-~ O 0
O N
A o O

oy O O O O
I
o (o —

O O O WO
O W

v Oy Uy
) O O «

o 1 Oy ¢

Recalling Firmd/ Edwards Lifesciences, LLG
Manufacturer 1 Edwards Way
irvine, California 92614-5688

Mark Gayle
949-250-2500

Edward Lifesciences is recalling Intravascular (IV) Adrinistration Sets du
requirernent of an additional EDA submission to support commercializat
devices.

OTHER/UNDETERMINED: Under Investigation by the firm

m

An urgent product notification letier dated 11/13/15 was to customers to infor
during an internal documentation review, the requirement of an additional F
support commercialization (clearance) of the devices was discovered
informead that the Edwards Lifesciences Intravascular (IV) Administr
unavailable for sale. Customers are informed that there is no increase
health or safety by using products in their current inventory and there |
sets included in pressure monitoring kits (with TruWave pressure |
system). Customers are informed that if they are in need of a substitute |
customer service at (800) 424-3278. Customers instructed to respond to the
response form by faxing it to (800) 422-9329.

Guantity in Commerce 147 350 units
Distribution us

Total Product Life Cycle  TPLC Device Report™

on
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! For details about termination of a recall see Code of Federal Requlations (CFR) Title 21 §7.5527

Page 5 of 6

2 per FDA policy, recall cause determinations are subject to modification up to the point of termination of the recall.

Links on this page:

1. http://www.addthis.com/bookmark.php?ub508=truelv=1528&username=fdamain

2. http://www.addthis.com/bookmark.php

L

http://www.fda.gov/default.htm

4, http://www.fda.gov/MedicalDevices/default.htm

5. http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Databases/default.htm
6. /scripts/cdrh/devicesatfda/index.cfm

7. /scripts/cdrh/cfdocs/cfPMN/pmn.cfm

8. /scripts/cdrh/cfdocs/cfpmn/denovo.cfm

9. [/scripts/cdrh/cfdocs/cfRL/rl.cfm

10. /scripts/cdrh/cfdocs/cfMAUDE/TextSearch.cfm

11. /scripts/cdrh/cfdocs/cfRES/res.cfm

12. /scripts/cdrh/cfdocs/cfPMA/pma.cfm

13. /scripts/cdrh/cfdocs/cfHDE/hde.cfm

14, /scripts/cdrh/cfdocs/cfPCD/classification.cfm

15. /scripts/cdrh/cfdocs/cfStandards/search.cfm

16. /scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm

17. /scripts/cdrh/cfdocs/cfPCD_RH/classification.cfm

18. /scripts/cdrh/cfdocs/cfAssem/assembler.cfm

19. /scripts/cdrh/cfdocs/Medsun/searchReportText.cfm

20. /scripts/cdrh/cfdocs/cfClia/Search.cfm

21, /Jscripts/cdrh/cfdocs/cfTPLC/tplc.cfm

22. http://www.fda.gov/safety/recalls/enforcementreports/default.htm
23. [scripts/cdrh/cfdocs/cfRES/res.cfm?start_search=18&event_id=72690
24. /scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=DX0

25, [scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=DX0O

26. /scripts/cdrh/cfdocs/cfTPLC/tplc.cfm?id=DX0

27. [scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=7.55
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