
SBED Weekly Update 13-Mar-18

Dear,                   
SBED team is pleased to inform you that                   new FSCA/recalls posted on 
(Please note:  below list of FSCA/ recalls for the period of                                to 
In order to view more details, click the links and for ECRI alerts see the attachments 

31 SFDA website
3/5/2018 3/11/2018

NOTE:
FSCA / Recalls are classified into three categories, representing the potential risk to 
public health:  Class I  : High Risk, Class II : Medium Risk and Class III: Low Risk.
FSN ( Field Safety Notice)  : A communication to customers and/or users sent out by a 
manufacturer or its representative in relation to a Field Safety Corrective Action

Ref: WU1811

MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Anaesthetic and respiratory devices

Aquilon Series 

Nebulizers   ,

3/5/2018 AFP Medical 2 Attac

hed

N/A# New

Diagnostic and therapeutic radiation devices

Fluoroscopic XRay 

Systems

3/7/2018 Toshiba 2 https

://nc

N/ANew

ProteusONE and 

ProteusPLUS Proteus 235 

Proton Therapy Systems

3/5/2018 Ion Beam Applications 

S.A.

2 Attac

hed

N/A# New

UST5550R Ultrasound 

Transducer,

3/6/2018 Hitachi America, Ltd. 2 https

://nc

N/ANew

Electro mechanical medical devices

http://www.sfda.gov.sa
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12248
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12243



[High Priority ] - A30074 : AFP Medical—Aquilon Series Nebulizers: Were Marketed after CE Mark Was Withdrawn


[High Priority ] - A30074 : AFP Medical—Aquilon Series Nebulizers: Were Marketed after CE Mark
Was Withdrawn
Medical Device Ongoing Action
Published: Friday, February 23, 2018
Last Updated: Sunday, February 25, 2018


UMDNS Terms:
•  Nebulizers, Pneumatic [37454]


Product Identifier:
[Capital Equipment]


Product AFP Medical
Model Model No. Manufacture Date


Nebulizers Aquilon2, Aquilon, Aquilon+,
and Aquilon Pro


AL1 2015-4152 through 2015-4782, 2016-5000
through 2016-5921, 2017-6000 through 2017-
6999


Aquilon2, Aquilon, Aquilon+,
and Aquilon Pro


AL7 2015-5478 through 2015-6999, 2015-4659
through 2015-4689, 2016-7000 through 2016-
9887, 2017-5000 through 2017-5995, 2017-2000
through 2017-3968


Aquilon2, Aquilon, Aquilon+,
and Aquilon Pro


H02 2015-2056 through 2015-2522, 2016-3000
through 2016-3724, 2017-4000 through 2017-
4698


Aquilon2, Aquilon, Aquilon+,
and Aquilon Pro


H51 2015-9795 through 2015-9868, 2016-9875
through 2016-9965, 2017-1000 through 2017-
1150


Geographic Regions: U.K.


Manufacturer(s): AFP Medical 15 Arches Business Centre, Rugby CV21 1QW, England


Suggested Distribution: Clinical/Biomedical Engineering, Critical Care, Emergency/Outpatient Services, Nursing, Pediatrics,
Pulmonology/Respiratory Therapy, Home Care


Problem: The U.K. Medicines and Healthcare Products Regulatory Agency (MHRA) has issued a Medical Device Alert ( MDA/2018/008 ) warning
healthcare workers that after the CE mark for the above nebulizers, manufactured since April 1, 2015, was withdrawn, the manufacturer continued to
market the above nebulizers. MHRA also states that the above nebulizers and packaging may have a CE mark; however, this was not obtained through
appropriate regulatory oversight. The manufacturer has not confirmed the information provided in the source material.


Action Needed:
MHRA recommends that you do the following:


● Identify any affected nebulizers in your inventory and patients who use affected nebulizers.
● Advise patients and relevant personnel at your facility to stop using and dispose of affected nebulizers and use alternative nebulizers where


available.
● Report any adverse incidents to MHRA through the Yellow Card scheme ; Welsh customers should follow specific advice for reporting in


Wales in MDA/2004/054 .
 
For Further Information:
AFP Medical
Website: Click here
For technical inquiries to MHRA:
Enitan Taiwo or Emma Rooke
Tel.: (020) 30807122 or (020) 30806609, respectively
E-mail: enitan.taiwo@mhra.gov.uk  or emma.rooke@mhra.gov.uk , respectively
For clinical inquiries to MHRA:
MHRA Devices Clinical Team
Tel: (020) 30807274
E-mail: dct@mhra.gov.uk
Website: Click here
Northern Ireland:
Northern Ireland Adverse Incident Centre
Tel.: (028) 90523868
Email: NIAIC@health-ni.gov.uk
Website: Click here
Scotland:
Incident Reporting and Investigation Centre
Tel.: (0131) 2757575
E-mail: nss.iric@nhs.net
Website: Click here
Wales:
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https://www.gov.uk/drug-device-alerts/aquilon-series-of-nebulisers-ce-mark-withdrawn-and-supply-ceased

https://yellowcard.mhra.gov.uk/

https://yellowcard.mhra.gov.uk/

http://www.wales.nhs.uk/sites3/page.cfm?orgid=465&amp;pid=56203

http://nebulisers-online.co.uk/contact.php

mailto:enitan.taiwo@mhra.gov.uk

mailto:emma.rooke@mhra.gov.uk

mailto:dct@mhra.gov.uk

http://www.mhra.gov.uk/#page=DynamicListMedicines

http://www.mhra.gov.uk/#page=DynamicListMedicines

mailto:NIAIC@health-ni.gov.uk

http://www.dhsspsni.gov.uk/index/hea/niaic.htm

mailto:nss.iric@nhs.net

http://www.hfs.scot.nhs.uk/services/incident-reporting-and-investigation-centre-iric-1/

http://www.hfs.scot.nhs.uk/services/incident-reporting-and-investigation-centre-iric-1/





Healthcare Quality Division, Welsh Government
Tel.: (02920) 823624 or (02920) 825510
E-mail: Haz-Aic@wales.gsi.gov.uk
Inquiries to MHRA should cite reference no. MDA/2018/008 or 2018/001/016/291/008.


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Aquilon series of nebulisers—CE mark withdrawn and supply ceased


[online]. London: Department of Health; 2018 Feb 22 [cited 2018 Feb 22]. (Medical device alert; no. MDA/2018/008). Available from
Internet: Click here .


Comments:


● This alert is a living document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .


Source(s):


● 2018 Feb 22. MHRA MDA. MDA/2018/008 Download
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mailto:Haz-Aic@wales.gsi.gov.uk

https://www.gov.uk/drug-device-alerts/aquilon-series-of-nebulisers-ce-mark-withdrawn-and-supply-ceased

https://www.gov.uk/drug-device-alerts/aquilon-series-of-nebulisers-ce-mark-withdrawn-and-supply-ceased

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/168600/MDA2018008l.pdf



AFHajlan
(A30074) AFP Medical-Aquilon Series Nebulizers.pdf




[High Priority ] - A30086 : IBA—ProteusONE and ProteusPLUS Proteus 235 Proton Therapy Systems: May Not Check the Delta between Patient Positioning
System Positions and Actual Isocenters, Potentially Leading to Incorrect Position without User Notification


[High Priority ] - A30086 : IBA—ProteusONE and ProteusPLUS Proteus 235 Proton Therapy Systems:
May Not Check the Delta between Patient Positioning System Positions and Actual Isocenters,
Potentially Leading to Incorrect Position without User Notification
Medical Device Ongoing Action
Published: Thursday, March 1, 2018


UMDNS Terms:
•  Cyclotrons  [15818]


Product Identifier:
[Capital Equipment]


Product Ion Beam Applications SA
Model Serial No.


Proteus 235 Proton Therapy Systems Beam
Management Systems


ProteusPLUS, ProteusONE PAT.000, PAT.001, PAT.003, PAT.006,
PAT.107, PAT.108, PAT.109, PAT.110,
PAT.111, PAT.112, PAT.113, PAT.114,
PAT.115, SAT.116, SAT.117, SAT.119,
SAT.120, SAT.122, SAT.123, SAT.126,
SAT.132, SAT.133, SBF.101, SBF.105,
SBF.109


Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.


Manufacturer(s): Ion Beam Applications SA Chemin du Cyclotron 3, B-1348 Louvain-la-Neuve, Belgium


Suggested Distribution: Clinical/Biomedical Engineering, Information Technology, Radiation Oncology/Medical Physics


Problem:
In a February 16, 2018, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), IBA states
that the above proton therapy systems may not check the delta of patient positioning system positions and delta of actual isocenters under certain
conditions, potentially leading to patient misalignment. If a patient positioning system position is wrongly prescribed, the user will not be notified. IBA
also states that when creating or importing a treatment plan with multiple isocenters, the user must enter patient positioning system positions manually.
Patient positioning system positions should have a delta between them that is equal to the delta between the positions of the different isocenters. For
example, in the case of two treatment beams with different isocenters positions


● treatment beam 1 with isocenter position (1,1,1)
● treatment beam 2 with isocenter position (3,3,3)


If the patient positioning system position for beam 1 is (0,0,0), then the patient positioning system position for beam 2 should be (2,2,2). The proton
therapy system accepts a plan with multiple isocenters when patient positioning system positions are present, but does not check the consistency of those
positions and the positions of the different isocenters. If a patient positioning system position is wrongly prescribed and the user does not verify patient
positioning with an x-ray image for each treatment beam as recommended in the IBA clinical user guide, any offset is possible (no limit). IBA also states
that versions of Oncology Information System MOSAIQ before 2.60 do not support plans with multiple isocenters. IBA further states that it has received
no reports of patient injury related to this problem. The manufacturer has not confirmed the information  provided in the source material.


Action Needed:
Identify any affected systems in your inventory. If you have affected systems, verify that you have received the February 16, 2018, Urgent Field Safety
Notice letter from IBA. IBA recommends that when using the multiple isocenters workflow, you ensure that the delta between the different patient
positioning system positions corresponds to the delta between the positions of the different isocenters. Complete the reply section of the letter, and return
it to IBA. The firm will implement a check of consistency of the delta between patient positioning system positions and the delta between the positions of
the different isocenters. In case of mismatch, the proton therapy system will warn the user. Notify all relevant personnel at your facility of the information
in the letter.
For Further Information:
Sylviane Berger, IBA customer complaints and vigilance director
Tel.: 32 (10) 203787
IBA Helpdesk
Tel.: 32 (2) 5072081
E-mail: vigilance@iba-group.com
Website: Click here


References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. IBA Dosimetry: ProteusPLUS and ProteusONE [online]. London:


Department of Health; 2018 Feb 26 [cited 2018 Feb 26]. (Field safety notice; reference no. 2018/002/016/291/013). Available from Internet:
Click here .


Comments:


● This alert is a living document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .


Source(s):
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mailto:vigilance@iba-group.com

https://iba-worldwide.com/

https://www.gov.uk/drug-device-alerts/field-safety-notice-19-to-23-february-2018

https://www.gov.uk/drug-device-alerts/field-safety-notice-19-to-23-february-2018

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf





● 2018 Feb 26. MHRA FSN. 2018/002/016/291/013 Download


● 2018 Feb 26. MHRA FSN. IBA Reference No. PR-90463 (includes reply form) Download
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/168789/20180226IBAProteus235SystemsMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/168790/20180216IBAProteus235SystemsMHRA.pdf



AFHajlan
(A30086) IBA-ProteusONE and ProteusPLUS Proteus 235 Proton Therapy Systems.pdf



MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

MYO/Punch; A&E 

Surgical Punch

3/6/2018 Alto Development Corp 2 https

://nc

N/ANew

Ultra Renew, Truth 

Renew, Ultra Renew Plus, 

Truth Renew Plus

3/6/2018 Accord Media, LLC 2 https

://nc

mdr.

N/ANew

Ultrafilter U9000    , 3/8/2018 Baxter Corp Canada FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12261Baxter AGNew

In vitro diagnostic devices

Artisan. 3/6/2018 Dako Denmark A/S FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12237Dar Al-Zahrawi Medical Co. LLCNew

BD OneFlow B-CLPD T1 3/6/2018 Becton Dickinson & Co. (BD) FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12238Becton Dickinson B.V.New

IMMULITE/IMMULITE 

1000 IMMULITE 

2000/IMMULITE 2000 XPi 

Assays  ,

3/7/2018 Siemens Healthcare 

Diagnostics Product

2 https

://nc

mdr.

sfda.

AL-KAMAL ImportUpdate

IMTEC-ß2-Glycoprotein I-

Antibodies IgG

3/8/2018 HUMAN Gesellschaft 

für Biochemica und 

FSN https

://nc

Arabian Trade House 

Est.

New

Lipase assay on RX 

instruments

3/6/2018 Randox Laboratories 

Ltd.

FSN https

://nc

Bio StandardsNew

VITROS DAT 

Performance Verifier

3/11/2018 Ortho-Clinical 

Diagnostics

2 https

://nc

Samir Photographic 

Supplies Co. Ltd.

New

Wiener Lab CHAGATEST 

ELISA RECOMBINANTE V. 

3.0

3/11/2018 Wiener Laboratories 2 https

://nc

mdr.

N/ANew

Non-active implantable devices

AIM Tibial Nail 3/7/2018 Zimmer Biomet, Inc. FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12253Isam Economic Co.New

Concorde Lift 3/7/2018 DePuy Ireland UC 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12250Johnson & Johnson Medical Saudi Arabia LimitedNew

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12245
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12246
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12261
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12237
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12238
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12254
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12262
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12239
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12266
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12264
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12253
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12250


MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

CORAIL Cementless 

Femoral Stem HA coated, 

12/14 AMT, 135°, 

Standard, No Collar, Size 

12

3/7/2018 DePuy Ireland UC FSN https

://nc

mdr.

sfda.

gov.s

Johnson & Johnson 

Medical Saudi Arabia 

Limited

New

Cordis S.M.A.R.T.® Flex 

Vascular Stent System.

3/7/2018 Cordis Corporation FSN https

://nc

ABDULREHMAN AL 

GOSAIBI GTB

Update

INNEX TIB INSERT FIXUC 

L112.5 and Modular 

Bipolar

3/7/2018 Zimmer Biomet, Inc. FSN https

://nc

mdr.

Isam Economic Co.New

ORTHOPEDIC MANUAL 

SURGICAL INSTRUMENT

3/6/2018 Howmedica Osteonics 

Corp.

2 https

://nc

Zimmo Trading 

Establishment.

New

OTTO BOCK Kenevo 

knee joints

3/6/2018 Otto Bock Healthcare 

Products GmbH

2 https

://nc

Al Gaim Comm. Est.New

SpF Implantable Spinal 

Fusion Stimulators and 

EBI OsteoGen 

Implantable Bone 

Growth Stimulators

3/5/2018 Zimmer Biomet, Inc. 2 Attac

hed

Isam Economic Co.# New

staple, implantable, Endo 

GIA

3/11/2018 Medtronic SA 2 https

://nc

Medtronic Saudi ArabiaNew

StrykeFlow 2 

suction/irrigator, 

STRYKER WEDGE, ACL 

DISPOSABLE , STRYKER 

CASSETTE PUMP

3/7/2018 Stryker Communications 2 https

://nc

mdr.

sfda.

gov.s

Al-Faisaliah Medical 

System

New

VEGA PS TIBIA-PROBE-

/PRÄPARIERPLAT.T4

3/5/2018 Aesculap FSN Attac

hed

Gulf Medical Co.# Update

Reusable devices

HACTIV Calcar reamers 3/8/2018 Evolutis 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12259N/ANew

Single-use devices

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12258
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12251
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12252
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12242
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12240
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12267
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12249
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12259



[High Priority ] - A30094 : Zimmer Biomet—SpF Implantable Spinal Fusion Stimulators and EBI OsteoGen Implantable Bone Growth Stimulators: Lack of
Adequate Cleaning Validation� May Lead to Chemical Residues Remaining on Implantable Units


[High Priority ] - A30094 : Zimmer Biomet—SpF Implantable Spinal Fusion Stimulators and EBI
OsteoGen Implantable Bone Growth Stimulators: Lack of Adequate Cleaning Validation� May Lead
to Chemical Residues Remaining on Implantable Units
Medical Device Ongoing Action
Published: Wednesday, February 28, 2018


UMDNS Terms:
•  Stimulators, Electrical, Spinal Cord [18469]


Product Identifier:
[Consumable]


Product Zimmer Biomet
Item No. Serial No.


SpF-PLUS 60/W Implantable Stimulator 10-1398W 409175, 409176, 409177, 409178,
409179, 409180, 409181, 409182,
409200, 409201, 409202, 409203,
409204, 409205, 409206, 409207,
409208, 409209, 409437, 409438,
409439, 409440, 409441, 409462,
409463, 409464, 409465, 409466,
409467, 409468, 409469, 409470,
409471, 409472, 409473, 409474,
409475, 409476, 409684, 409685,
409686, 409687, 409688, 409751,
409752, 409753, 409754, 409755,
409756, 409757, 409758, 409759,
409760


SpF-PLUS Implantable Stimulator 10-1398M 408239, 408240, 408241, 408242,
408243, 408244, 408245, 408246,
408247, 408248, 408249, 408250,
408251, 408252, 408253, 408254,
408255, 408256, 408257, 408258,
408259, 408260, 408261, 408262,
408263, 408264, 408265, 408266,
408267, 408268, 408269, 408270,
408463, 408464, 408465, 408466,
408467, 408468, 408469, 408470,
408471, 408472, 408473, 408474,
408475, 408476, 408477, 408478,
408479, 408480, 408481, 408482,
408483, 408484, 408485, 408486,
408487, 408488, 408489, 408490,
408491, 408492, 408493, 408494,
408495, 408496, 408497, 408498,
408499, 408500, 408501, 408502,
408503, 408504, 408505, 408506,
408507, 408508, 408509, 408510,
408511, 408512, 408513, 408514,
408515, 408516, 408517, 408518,
408519, 408520, 408521, 408522,
408523, 408716, 408717, 408718,
408719, 408720, 408721, 408722,
408723, 408724, 408725, 408726,
408727, 408728, 408743, 408744,
408745, 408746, 408747, 408748,
408749, 408750, 408751, 408752,
408753, 408754, 408755, 408756,
408757, 408758, 408759, 408760,
408761, 408762, 408763, 408764,
408765, 408766, 408767, 408768,
408769, 408770, 408771, 408772,
408773, 408774, 408775, 408967,
408968, 408969, 408970, 408995,
408996, 408997, 408998, 408999,
409001, 409002, 409003, 409004,
409005, 409006, 409007, 409008,
409009, 409010, 409011, 409012,
409013, 409014, 409015, 409016,
409017, 409018, 409019, 409020,
409021, 409022, 409023, 409024,
409025, 409026, 409027, 409028,
409244, 409245, 409246, 409247,
409248, 409272, 409273, 409274,
409275, 409276, 409277, 409278,
409279, 409280, 409281, 409282,
409283, 409284, 409285, 409286,
409287, 409288, 409289, 409290,
409291, 409292, 409293, 409294,
409295, 409296, 409297, 409298,
409300, 409301, 409302, 409303,
409304, 409305, 409516, 409517,
409518, 409519, 409520, 409544,
409545, 409546, 409547, 409548,
409549, 409550, 409551, 409552,
409553, 409554, 409555, 409556,
409557, 409558, 409559, 409560,
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409561, 409562, 409563, 409564,
409565, 409566, 409567, 409568,
409569, 409570, 409571, 409572,
409573, 409574, 409575, 409576,
409781, 409782, 409783, 409785,
409809, 409810, 409811, 409812,
409813, 409814, 409815, 409816,
409817, 409818, 409819, 409820,
409821, 409822, 409823, 409824,
409825, 409826, 409827, 409828,
409829, 409830, 409831, 409832,
409833, 409834, 409835, 409836,
409837, 409838, 409839, 409840,
409841, 409993, 409994, 410039,
410040, 410041, 410042, 410043,
410069, 410070, 410071, 410072,
410073, 410074, 410075, 410076,
410077, 410078, 410079, 410080,
410081, 410082, 410083, 410084,
410085, 410086, 410087, 410088,
410089, 410090, 410091, 410092,
410093, 410094, 410095, 410096,
410098, 410099, 410100, 410101,
410102, 408271, 408272, 408273,
408274, 408275, 408276, 408277,
408278, 408279, 408280, 408281,
408282, 408283, 408284, 408285,
408286, 408287, 408288, 408289,
408290, 408291, 408292, 408293,
408294, 408295, 408296, 408297,
408298, 408299, 408300, 408301,
408302, 408303, 408304, 408305,
408306, 408307, 408308, 408309,
408310, 408311, 408312, 408313,
408314, 408315, 408316, 408317,
408524, 408525, 408526, 408527,
408528, 408529, 408530, 408531,
408532, 408533, 408534, 408535,
408536, 408537, 408538, 408539,
408540, 408541, 408542, 408544,
408545, 408546, 408547, 408548,
408549, 408550, 408551, 408552,
408553, 408554, 408555, 408556,
408557, 408558, 408559, 408560,
408561, 408562, 408563, 408564,
408565, 408566, 408567, 408568,
408569, 408570, 408571, 408776,
408777, 408778, 408779, 408780,
408781, 408782, 408783, 408784,
408785, 408786, 408787, 408788,
408789, 408790, 408791, 408792,
408793, 408794, 408795, 408796,
408798, 408800, 408801, 408802,
408803, 408804, 408805, 408806,
408807, 408808, 408809, 408810,
408811, 408812, 408813, 408814,
408815, 408816, 408817, 408818,
408819, 408820, 408821, 408822,
408823, 408824, 409029, 409030,
409031, 409032, 409033, 409034,
409037, 409038, 409039, 409041,
409042, 409046, 409048, 409049,
409051, 409052, 409053, 409054,
409055, 409056, 409057, 409058,
409059, 409060, 409061, 409062,
409063, 409064, 409065, 409066,
409067, 409068, 409069, 409070,
409071, 409072, 409074, 409075,
409076, 409077, 409078, 409079,
409080, 409081, 409082, 409083,
409084, 409306, 409307, 409308,
409309, 409310, 409311, 409312,
409313, 409314, 409315, 409316,
409317, 409318, 409319, 409320,
409321, 409322, 409323, 409324,
409325, 409326, 409327, 409328,
409329, 409330, 409331, 409332,
409333, 409334, 409335, 409336,
409337, 409338, 409339, 409340,
409341, 409342, 409343, 409344,
409345, 409346, 409347, 409348,
409349, 409350, 409351, 409352,
409577, 409578, 409579, 409580,
409581, 409582, 409583, 409584,
409585, 409586, 409587, 409588,
409589, 409590, 409591, 409592,
409593, 409594, 409595, 409596,
409597, 409598, 409599, 409600,
409601, 409602, 409603, 409604,
409605, 409606, 409607, 409608,
409609, 409610, 409611, 409612,
409613, 409614, 409615, 409616,
409617, 409618, 409619, 409620,
409621, 409622, 409623, 409842,
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409843, 409844, 409845, 409846,
409847, 409848, 409849, 409850,
409851, 409852, 409853, 409854,
409855, 409856, 409857, 409858,
409859, 409860, 409861, 409862,
409863, 409864, 409865, 409866,
409867, 409868, 409869, 409870,
409871, 409872, 409873, 409874,
409875, 409876, 409877, 409878,
409879, 409880, 409881, 409882,
409883, 409884, 409885, 409886,
409887, 409888, 410103, 410104,
410105, 410106, 410107, 410108,
410109, 410110, 410111, 410112,
410113, 410114, 410115, 410116,
410117, 410118, 410119, 410120,
410121, 410122, 410123, 410124,
410125, 410126, 410127, 410129,
410130, 410131, 410132, 410133,
410134, 410135, 410136, 410137,
410138, 410139, 410140, 410141,
410142, 410143, 410144, 410145,
410146, 410147, 410148, 410149,
410150, 408729, 408730, 408731,
408732, 408733, 408734, 408735,
408736, 408737, 408738, 408739,
408740, 408741, 408742, 408971,
408972, 408973, 408974, 408975,
408976, 408978, 408979, 408980,
408981, 408982, 408983, 408984,
408985, 408986, 408987, 408988,
408989, 408990, 408991, 408992,
408993, 408994, 409249, 409250,
409251, 409252, 409253, 409254,
409255, 409256, 409257, 409258,
409995, 409996, 409997, 409998,
410000, 410001, 410002, 410003,
410004, 410005, 410006, 410007,
410008, 410009, 410011, 410012,
410013, 410014, 410015, 410016,
410018, 410019, 410020, 410021,
410022, 410023, 410024, 410025,
410026, 410027, 410028, 410029,
410030, 410031, 410032, 410033,
410034, 410036, 410037, 410038,
409728, 409729, 409730, 409731,
409732, 409733, 409734, 408318,
408319, 408320, 408321, 408322,
408323, 408324, 408325, 408326,
408327, 408328, 408329, 408330,
408331, 408332, 408333, 408334,
408335, 408336, 408338, 408339,
408340, 408341, 408342, 408343,
408344, 408345, 408346, 408347,
408348, 408349, 408350, 408351,
408352, 408353, 408354, 408355,
408356, 408357, 408358, 408359,
408360, 408361, 408362, 408363,
408364, 408365, 408572, 408573,
408574, 408575, 408576, 408577,
408578, 408579, 408580, 408581,
408582, 408583, 408584, 408585,
408586, 408587, 408588, 408589,
408590, 408591, 408592, 408593,
408594, 408595, 408596, 408597,
408598, 408599, 408600, 408601,
408602, 408603, 408604, 408605,
408606, 408607, 408608, 408609,
408610, 408611, 408612, 408613,
408614, 408615, 408616, 408617,
408618, 408825, 408826, 408827,
408828, 408829, 408830, 408831,
408832, 408833, 408834, 408835,
408836, 408837, 408838, 408839,
408840, 408841, 408842, 408843,
408844, 408845, 408846, 408847,
408848, 408849, 408850, 408851,
408852, 408853, 408854, 408855,
408856, 408857, 408858, 408859,
408860, 408861, 408862, 408863,
408864, 408865, 408866, 408867,
408868, 408869, 408870, 408871,
409085, 409086, 409087, 409088,
409089, 409090, 409091, 409092,
409093, 409094, 409095, 409096,
409097, 409098, 409099, 409100,
409101, 409102, 409103, 409104,
409105, 409106, 409107, 409108,
409109, 409110, 409111, 409112,
409113, 409114, 409115, 409116,
409117, 409118, 409119, 409120,
409121, 409122, 409123, 409124,
409125, 409126, 409127, 409128,
409129, 409130, 409131, 409353,
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409354, 409355, 409356, 409357,
409358, 409359, 409360, 409361,
409362, 409363, 409364, 409365,
409366, 409367, 409368, 409369,
409370, 409371, 409372, 409373,
409374, 409375, 409376, 409377,
409378, 409379, 409380, 409381,
409382, 409383, 409384, 409385,
409386, 409387, 409388, 409389,
409390, 409391, 409392, 409393,
409394, 409395, 409396, 409397,
409398, 409399, 409624, 409625,
409626, 409627, 409628, 409629,
409630, 409631, 409632, 409633,
409634, 409635, 409636, 409637,
409638, 409639, 409640, 409641,
409642, 409643, 409644, 409645,
409646, 409647, 409648, 409649,
409650, 409651, 409652, 409653,
409654, 409655, 409656, 409657,
409658, 409659, 409660, 409661,
409662, 409663, 409664, 409665,
409666, 409667, 409668, 409669,
409670, 409889, 409890, 409891,
409892, 409893, 409894, 409895,
409896, 409897, 409898, 409899,
409900, 409901, 409902, 409903,
409904, 409905, 409906, 409907,
409908, 409909, 409910, 409911,
409912, 409913, 409914, 409916,
409917, 409918, 409919, 409920,
409921, 409922, 409923, 409924,
409925, 409926, 409928, 409929,
409930, 409931, 409932, 409933,
409934, 409935, 409936, 409937,
410151, 410152, 410153, 410154,
410155, 410156, 410157, 410158,
410159, 410160, 410161, 410162,
410163, 410164, 410165, 410166,
410167, 410168, 410169, 410170,
410171, 410172, 410173, 410174,
410175, 410176, 410177, 410178,
410179, 410180, 410181, 409490,
409491, 409492, 409493, 409494,
409495, 409496, 409497, 409498,
409499, 409500, 409501, 409502,
409503, 408441, 409233, 409259,
409260, 409261, 409262, 409263,
409264, 409265, 409266, 409267,
409268, 409269, 409270, 409271,
409521, 409522, 409523, 409524,
409525, 409526, 409527, 409528,
409529, 409530, 409531, 409532,
409533, 409534, 409535, 409536,
409537, 409538, 409539, 409540,
409541, 409542, 409543, 409786,
409787, 409788, 409789, 409790,
409791, 409792, 409793, 409794,
409795, 409796, 409735, 409736,
409737, 409738, 409739, 409740,
409741, 409742, 409743, 409744,
409745, 409746, 409747, 409748,
409749, 409750, 409761, 409762,
409763, 409764, 409765, 409766,
409768, 409769, 409770, 409771,
409772, 409773, 409774, 409775,
409776, 409777, 409778, 409779,
409780, 409505, 409506, 409507,
409508, 409509, 409511, 409512,
409513, 409514, 409515, 409504,
409485, 408366, 408367, 408368,
408369, 408370, 408371, 408372,
408373, 408374, 408375, 408376,
408377, 408378, 408379, 408380,
408381, 408382, 408383, 408384,
408385, 408386, 408387, 408388,
408389, 408390, 408391, 408392,
408393, 408394, 408395, 408397,
408398, 408399, 408400, 408401,
408402, 408403, 408404, 408405,
408406, 408407, 408408, 408409,
408410, 408411, 408412, 408414,
408619, 408620, 408621, 408622,
408623, 408624, 408625, 408626,
408627, 408628, 408629, 408630,
408631, 408632, 408633, 408634,
408635, 408636, 408637, 408638,
408639, 408640, 408641, 408642,
408643, 408644, 408645, 408646,
408647, 408648, 408649, 408650,
408651, 408652, 408653, 408654,
408655, 408656, 408658, 408659,
408660, 408661, 408662, 408663,
408664, 408665, 408666, 408872,
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408873, 408874, 408875, 408876,
408877, 408878, 408879, 408880,
408881, 408882, 408883, 408884,
408885, 408886, 408887, 408888,
408889, 408890, 408891, 408892,
408893, 408894, 408895, 408896,
408897, 408898, 408899, 408900,
408901, 408902, 408903, 408904,
408905, 408906, 408907, 408908,
408909, 408910, 408911, 408912,
408913, 408914, 408915, 408916,
408917, 408918, 409132, 409133,
409134, 409135, 409136, 409137,
409138, 409139, 409140, 409141,
409142, 409143, 409144, 409145,
409146, 409147, 409148, 409149,
409150, 409151, 409152, 409153,
409154, 409155, 409156, 409157,
409158, 409159, 409160, 409161,
409162, 409163, 409164, 409165,
409166, 409167, 409168, 409169,
409170, 409171, 409172, 409173,
409174, 409183, 409184, 409185,
409186, 409400, 409401, 409402,
409403, 409404, 409405, 409406,
409407, 409408, 409409, 409410,
409411, 409412, 409413, 409414,
409415, 409416, 409417, 409418,
409419, 409420, 409421, 409422,
409423, 409424, 409425, 409426,
409427, 409428, 409429, 409430,
409431, 409433, 409434, 409435,
409436, 409442, 409443, 409444,
409445, 409446, 409447, 409448,
409449, 409450, 409451, 409452,
409671, 409672, 409673, 409674,
409675, 409676, 409677, 409678,
409679, 409680, 409681, 409682,
409683, 409689, 409690, 409691,
409692, 409693, 409694, 409695,
409696, 409697, 409698, 409699,
409700, 409701, 409702, 409703,
409704, 409705, 409706, 409707,
409708, 409709, 409710, 409711,
409712, 409713, 409714, 409715,
409716, 409717, 409718, 409719,
409720, 409721, 409722, 409938,
409940, 409941, 409942, 409943,
409944, 409945, 409946, 409947,
409948, 409949, 409950, 409951,
409952, 409953, 409954, 409955,
409956, 409957, 409958, 409959,
409960, 409961, 409962, 409963,
409964, 409966, 409967, 409968,
409970, 409971, 409972, 409973,
409974, 409975, 409976, 409977,
409978, 409979, 409980, 409981,
409982, 409983, 409984, 409985,
409986, 409987, 409234, 409235,
409236, 409237, 409238, 409239,
409240, 409241, 409242, 409243,
409222, 409223, 409224, 408944,
408945, 408946, 408693, 408694,
408695, 408955, 408956, 408957,
408958, 408959, 408960, 408961,
408962, 408963, 408964, 408965,
408966, 409225, 409226, 409227,
409228, 409229, 409230, 409231,
409232, 409192, 409193, 409194,
409195, 409196, 409197, 409198,
409199, 409797, 409798, 409799,
409800, 409801, 409802, 409803,
409804, 409805, 409806, 409807,
409808, 410044, 410045, 410046,
410047, 410048, 410049, 410050,
410051, 410052, 410053, 410054,
410055, 410056, 410057, 410058,
410061, 410062, 410063, 410064,
410065, 410066, 410067, 410068,
409458, 409459, 409460, 409461,
409477, 409478, 409479, 409480,
409481, 409482, 409483, 409484,
409486, 409487, 409488, 409489,
408704, 408705, 408706, 408707,
408708, 408709, 408710, 408711,
408712, 408713, 408714, 408715,
408947, 408948, 408949, 408950,
408951, 408952, 408953, 408954,
408451, 408452, 408453, 408454,
408455, 408456, 408457, 408458,
408459, 408460, 408461, 408462,
408696, 408697, 408698, 408699,
408700, 408701, 408702, 408703,
409218, 409219, 409220, 408415,
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408416, 408417, 408418, 408419,
408420, 408421, 408422, 408423,
408424, 408425, 408426, 408667,
408668, 408669, 408670, 408671,
408672, 408673, 408674, 408675,
408676, 408677, 408678, 408919,
408920, 408921, 408922, 408923,
408924, 408925, 408926, 408927,
408928, 408929, 408930, 409187,
409188, 409189, 409190, 409191,
408438, 408439, 408440, 409215,
408933, 408429, 408427, 409453,
409454, 409455, 409456, 409457,
408691, 408692, 408442, 408432,
408433, 408681, 409723, 409724,
409725, 409726, 409727, 408942,
408943, 409216, 408684, 408685,
408428, 409988, 409989, 409990,
409991, 409992, 408689, 408690,
408435, 408936, 408937, 408680,
409210, 409211, 409212, 409213,
409214, 408940, 408941, 408687,
408430, 408431, 408932, 408443,
408444, 408445, 408446, 408447,
408436, 408437, 408434, 408682,
408683, 408679, 409221, 408448,
408449, 408450, 409217, 408938,
408939, 408686, 408934, 408935,
408931


SpF-XL llB 2/DW Implantable Stimulator 10-1335W 222717, 222718, 222719, 222720,
222721, 222722, 222723, 222724,
222725, 222807, 222808, 222809,
222810, 222811, 222812, 222813,
222819, 222954, 222955, 222956,
222957, 222958, 222960, 222961,
222962, 222963, 223150, 223151,
223152, 223153, 223154, 223155,
223156, 223157, 223158, 223159,
223160, 223166, 223167, 223168,
223169, 223182, 223183, 223184,
223185, 223186, 223187, 223188,
223190, 223191, 223201, 223202,
223203, 223301, 223302, 223303,
223304, 223305, 223306, 223307,
223308, 223309, 223310, 223311,
223312, 223313, 223318, 223319,
223320, 223331, 223332, 223333,
223334, 223377, 223378, 223379,
223380, 223381, 223382, 223383,
223384, 223385, 223386, 223387,
223388, 223389, 223390, 223451,
223452, 223453, 223454, 223455,
223456, 223457, 223458, 223459,
223460, 223461, 223462, 223463,
223464, 223465, 223491, 223492,
223493, 223494, 223495, 223604,
223605, 223606, 223607, 223608,
223609, 223610, 223611, 223612,
223614, 223615, 223616, 223617,
223618, 223619, 223620, 223621,
223622, 223623, 224081, 224082,
224083, 224084, 224085, 224086,
224087, 224088, 224089, 224090,
224091, 224092, 224093, 224094,
224095, 224096, 224097, 224098,
224099, 224100, 224101, 224102,
224103, 224104, 224105, 224106,
224107, 224108, 224109, 224110,
224203, 224204, 224205, 224206,
224207, 224208, 224210, 224212,
224213, 224214, 224215, 224283,
224284, 224285, 224286, 224287,
224288, 224289, 224290, 224291,
224292, 224293, 224294, 224295,
224296, 224508, 224510, 224511,
224512, 224513, 224514, 224515,
224516, 224517, 224518, 224519,
224520, 224528, 224529, 224530,
224531, 224532, 224533, 224534,
224535, 224536, 224537, 224538,
224539, 224540, 224541, 224542,
224543, 224544, 224545, 224546,
224547, 224568, 224569, 224570,
224571, 224572, 224573, 224574,
224575


SpF-XL llB 2/DM Implantable Stimulator 10-1335M 222677, 222678, 222679, 222680,
222681, 222682, 222683, 222684,
222872, 222873, 222874, 222875,
222876, 222877, 222878, 222879,
222880, 223057, 223058, 223059,
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223060, 223061, 223062, 223063,
223065, 223066, 223266, 223267,
223268, 223269, 223270, 223271,
223272, 223273, 223274, 223487,
223488, 223489, 223490, 223496,
223497, 223498, 223499, 223500,
223688, 223689, 223690, 223691,
223692, 223693, 223694, 223695,
223696, 223866, 223867, 223868,
223869, 223870, 223871, 223872,
223873, 223874, 224043, 224044,
224045, 224046, 224047, 224048,
224049, 224050, 224051, 224264,
224265, 224266, 224267, 224268,
224269, 224270, 224271, 224272,
224458, 224459, 224460, 224461,
224462, 224463, 224464, 224465,
224466, 222685, 222686, 222689,
222690, 222691, 222692, 222693,
222694, 222695, 222696, 222697,
222698, 222699, 222700, 222701,
222702, 222703, 222704, 222705,
222706, 222707, 222708, 222709,
222710, 222711, 222712, 222713,
222714, 222715, 222716, 222726,
222727, 222728, 222729, 222730,
222731, 222732, 222733, 222734,
222735, 222736, 222737, 222738,
222739, 222740, 222741, 222742,
222881, 222882, 222883, 222884,
222885, 222886, 222887, 222888,
222889, 222890, 222891, 222892,
222893, 222894, 222895, 222896,
222897, 222898, 222899, 222900,
222901, 222902, 222903, 222904,
222905, 222906, 222907, 222908,
222909, 222910, 222911, 222912,
222913, 222914, 222915, 222916,
222917, 222918, 222919, 222920,
222921, 222922, 222923, 222924,
222925, 222926, 222927, 223067,
223068, 223069, 223070, 223071,
223072, 223073, 223074, 223075,
223076, 223077, 223078, 223079,
223080, 223081, 223082, 223083,
223084, 223085, 223086, 223087,
223088, 223089, 223090, 223091,
223092, 223093, 223094, 223095,
223096, 223097, 223098, 223099,
223100, 223101, 223103, 223104,
223105, 223106, 223107, 223108,
223109, 223110, 223111, 223112,
223113, 223114, 223275, 223276,
223277, 223278, 223279, 223280,
223281, 223282, 223283, 223284,
223285, 223286, 223287, 223288,
223289, 223290, 223291, 223292,
223293, 223294, 223295, 223296,
223297, 223298, 223299, 223300,
223314, 223315, 223316, 223317,
223318, 223319, 223320, 223321,
223322, 223323, 223324, 223325,
223326, 223327, 223328, 223329,
223330, 223335, 223336, 223337,
223338, 223501, 223502, 223503,
223504, 223505, 223506, 223507,
223508, 223509, 223510, 223511,
223512, 223513, 223514, 223515,
223516, 223517, 223518, 223519,
223520, 223521, 223522, 223523,
223524, 223525, 223526, 223527,
223528, 223529, 223530, 223531,
223532, 223533, 223534, 223535,
223536, 223537, 223538, 223539,
223540, 223541, 223542, 223543,
223544, 223545, 223546, 223547,
223697, 223698, 223699, 223700,
223701, 223702, 223703, 223704,
223705, 223706, 223707, 223708,
223709, 223710, 223711, 223712,
223713, 223714, 223715, 223716,
223717, 223718, 223719, 223720,
223721, 223722, 223723, 223724,
223725, 223726, 223727, 223728,
223729, 223730, 223731, 223732,
223733, 223734, 223735, 223736,
223737, 223738, 223739, 223740,
223741, 223742, 223743, 223875,
223876, 223877, 223878, 223879,
223880, 223881, 223882, 223883,
223884, 223885, 223886, 223887,
223888, 223889, 223890, 223891,
223892, 223893, 223894, 223895,
223896, 223897, 223898, 223899,
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223900, 223901, 223902, 223903,
223904, 223905, 223906, 223907,
223908, 223909, 223910, 223911,
223912, 223913, 223914, 223915,
223916, 223917, 223919, 223920,
223921, 223922, 224052, 224053,
224054, 224055, 224056, 224057,
224058, 224059, 224060, 224061,
224062, 224063, 224064, 224065,
224066, 224067, 224068, 224069,
224070, 224071, 224072, 224073,
224074, 224075, 224076, 224077,
224078, 224079, 224080, 224111,
224112, 224113, 224114, 224115,
224116, 224117, 224118, 224119,
224120, 224121, 224122, 224123,
224124, 224125, 224126, 224127,
224128, 224273, 224274, 224275,
224276, 224277, 224278, 224279,
224280, 224281, 224282, 224297,
224298, 224299, 224300, 224301,
224302, 224303, 224304, 224305,
224306, 224307, 224308, 224309,
224310, 224311, 224312, 224313,
224314, 224315, 224316, 224317,
224318, 224319, 224320, 224321,
224322, 224323, 224324, 224325,
224326, 224327, 224328, 224329,
224330, 224331, 224332, 224333,
224468, 224469, 224471, 224472,
224473, 224474, 224475, 224476,
224478, 224479, 224480, 224481,
224482, 224483, 224484, 224485,
224486, 224487, 224488, 224489,
224490, 224491, 224492, 224493,
224494, 224495, 224496, 224498,
224499, 224500, 224501, 224502,
224503, 224504, 224505, 224506,
224507, 224509, 224521, 224522,
224523, 224524, 224525, 224526,
224527, 224548, 224549, 222743,
222744, 222745, 222746, 222747,
222748, 222749, 222750, 222751,
222752, 222753, 222754, 222755,
222756, 222757, 222758, 222759,
222760, 222761, 222762, 222763,
222764, 222765, 222766, 222767,
222768, 222769, 222770, 222771,
222772, 222773, 222774, 222775,
222776, 222777, 222778, 222779,
222780, 222781, 222782, 222783,
222784, 222785, 222786, 222787,
222788, 222789, 222928, 222929,
222930, 222931, 222932, 222933,
222934, 222935, 222936, 222937,
222938, 222939, 222940, 222941,
222942, 222943, 222944, 222945,
222946, 222947, 222948, 222949,
222950, 222951, 222952, 222953,
222964, 222965, 222966, 222967,
222968, 222969, 222970, 222971,
222972, 222973, 222974, 222975,
222976, 222977, 222978, 222979,
222980, 222981, 222982, 222983,
222984, 223115, 223116, 223117,
223118, 223119, 223120, 223121,
223122, 223123, 223124, 223125,
223126, 223127, 223128, 223130,
223131, 223132, 223133, 223134,
223135, 223136, 223137, 223138,
223139, 223140, 223141, 223142,
223143, 223144, 223145, 223146,
223147, 223148, 223149, 223161,
223162, 223163, 223164, 223165,
223170, 223171, 223172, 223173,
223174, 223175, 223176, 223177,
223339, 223340, 223341, 223342,
223343, 223344, 223345, 223346,
223347, 223348, 223349, 223350,
223351, 223352, 223353, 223354,
223355, 223356, 223357, 223358,
223359, 223360, 223361, 223362,
223363, 223364, 223365, 223366,
223367, 223368, 223369, 223370,
223371, 223372, 223373, 223374,
223375, 223376, 223391, 223392,
223393, 223394, 223395, 223396,
223397, 223398, 223399, 223548,
223549, 223550, 223551, 223552,
223553, 223554, 223555, 223556,
223557, 223558, 223559, 223560,
223561, 223562, 223563, 223564,
223565, 223566, 223567, 223568,
223569, 223570, 223571, 223572,
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223573, 223574, 223575, 223576,
223577, 223579, 223580, 223581,
223582, 223583, 223584, 223585,
223586, 223587, 223588, 223589,
223590, 223591, 223592, 223593,
223594, 223595, 223744, 223745,
223746, 223747, 223748, 223749,
223750, 223751, 223752, 223753,
223754, 223755, 223756, 223757,
223758, 223759, 223760, 223761,
223762, 223763, 223764, 223765,
223766, 223767, 223768, 223769,
223770, 223771, 223772, 223773,
223774, 223775, 223776, 223777,
223778, 223779, 223780, 223781,
223782, 223783, 223784, 223785,
223786, 223787, 223788, 223789,
223790, 223923, 223924, 223925,
223926, 223927, 223928, 223929,
223930, 223931, 223932, 223933,
223934, 223935, 223936, 223937,
223938, 223939, 223940, 223941,
223942, 223943, 223944, 223945,
223946, 223947, 223948, 223949,
223950, 223951, 223952, 223953,
223954, 223955, 223956, 223957,
223958, 223959, 223960, 223961,
223962, 223963, 223964, 223965,
223966, 223967, 223968, 223969,
224129, 224130, 224131, 224132,
224133, 224134, 224135, 224136,
224137, 224138, 224139, 224140,
224141, 224142, 224143, 224144,
224145, 224146, 224147, 224149,
224150, 224151, 224152, 224153,
224154, 224155, 224156, 224157,
224158, 224159, 224160, 224161,
224162, 224163, 224164, 224165,
224166, 224167, 224168, 224169,
224170, 224171, 224172, 224173,
224174, 224175, 224176, 224334,
224335, 224336, 224337, 224338,
224339, 224340, 224341, 224342,
224343, 224344, 224345, 224346,
224347, 224348, 224349, 224350,
224351, 224352, 224353, 224354,
224355, 224356, 224357, 224358,
224359, 224360, 224361, 224362,
224363, 224364, 224365, 224366,
224367, 224368, 224369, 224370,
224371, 224372, 224373, 224374,
224375, 224376, 224377, 224378,
224379, 224380, 224550, 224551,
224552, 224553, 224554, 224555,
224556, 224557, 224558, 224559,
224560, 224561, 224562, 224563,
224564, 224565, 224566, 224567,
224576, 224577, 224578, 224580,
224581, 224582, 224583, 224584,
224585, 224586, 224587, 224588,
224589, 224590, 224591, 224592,
224594, 224595, 224596, 224597,
224598, 224599, 224600, 224601,
224602, 224603, 224604, 224605,
224606, 222790, 222791, 222792,
222793, 222794, 222795, 222796,
222797, 222798, 222799, 222800,
222801, 222802, 222803, 222804,
222805, 222814, 222815, 222816,
222817, 222818, 222820, 222821,
222822, 222823, 222824, 222825,
222826, 222827, 222828, 222829,
222830, 222831, 222832, 222833,
222834, 222835, 222836, 222837,
222838, 222839, 222840, 222841,
222842, 222843, 222844, 222845,
222985, 222986, 222987, 222988,
222989, 222990, 222991, 222992,
222993, 222994, 222995, 222996,
222997, 222998, 222999, 223000,
223001, 223002, 223003, 223004,
223005, 223006, 223007, 223008,
223009, 223010, 223011, 223012,
223013, 223014, 223015, 223016,
223017, 223018, 223019, 223020,
223021, 223022, 223023, 223024,
223025, 223026, 223027, 223028,
223029, 223030, 223031, 223179,
223180, 223181, 223192, 223193,
223194, 223195, 223196, 223197,
223198, 223199, 223200, 223204,
223205, 223206, 223207, 223208,
223209, 223210, 223211, 223212,
223213, 223214, 223215, 223216,
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223217, 223218, 223219, 223220,
223221, 223222, 223223, 223224,
223225, 223226, 223227, 223229,
223230, 223231, 223232, 223233,
223234, 223235, 223236, 223238,
223239, 223240, 223400, 223401,
223402, 223403, 223404, 223405,
223406, 223407, 223408, 223409,
223410, 223411, 223412, 223413,
223414, 223415, 223416, 223417,
223418, 223419, 223420, 223421,
223422, 223423, 223424, 223425,
223426, 223427, 223428, 223429,
223430, 223431, 223432, 223433,
223434, 223435, 223436, 223437,
223438, 223439, 223440, 223441,
223442, 223443, 223444, 223445,
223446, 223596, 223597, 223598,
223599, 223600, 223601, 223602,
223603, 223624, 223625, 223626,
223627, 223628, 223629, 223630,
223631, 223632, 223633, 223634,
223635, 223636, 223637, 223638,
223639, 223640, 223641, 223642,
223643, 223644, 223645, 223646,
223647, 223648, 223649, 223650,
223651, 223652, 223653, 223654,
223655, 223656, 223657, 223658,
223659, 223660, 223661, 223662,
223791, 223792, 223793, 223794,
223795, 223796, 223797, 223798,
223799, 223800, 223801, 223802,
223803, 223804, 223805, 223806,
223807, 223808, 223809, 223810,
223811, 223812, 223813, 223814,
223815, 223816, 223817, 223818,
223820, 223821, 223822, 223823,
223824, 223825, 223826, 223827,
223828, 223829, 223830, 223831,
223832, 223833, 223834, 223835,
223836, 223837, 223838, 224177,
224178, 224179, 224181, 224182,
224183, 224184, 224185, 224186,
224187, 224188, 224189, 224190,
224191, 224192, 224193, 224194,
224195, 224196, 224197, 224198,
224199, 224200, 224201, 224202,
224216, 224217, 224218, 224219,
224220, 224221, 224222, 224223,
224224, 224225, 224226, 224227,
224228, 224229, 224230, 224231,
224232, 224233, 224234, 224235,
224236, 224237, 224381, 224382,
224383, 224384, 224385, 224386,
224387, 224388, 224389, 224390,
224391, 224392, 224393, 224394,
224395, 224396, 224397, 224398,
224399, 224400, 224401, 224402,
224403, 224404, 224405, 224406,
224407, 224408, 224409, 224412,
224413, 224414, 224415, 224416,
224417, 224418, 224419, 224420,
224421, 224422, 224423, 224424,
224425, 224427, 224428, 224429,
224431, 224607, 224608, 224609,
224610, 224611, 224612, 224613,
224614, 224615, 224616, 224617,
224618, 224619, 224620, 224621,
224622, 224623, 224624, 224625,
224626, 224627, 224628, 224629,
224630, 224631, 224632, 224633,
224634, 224635, 224636, 224637,
224638, 224639, 224640, 224641,
224642, 224643, 224644, 224645,
224646, 224647, 224648, 224649,
224650, 224651, 224652, 224653,
222846, 222847, 222848, 222849,
222850, 222851, 222852, 222853,
222854, 222855, 222856, 222857,
222858, 222859, 222860, 222861,
222862, 222863, 222864, 222865,
222866, 222867, 222868, 222869,
222870, 223032, 223033, 223034,
223035, 223036, 223037, 223038,
223039, 223040, 223041, 223042,
223043, 223044, 223045, 223046,
223047, 223048, 223049, 223050,
223051, 223052, 223053, 223054,
223055, 223056, 223241, 223242,
223243, 223244, 223245, 223246,
223247, 223248, 223249, 223250,
223251, 223252, 223253, 223254,
223255, 223256, 223257, 223258,
223259, 223260, 223261, 223262,
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223263, 223264, 223265, 223447,
223448, 223449, 223450, 223466,
223467, 223468, 223469, 223470,
223471, 223472, 223473, 223474,
223475, 223476, 223477, 223478,
223479, 223480, 223481, 223482,
223483, 223484, 223485, 223486,
223663, 223664, 223665, 223666,
223667, 223668, 223669, 223670,
223671, 223672, 223673, 223674,
223675, 223676, 223677, 223678,
223679, 223680, 223681, 223682,
223683, 223684, 223685, 223686,
223687, 223839, 223840, 223841,
223842, 223843, 223844, 223845,
223846, 223848, 223850, 223851,
223852, 223853, 223854, 223855,
223856, 223857, 223858, 223859,
223860, 223861, 223862, 223863,
223864, 223865, 224018, 224019,
224020, 224021, 224022, 224023,
224024, 224025, 224026, 224027,
224028, 224029, 224030, 224031,
224032, 224033, 224034, 224035,
224036, 224037, 224038, 224039,
224040, 224041, 224042, 224238,
224239, 224240, 224241, 224242,
224243, 224245, 224246, 224247,
224248, 224249, 224250, 224251,
224252, 224253, 224254, 224255,
224256, 224257, 224258, 224259,
224260, 224261, 224262, 224432,
224433, 224434, 224435, 224436,
224437, 224438, 224439, 224440,
224441, 224442, 224444, 224445,
224446, 224447, 224448, 224449,
224450, 224451, 224452, 224453,
224454, 224455, 224456, 224654,
224655, 224656, 224657, 224658,
224659, 224661, 224662, 224663,
224664, 224665, 224666, 224667,
224668, 224693, 224706, 224744,
224780, 224789, 224808, 224843,
222871, 224457, 224263, 223970,
223971, 223972, 223973, 223974,
223975, 223976, 223977, 223978,
223979, 223980, 223981, 223982,
223983, 223984, 223985, 223986,
223987, 223989, 223991, 223992,
223993, 223994, 223995, 223996,
223997, 223998, 223999, 224000,
224001, 224002, 224003, 224004,
224005, 224006, 224007, 224008,
224009, 224010, 224011, 224012,
224013, 224014, 224015, 224016,
224017


OsteoGen STR Cathode/Detachable 10-1320 520705, 520706, 520708, 520709,
520710, 520711, 520712, 520713,
520714, 520715, 520716, 520717,
520718, 520719, 520720, 520721,
520787, 520788, 520789, 520793,
520795, 520796, 520797, 520798,
520799, 520800, 520801, 520802,
520803, 520804, 520805, 520806,
520827, 520828, 520829, 520830,
520831, 520832, 520833, 520834,
520835, 520836, 520837, 520838,
520839, 520840, 520841, 520842,
520843, 520844, 520845, 520846,
520867, 520868, 520869, 520871,
520872, 520873, 520875, 520876,
520878, 520879, 520880, 520881,
520882, 520884, 520885, 520886,
521078, 521079, 521080, 521081,
521082, 521083, 521084, 521086,
521087, 521089, 521090, 521091,
521092, 521093, 521094, 521250,
521251, 521252, 521253, 521254,
521255, 521256, 521257, 521259,
521260, 521261, 521262, 521263,
521264, 521265, 521267, 521268,
521269, 521321, 521322, 521323,
521324, 521325, 521326, 521437,
521438, 521439, 521440, 521442,
521443, 521444, 521445, 521446,
521447, 521448, 521449, 521862,
521863, 521864, 521865, 521866,
521867, 521868, 521869, 521870,
521871, 521872, 521873, 521874,
521875, 521881, 521882, 521883,
521884, 521885, 521886, 521887,
521888, 521889, 521890
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OsteoGen 30 cm STR Cathode/Detachable Lead 10-1328S 520912, 520913, 520914, 520915,
520916, 521244, 521245, 521246,
521247, 521248, 521249, 521364,
521365, 521366, 521367, 521368,
521369, 521370, 521371, 521372,
521373, 521374, 521375, 521376,
521377, 521378, 521379, 521380,
521381, 521382, 521383, 521384,
521385, 521386, 521387, 521388,
521389, 521390, 521490, 521491,
521492, 521493, 521495, 521496,
521497, 521498, 521499, 521535,
521536, 521537, 521538, 521539


OsteoGen Mesh Cathode/Detachable 10-1320M 520722, 520723, 520724, 520725,
520726, 520727, 520728, 520729,
520730, 520731, 520732, 520733,
520734, 520735, 520736, 520737,
520738, 520739, 520740, 520741,
520742, 520743, 520744, 520745,
520746, 520747, 520748, 520749,
520750, 520751, 520752, 520753,
520754, 520755, 520756, 520757,
520758, 520759, 520760, 520761,
520762, 520763, 520764, 520765,
520766, 520767, 520768, 520769,
520807, 520808, 520809, 520810,
520811, 520812, 520813, 520814,
520815, 520816, 520817, 520818,
520819, 520820, 520821, 520822,
520823, 520824, 520825, 520826,
520847, 520848, 520849, 520850,
520851, 520852, 520853, 520854,
520855, 520856, 520857, 520858,
520859, 520860, 520861, 520862,
520863, 520864, 520865, 520866,
520887, 520888, 520889, 520890,
520891, 520892, 520893, 520894,
520895, 520896, 520897, 520898,
520899, 520900, 520901, 520902,
520903, 520904, 520905, 520906,
520927, 520928, 520929, 520930,
520931, 520932, 520933, 520934,
520935, 520936, 520937, 520938,
520939, 520940, 520941, 520942,
520943, 520944, 520945, 520946,
520947, 520950, 520951, 520958,
520959, 520960, 520961, 520965,
520967, 520968, 520970, 520971,
520972, 520973, 520974, 520975,
520976, 520977, 520979, 521010,
521011, 521012, 521013, 521014,
521015, 521016, 521017, 521018,
521020, 521021, 521022, 521023,
521024, 521025, 521027, 521030,
521031, 521032, 521033, 521034,
521035, 521036, 521037, 521038,
521039, 521115, 521116, 521117,
521118, 521120, 521121, 521123,
521125, 521126, 521127, 521128,
521129, 521130, 521131, 521132,
521133, 521134, 521135, 521136,
521137, 521138, 521139, 521140,
521141, 521142, 521143, 521144,
521145, 521146, 521147, 521148,
521149, 521150, 521151, 521152,
521153, 521154, 521155, 521156,
521157, 521158, 521159, 521160,
521161, 521162, 521163, 521164,
521165, 521166, 521167, 521168,
521169, 521170, 521276, 521277,
521278, 521279, 521280, 521281,
521282, 521283, 521284, 521285,
521286, 521287, 521288, 521289,
521296, 521297, 521298, 521299,
521300, 521301, 521302, 521303,
521304, 521305, 521306, 521307,
521308, 521309, 521310, 521311,
521312, 521313, 521314, 521315,
521397, 521398, 521399, 521400,
521403, 521405, 521406, 521408,
521409, 521410, 521411, 521413,
521416, 521540, 521541, 521544,
521545, 521547, 521563, 521564,
521565, 521566, 521567, 521568,
521569, 521570, 521571, 521572,
521573, 521574, 521575, 521576,
521577, 521578, 521579, 521580,
521581, 521582, 521583, 521584,
521585, 521586, 521587, 521588,
521589, 521590, 521591, 521592,
521593, 521594, 521595, 521596,
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521597, 521598, 521599, 521600,
521601, 521602, 521603, 521604,
521605, 521606, 521607, 521608,
521609, 521610, 521611, 521612,
521613, 521614, 521615, 521616,
521617, 521618, 521619, 521620,
521621, 521622, 521624, 521625,
521626, 521627, 521628, 521629,
521630, 521631, 521632, 521633,
521634, 521635, 521636, 521637,
521638, 521639, 521687, 521688,
521689, 521690, 521691, 521692,
521693, 521694, 521695, 521696,
521697, 521698, 521699, 521700,
521701, 521702, 521703, 521704,
521705, 521706, 521707, 521708,
521709, 521710, 521711, 521712,
521713, 521714, 521715, 521716,
521717, 521718, 521719, 521720,
521721, 521722, 521723, 521724,
521725, 521727, 521728, 521729,
521730, 521731, 521732, 521733,
521734, 521735, 521736, 521737,
521738, 521739, 521740, 521741,
521763, 521764, 521765, 521766,
521767, 521785, 521786, 521787,
521788, 521789, 521790, 521791,
521792, 521793, 521794, 521795,
521796, 521797, 521798, 521799,
521800, 521842, 521843, 521844,
521845, 521846, 521847, 521848,
521849, 521850, 521851, 521852,
521853, 521854, 521855, 521856,
521857, 521858, 521859, 521860,
521861, 521891, 521892, 521893,
521894, 521895, 521896, 521897,
521898, 521899, 521924, 521925,
521926, 521927, 521928, 521929,
521930, 521931, 521932, 521933,
521934, 521935, 521936, 521937,
521939, 521940, 521941, 521942,
521943, 521944, 521945, 521946,
521947, 521948, 521949, 521950,
521951, 521952, 521953, 521954,
521955, 521956, 521957, 521958,
521959, 521960, 521961, 521962,
521963, 521964, 521965, 521968,
521969, 521970, 521971, 521972,
521973, 521974, 521975, 521976,
521977, 521978, 521979, 521980,
521981, 521982, 521983, 521984,
521985, 521986, 521988, 521989,
521990, 521991, 521996, 522003,
522004, 522005, 522006, 522007,
522008, 522009, 522010, 522011,
522012, 522013, 522014, 522015,
522036, 522037, 522038, 522039,
522040, 522041, 522042, 522043,
522044, 522045, 522046, 522047,
522048, 522049, 522050, 522051,
522052, 522053, 522054, 522055,
522121, 522124


OsteoGen 30 cm Mesh Cathode/Detachable Lead 10-1328M 520701, 520703, 520770, 520907,
520908, 520909, 520910, 520911,
521335, 521336, 521337, 521338,
521340, 521341, 521342, 521343,
521344, 521346, 521347, 521348,
521351, 521352, 521353, 521354,
521355, 521356, 521357, 521358,
521359, 521360, 521361, 521362,
521801, 521802, 521803, 521804,
521835, 521836, 521837, 521838,
521839, 521840, 521841


OsteoGen STR Cathode/Fused Connector 10-1318 521460, 521461, 521462, 521463,
521464, 521465, 521466, 521467,
521468, 521469, 521470, 521471,
521472, 521473, 521474, 521475,
521476, 521477, 521478, 521479,
521510, 521512, 521513, 521514,
521876, 521877, 521878, 521879,
521880


OsteoGen Dual Straight Cathodes 10-1348S 520663, 520664, 520665, 520666,
520667, 520668, 520669, 520670,
520671, 520672, 520673, 520674,
520675, 520676, 520677, 521040,
521041, 521042, 521043, 521044,
521045, 521046, 521047, 521048,
521049, 521050, 521051, 521052,
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521053, 521054, 521055, 521056,
521057, 521058, 521059, 521232,
521233, 521234, 521235, 521236,
521237, 521238, 521239, 521240,
521241, 521242, 521243, 521480,
521481, 521482, 521483, 521484,
521485, 521486, 521487, 521488,
521489, 521500, 521501, 521502,
521503, 521504, 521505, 521506,
521507, 521508, 521509, 521515,
521516, 521517, 521518, 521519,
521520, 521521, 521522, 521523,
521524, 521525, 521526, 521527,
521528, 521529, 521530, 521531,
521532, 521533, 521678, 521679,
521680, 521681, 521682, 521683,
521684, 521685, 521686


OsteoGen 30 cm Dual STR Cathode Lead 10-1322S 521000, 521001, 521002, 521003,
521004, 521112, 521113, 521114,
521217, 521218, 521219, 521220,
521221, 521222, 521223, 521224,
521225, 521226, 521227, 521228,
521229, 521230, 521231, 521331,
521332, 521333, 521334, 521775,
521776, 521777, 521778, 521780,
521781, 521782, 521783, 521784,
521815, 521816, 521817, 521818,
521819, 521820, 521821, 521822,
521823, 521824


OsteoGen Dual Mesh Cathode 10-1348M 520678, 520679, 520680, 520681,
520682, 520683, 520684, 520685,
520686, 520687, 520688, 520689,
520690, 520691, 520692, 520772,
520773, 520774, 520775, 520776,
520777, 520778, 520779, 520780,
520781, 520782, 520783, 520784,
520785, 520786, 520917, 520918,
520919, 520920, 520921, 520922,
520923, 520924, 520925, 520926,
520980, 520981, 520982, 520983,
520984, 520985, 520986, 520987,
520988, 520989, 520990, 520991,
520992, 520993, 520994, 520995,
520996, 520997, 520998, 520999,
521060, 521061, 521062, 521063,
521064, 521065, 521066, 521067,
521068, 521069, 521095, 521096,
521097, 521098, 521099, 521100,
521101, 521102, 521103, 521104,
521105, 521106, 521107, 521108,
521109, 521110, 521111, 521171,
521172, 521173, 521174, 521175,
521176, 521177, 521178, 521179,
521180, 521181, 521182, 521183,
521184, 521185, 521186, 521187,
521188, 521189, 521190, 521191,
521192, 521193, 521194, 521195,
521196, 521197, 521198, 521199,
521200, 521201, 521202, 521203,
521204, 521205, 521206, 521208,
521209, 521210, 521212, 521213,
521215, 521216, 521417, 521418,
521419, 521420, 521421, 521422,
521423, 521424, 521425, 521426,
521427, 521428, 521429, 521430,
521431, 521432, 521433, 521434,
521435, 521436, 521640, 521641,
521642, 521643, 521644, 521645,
521646, 521647, 521648, 521649,
521650, 521651, 521652, 521653,
521654, 521655, 521656, 521657,
521658, 521659, 521660, 521661,
521662, 521663, 521664, 521665,
521666, 521667, 521668, 521669,
521670, 521671, 521672, 521673,
521674, 521675, 521676, 521677,
521742, 521743, 521744, 521745,
521746, 521747, 521748, 521749,
521750, 521751, 521752, 521753,
521754, 521755, 521756, 521757,
521758, 521759, 521760, 521761,
521762, 521825, 521826, 521827,
521828, 521829, 521830, 521831,
521832, 521833, 521834, 521900,
521901, 521902, 521903, 521904,
521905, 521906, 521907, 521908,
521909, 521910, 521911, 521912,
521913, 521914


OsteoGen 30 cm Dual Mesh Cathode Lead 10-1322M
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520693, 520694, 520695, 520696,
520697, 520698, 520699, 520700,
521005, 521006, 521007, 521008,
521009, 521070, 521071, 521072,
521073, 521074, 521290, 521291,
521292, 521293, 521294, 521295,
521327, 521328, 521329, 521330,
521391, 521392, 521393, 521394,
521395, 521396, 521450, 521451,
521452, 521453, 521454, 521455,
521456, 521457, 521458, 521459,
521548, 521549, 521550, 521551,
521552, 521553, 521554, 521555,
521556, 521557, 521558, 521559,
521560, 521561, 521562, 521770,
521771, 521772, 521773, 521774,
521915, 521916, 521917, 521918,
521919, 521920, 521921, 521922,
521923, 522031, 522032, 522033,
522034, 522035


Geographic Regions: Australia (one unit), U.S.


Manufacturer(s): Zimmer Biomet345 E Main St, Warsaw, IN 46580, United States


Suggested Distribution: Infection Control, OR/Surgery, Orthopedics, Materials Management


Problem:
�In a February 22, 2018, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Zimmer Biomet states that a lack of
adequate validation and controls to ensure that product cleanliness parameters were consistently met for the above products may lead to chemical residues
remaining on the implantable units. This problem may cause inflammatory reactions, tissue necrosis, and pain, potentially necessitating revision surgery.
Zimmer Biomet also states that injury occurring as a result of this problem is improbable, with an estimated occurrence rate of less than 0.1%.


Action Needed:
�Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the February 22, 2018, Urgent
Medical Device Recall letter and Certificate of Acknowledgment form from Zimmer Biomet. Your Zimmer Biomet sales representative will remove
affected product from your facility. Regardless of whether you have affected product, complete the Certificate of Acknowledgment form and return it to
Zimmer Biomet using the instructions on the form. Zimmer Biomet states that there are no specific patient monitoring instructions related to this problem
beyond the surgeon's existing follow-up schedule. You can contact your Zimmer Biomet sales representative for alternative product recommendations.
Report any adverse events associated with the use of affected product to Zimmer Biomet by e-mail at BSBHT.PER.Reporting@zimmerbiomet.com .
U.S. customers should also report adverse events or product quality problems relating to the use of affected product to FDA’s MedWatch Adverse Event
Reporting program by telephone at (800) 332-1088; by fax at (800) 332-0178; by mail (using postage-paid FDA Form 3500, available here ) at Food and
Drug Administration, HF-2, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website .
For Further Information:
Zimmer Biomet
Tel.: (574) 371-3071, 8 a.m. to 5 p.m. Eastern time, Monday through Friday
E-mail: CorpateQuality.PostMarket@zimmerbiomet.com
Website: Click here
Comments:


● �This alert is a living document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .


Source(s):


● 2018 Feb 26. Member Hospital. ZFA 2018-00048 (includes reply form) Download
● 2018 Feb 28. Manufacturer. The manufacturer confirmed the information provided in the source material.
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https://www.fda.gov/Safety/MedWatch/HowToReport/DownloadForms/default.htm

https://www.fda.gov/Safety/MedWatch/default.htm

https://www.fda.gov/Safety/MedWatch/default.htm

mailto:CorpateQuality.PostMarket@zimmerbiomet.com

http://www.zimmerbiomet.com/corporate/about-zimmer-biomet/contacts-and-locations.html

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/168630/20180222ZimmerBiometSpFEBIOsteoGenStimualtorsClient.pdf



AFHajlan
(A30094) Zimmer Biomet-SpF Implantable Spinal Fusion Stimulators and EB.pdf




[High Priority ] - A29095 01 : Aesculap—VEGA PS Size T4 Tibial Plateau Trial Prostheses: Size May Have Been Incorrectly Laser-Marked


[High Priority ] - A29095 01 : Aesculap—VEGA PS Size T4 Tibial Plateau Trial Prostheses: Size May
Have Been Incorrectly Laser-Marked
Medical Device Ongoing Action
Published: Thursday, March 1, 2018


UMDNS Terms:
•  Trial Prostheses, Joint, Knee, Tibial Component [18308]


Product Identifier:
[Consumable]


Product Aesculap AG
Product No.


VEGA PS Size T4 Tibial Plateau Trial Prostheses NS357R


VEGA Tibia Preparation Trays NS803


VEGA Instrument Sets ST0468


Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), Europe, U.S.


Manufacturer(s): Aesculap AG Am Aesculap-Platz, D-78532 Tuttlingen, Germany


Suggested Distribution: OR/Surgery, Orthopedics, Materials Management


Summary:
This Alert provides additional information based on FDA source material regarding Alert A29095 . Additional information is provided in the Product
Identifier field (FDA states that the affected prostheses are contained in the above preparation trays which are contained in the above instrument sets),
and the U.S. has been added to the Geographic Regions field.
Problem:
In an August 10, 2017, Safety Notice Product Recall letter posted by the German Federal Institute for Drugs and Medical Devices (BfArM), Aesculap
states that the above size T3+ trial prostheses (NS356R) may be incorrectly laser-marked size T4 (NS357R). The manufacturer has not confirmed the
information provided in the source material.


Action Needed:
�The following actions are those listed in Alert A29095 . Identify and discontinue use of any affected product in your inventory. If you have affected
product, verify that you have received the August 10, 2017, Safety Notice Product Recall letter, Feedback Form, and Product Recall Form from
Aesculap. Aesculap recommends that you lay T3+ and T4 prostheses on top of each other to see the size difference as indicated in the letter . If they are
the same size, return prostheses labeled "T4" to Aesculap; the firm will provide your facility with replacement product. If you do not have affected
product, complete the Feedback Form, and return it to Aesculap using the information on the form. If you have affected product, complete the Product
Recall Form and return it to Aesculap using the information on the form.
For Further Information:
Jasmin Francisca del Solar, Aesculap quality management vigilance
E-mail: vigiliance_aag.de@aesculap.de
Website: Click here


References:
● Germany. Federal Institute for Drugs and Medical Devices. Urgent field safety notice for VEGA PS TIBIA-PROBE-


/PRÄPARIERPLAT.T4 by Aesculap AG [online]. 2017 Aug 11 [cited 2017 Aug 15]. Available from Internet: Click here .
● United States. FDA Enforcement Rep. Event ID: 79042 [online]. 2018 Feb 21 [cited 2018 Feb 22]. Available from Internet: Click here .


Comments:


● This alert is a living document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .


Source(s):


● 2018 Feb 22. FDA Enforcement Report. Class II. Z-0591-2018 Download
● 2018 Feb 22. BfArM (Germany). 07990/17 Download
● 2018 Feb 22. BfArM (Germany). (includes reply form) Download
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/158314/20170810AesculapVEGAPSTrialTibialProstheseBfArM.pdf?option=80F0607

mailto:vigiliance_aag.de@aesculap.de

https://www.aesculapusa.com/company/contact-us

http://www.bfarm.de/SharedDocs/Kundeninfos/EN/06/2017/07990-17_kundeninfo_en.html

http://www.bfarm.de/SharedDocs/Kundeninfos/EN/06/2017/07990-17_kundeninfo_en.html

https://www.accessdata.fda.gov/scripts/ires/index.cfm

https://www.accessdata.fda.gov/scripts/ires/index.cfm

https://members2.ecri.orgwww.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

https://members2.ecri.orgwww.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/168481/20180212AesculapVEGATrialTibialProsthesesFDAER.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/168482/20170811AesculapVEGAPSTrialTibialProstheseBfArM.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/168483/20170810AesculapVEGAPSTrialTibialProstheseBfArM.pdf
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MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

HP xxx D/x/x mit 

Hercotherm Ring

3/7/2018 Herco Wassertechnik 

GmbH

FSN https

://nc

Arabian Medical and 

Hospital Supplies Co.

New

Multiple Medical Devices 

of Hemodialysis catheter 

and accessories

3/7/2018 Medcomp FSN https

://nc

mdr.

Farabi Trading 

Establishment

New

Sterile EXACTAMED Oral 

Liquid Dispenser

3/6/2018 Baxter Healthcare 2 https

://nc

Baxter AGNew

Stryker Sustainability 

Solutions Reprocessed 

BW Lasso 2515 NAV eco 

Variable Diagnostic EP 

Catheters,

3/11/2018 Stryker Sustainability 

Solutions

2 https

://nc

mdr.

sfda.

gov.s

N/ANew

Tubing Set TPE LIFE 18 3/7/2018 Miltenyi Biotec GmbH FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12255Enjaz Medical Modern CompanyNew

SBED is devoted to receive the adverse event report and feedback information about 
any medical devices malfunction from hospitals and healthcare facilities all around KSA, 
studying them and collaborative working with manufacturers, authorized 
representatives and distributors to take the right action and assuring the proper safe 
performance.
To see recent recalls kindly visit the following link:

http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx

In case you find an effected medical devices by any of the published FSN/Recalls, we
urges you to contact the local representative and the National Center for Medical
Device Reporting in order to ensure corrective or planed action been implemented.

*      Indicates that medical devices subject to  removal and/ or destroyed action. 

* SBED Team Recommend ensuring The listed Distributors in this report as they may 
differ from the distributors you are dealing with

*     The sign (#) on the left side of the FSN's indicates that the source of this FSN is ECRI

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12257
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12256
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12244
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12265
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12255
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx

