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Dear,
SBED team is pleased to inform you that 48 new FSCA/recalls posted on SFDA website
(Please note: below list of FSCA/ recalls for the period of 10/29/2018 to 11/1/2018

In order to view more details, click the links and for ECRI alerts see the attachments

NOTE:

FSCA / Recalls are classified into three categories, representing the potential risk to public health:
Class | : High Risk, Class Il : Medium Risk and Class Ill: 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
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[Critical Priority ] - A30429 03 : Abbott—HeartMate 3 Left Ventricular Assist Systems: Outflow Graft

Clips to Prevent Rotation of Outflow Graft Are Now Available [Update]
Medical Device Ongoing Action

Published: Tuesday, October 23, 2018

UMDNS Terms:

® Circulatory Assist Units, Cardiac, Ventricular [10847]
Product Identifier:

[Consumable]
Thoratec Corporation
Product Catalog No. uDlI
HeartMate 3 Left Ventricular Assist 106524US LVASKIT, HM3 00813024013297
Systems
Outflow Graft Clips 10012390GBL 05415067030269

Geographic Regions: Worldwide
Manufacturer(s): Thoratec Corporation6035 Stoneridge Drive, Pleasanton, CA 94588, United States
Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Critical Care, OR/Surgery, Home Care, Materials Management

Summary:
OUpdate Reason: The outflow graft clip designed to prevent any rotation of the outflow graft and eliminate the problem explained below is now
available. This Alert provides new information based on an October 17, 2018, Urgent Medical Device Correction letter submitted by an ECRI Institute
][ngrélber hospital regarding Alerts A30429, A30429 01, and A30429 02 . New information has been added to the Product Identifier and Action Needed
ields.
Problem:
OInan April 5, 2018, Important Medical Device Advisory letter posted by the German Federal Institute for Drugs and Medical Devices (BfArM), Abbott
states that the above devices may exhibit outflow graft twist occlusions, causing patients whose devices exhibit this problem to experience a persistent
low-flow alarm. Abbott also states that it is aware of 32 instances of this problem occurring and an occurrence of 0.72% based on 4,467 implants
worldwide. Abbott further states that outflow graft twists can result in serious adverse events such as hemodynamic compromise, thrombus, and
death. Abbott states that normal in vivo forces associated with heartbesat, respiration, and patient activity can cause small rotations between the outflow
graft bend relief and the pump. These rotations are expected and appear to be “back and forth" without accumulation in either direction; however, these
forces may be preferentially translated to the outflow graft in either the “back” or the “forth" direction, which may deform the outflow graft and reduce
pump flow. The accumulation of outflow graft twist can occur at any point beyond implantation. Postoperative twisting and occlusion of the HM3
outflow graft may necessitate surgical intervention following the original implantation procedure. JIn aMay 21, 2018, Urgent Medical Device Recall
letter submitted by an ECRI Institute member hospital, Abbott provides additional information regarding the persistent low-flow alarm. Abbott states that
during normal communication between the HM 3 pump and controller, the HM3 pump cal cul ates an estimated flow and sends the information to the
controller once every second; the controller will trigger alow flow alarm if the estimated flow it receives from the pump is below 2.5 liters per minute for
more than five seconds. Abbott states that a persistent low-flow alarm presumed to be caused by outflow graft twist is one that is not resolved after
addressing patient medical conditions like hypertension, low preload, right heart dysfunction, inflow occlusion, volume status, and arrhythmias.

Action Needed:

Identify any affected HM 3 devices in your inventory and/or patients implanted with affected devices. If you have affected product and/or patients, verify
that you have received the October 17, 2018, Urgent Medical Device Correction letter and Letter Acknowledgment Form from Abbott. The outflow graft
clip should be used with all new patient implants and may be used on patient cases in which an outflow graft twist is confirmed and surgical intervention
isrequired. Staff at all HM3 implanting centers are required to be trained on the proper attachment of the clip before use. New HM 3 kits sent to your
facility will include the outflow graft clip, and clips will be provided at no cost for all HM3 devices currently available at your implanting center. Abbott
recommends the following updated patient management strategies for patients implanted with HM3:

For New Patients

e During implantation, when attaching the outflow graft to the pump cover, aclicking sound will be heard as the screw ring is tightened.
Continue turning the screw ring clockwise until it comes to a complete stop and stops clicking. To avoid damaging the outflow graft
assembly, do not use tools to tighten the screw ring.

e Once the screw ring istightened, apply the outflow graft clip according to the provided instructions for use (IFU).

For Ongoing Patients

e For patients who are not experiencing any evidence of an outflow graft obstruction, Abbott recommends standard of care follow-up as
previously outlined in the May 2018 letter without performing a surgical intervention to apply the outflow graft clip.

e For patients previously implanted with the HM 3 who are experiencing an outflow graft obstruction and require a surgical intervention to
repair the obstruction, Abbott recommends applying the clip at the time of surgical intervention according to the outflow graft IFU.

Complete the Letter Acknowledgment Form, and return it to Abbott using the instructions on the form.
For Further Information:

Abbott MCS clinical specialist or MCS HeartLine

Tel.: (800) 456-1477

Website: Click here

Comments:

e Thisalertisaliving document and may be updated when ECRI Institute receives additional information.
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www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1634294

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1634730

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1634730

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1635168

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1635168

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/174379/20180521AbbottHeartMate3LVASClient_Redacted.pdf

https://www.abbott.com/contactus.html
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Source(s):
e 2018 Oct 23. Member Hospital. Abbott letter submitted by an ECRI Institute member hospital (includes reply form) Download
e 2018 Oct 23. Manufacturer. The manufacturer has confirmed the information provided in the source material .

©2018 ECRI Ingtitute
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May be reproduced by subscribing institution for internal distribution only.
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13431
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13405
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13401
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13428
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13439
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13422
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13398
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13403
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13425
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[High Priority ] - A31520 : Integrum—Axor TC Transtibial Prostheses: May Exhibit Glitch or

Movement during Use
Medical Device Ongoing Action

Published: Monday, October 22, 2018

UMDNS Terms:

® Prostheses, Lower Limb, Below Knee [23405]
Product Identifier:

[Consumable]
Integrum AB
Product Reference No.
Axor TC Centric Prostheses 1455
Axor TC Excentric Prostheses 1458

Geographic Regions: France, Portugal, Sweden, &#160;U.K.
Manufacturer(s): Integrum ABKroksl&tts Fabriker 50, 431 37 Mdlndal, Sweden
Suggested Distribution: OR/Surgery, Orthopedics, Materials Management

Problem:

00O0OIn a September 28, 2018, Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Integrum
states that the above prostheses may exhibit a glitch or movement between the main body and the upper part during use, potentially causing the
prosthesis to come loose.

Action Needed:

Oldentify any affected product in your inventory. If you have affected product, verify that you have received the September 28, 2018, Field Safety Notice
letter from Integrum. If patients observe a glitch or movement in an implanted affected prosthesis, they should contact their certified

prosthetist/orthoist (CPO) as recommended in the instructions for use (IFU). Until corrective action has been implemented, Integrum recommends using
crutches or a cane when walking with the Axor TC. Before replacement products are available, Integrum will contact CPOs to assess the prosthesis
fitting. Inform all relevant personnel at your facility of the information in the Field Safety Notice letter, and forward a copy of the letter to any facility to
which you have further distributed affected product.

For Further Information:

Karin Kelvered, Integrum medical device sales representative

Tel.: 46 (72) 0787684

Website: Click here

[OReferences:

e Great Britain. Medicines and Healthcare Product Regulatory Agency. Integrum AB: Axor TC cENTRIC [onlin€]. London: Department of
Health 2018 Oct 8 [cited 2018 Oct 19]. (Field safety notice; reference no. 2018/010/001/000/013). Available from Internet: Click here.

Comments:

e [IThisalertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2018 Oct 19. MHRA FSN. 2018/010/001/000/013 Download
e 2018 Oct 19. MHRA FSN. Download
e 2018 Oct 22. Manufacturer. The manufacturer confirmed the information provided in the source material .

©2018 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



http://integrum.se/contact/

https://www.gov.uk/drug-device-alerts/field-safety-notice-1-october-to-5-october

https://www.gov.uk/drug-device-alerts/field-safety-notice-1-october-to-5-october

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/181526/20181008MHRACoverPage.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/181527/20180928IntegrumAxorMHRA.pdf
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[High Priority ] - A30801 01 : GE—Discovery MR750w and SIGNA Architect Magnetic Resonance
Imaging Systems: Bore May Become Hot, Potentially Causing Serious Burns [Update]
Medical Device Ongoing Action

Published: Thursday, October 25, 2018
Last Updated: Wednesday, October 31, 2018

UMDNS Terms:
® Scanning Systems, Magnetic Resonance Imaging, Extremity [18109]
® Scanning Systems, Magnetic Resonance Imaging, Full-Body [18108]
® Scanning Systems, Magnetic Resonance Imaging, Mammographic [18110]

® Scanning Systems, Magnetic Resonance Imaging, Neurosurgical [18862]
Product Identifier:
[Capital Equipment]

GE Healthcare

Product Model

System ID

Magnetic Resonance Imaging (MRI) Systems SIGNA Architect 801588MR3, 850270504, A020MR05, M4040093

Geographic Regions: France, Korea, Sweden, U.S.
Manufacturer(s): GE Healthcare3000 N Grandview Blvd, Waukesha, WI 53188, United States
Suggested Distribution: Clinical/Biomedical Engineering, Diagnostic Imaging

Summary:

OUpdate Reason: New product information. This Alert provides additional information based on an October 3, 2018, Urgent Medical Device
Correction letter submitted by an ECRI Institute member hospital and FDA Center for Devices and Radiologica Health (CDRH) source

material regarding Alert A30801 . New information is provided in the Product |dentifier field. For previously listed product, see Alert A30801 . GE
statets)lthat only four SIGNA Architect systems are affected, which are identified by the system IDs listed above.

Problem:

OInaJdune 6, 2018, Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, GE states that a small area on the bore
surface of the above systems may become warm enough to cause a serious burn if a patient touches the bore and proper padding is not used. GE also
states that it has received no reports of injury asaresult of this problem.

Action Needed:

Oldentify any affected systemsin your inventory. If you have affected systems, verify that you have received the October 3, 2018, Urgent Medical
Device Correction letter from GE. The following actions are those listed in Alert A30801 . Y ou may continue to use affected systems by following the
existing Operator Manual Safety Information for proper patient padding and observation during scanning, which includes the following:

o "WARNING: Place appropriate nonconductive padding between the patient and the bore wherever a portion of the body may come into
contact with the magnet opening.

e "CAUTION: Continuous patient observation and contact are required in all modes of operation.

e "CAUTION: Extra attention should be utilized when scanning patients who are unconscious, sedated, or may have loss of feeling in any
body part or are physically or mentally impaired and unable to aert the personnel.”

Contact your local service representative if you see a brown discoloration on the inner surface of the patient bore or if you notice a burning smell. A GE
representative will contact your facility to arrange for a correction.

For Further Information:

GE service department

Tel.: (800) 437-1171

Website: Click here

References:

e United States. Food and Drug Administration. Center for Devices and Radiological Health. Class 2 device recall system, nuclear magnetic
resonance imaging [online]. 2018 Oct 24 [cited 2018 Oct 25]. Available from Internet: Click here.

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):

2018 Oct 23. Member Hospital. GEHC Reference No. 60937-1 Download

2018 Oct 25. FDA CDRH Database. Class 1. Z-0236-2019 Download

2018 Oct 25. Manufacturer. The manufacturer confirmed the information provided in the source material.
e 2018 Oct 31. FDA Enforcement Report. Class 11. Z-0236-2019

©2018 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1635006

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1635006

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1635006

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1635006

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1635006

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1635006

https://www.gehealthcare.com/en/about/contact-us

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRes/res.cfm?ID=168339

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRes/res.cfm?ID=168339

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/182227/20181003GESignaMR750wClient.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/182228/20181024GESIGNAArchitectCDRH.pdf
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13418
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13411
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13404
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13402
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13409
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13415
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13407
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13406
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[High Priority ] - A31621 : NxStage—PureFlow-B Solution: Smaller Chamber of Two-Chamber Bag

May Burst
Medical Device Ongoing Action

Published: Monday, October 22, 2018

UMDNS Terms:

® Didysate, Hemodialysis [16641]
Product Identifier:

[Consumable]
NxStage Medical Inc
Product Product No. Lot No.
PureFlow-B Solution Diaysate RFP-400

©2018 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.
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F1709268, F1709269, F1709276, F1709277,
F1710321, F1711329, F1711334, F1711339,
F1711340, F1711341, F1711342, Q1711804
Q1711805, Q1711806, Q1711807, Q1711846,
Q1711847, Q1711848, Q1711849, Q1711850,
Q1711851, Q1711856, Q1711857, Q1711862,
Q1712958, Q1712964, Q1803629, Q1803630,
Q1803688, Q1803689, Q1803757, Q1803830,
Q1803831, Q1803832

RFP-401 F1708229, F1709262, F1709263, F1709264,
F1709265, F1709266, F1709273, F1709274,
F1709275, F1709278, F1709279, F1709280,
F1709281, F1709282, F1709283, F1709284,
F1709286, F1709287, F1710296, F1710297,
F1710298, F1710315, F1710316, F1710317,
F1710318, F1710319, F1710320, F1710324,
F1710325, F1710326, F1711330, F1711337,
F1711338, Q1709423, Q1709428, Q1709429,
Q1710613, Q1710614, Q1710615, Q1711674,
Q1711675, Q1711677, Q1711683, Q1711721,
Q1711727, Q1711728, Q1711729, Q1711795,
Q1711796, Q1711797, Q1711798, Q1711799,
Q1711800, Q1711801, Q1711802, Q1711803,
Q1712024, Q1712026, Q1712027, Q1712032
Q1712089, Q1712090, Q1712138, Q1712139,
Q1712140, Q1712141, Q1712142, Q1801145,
Q1801346, Q1801347, Q1802391, Q1802392
Q1802429, 1802430, Q1802431, 1802432,
Q1802433, 1802434, 1802435, 01802436,
Q1802503, Q1802504, Q1802505, 1802506,
Q1802513, Q1803631, Q1803632, 1803633,
Q1803634, Q1803635, Q1803681, Q1803751,
Q1803752, Q1803753, Q1803756, Q1803758,
Q1803759, Q1803760, Q1803773, Q1803828,
Q1803829, Q1803833, 1803846, Q1804092
Q1804093, Q1804094, Q1804905

RFP-402 F1708255, F1709285, F1710323, Q1711861,
Q1711863, Q1712021, Q1712022, Q1712023,
Q1712033, Q1801345, Q1802399, Q1802400

RFP-403 Q1802398, Q1802428

RFP-404 F1708230, F1708231, F1708234, F1708235,
F1708237, F1708245, F1708246, F1708247,
F1708250, F1708251, F1708253, F1708254,
F1708256, F1709260, F1709261, F1709267,
F1710327, F1710328, F1711343, F1711344,
F1711345, Q1711844, Q1711853, Q1711854
Q1711855, Q1712025, Q1712091, Q1712092
Q1712137, Q1801146, Q1801147, Q1801148,
Q1801149, Q1801151, Q1801202, 1801221,
Q1801225, Q1801226, 1801335, 1801336,
Q1801337, Q1801338, Q1801339, Q1801340,
Q1802507, Q1802508, Q1802509, Q1802510,
Q1802511, Q1802512, Q1803685, 1803686,
Q1803687, Q1803690, Q1803750, 1803754,
Q1803755, Q1803774, Q1803775, Q1803776,
Q1803847, Q1803848, 01803849, Q1804888

RFP-406 F1710314, Q1712034, Q1801223, Q1801224,
Q1801344, Q1802451, Q1803684, Q1803817,
Q1804904

RFP-454 Q1801222, Q1801341, Q1802396, Q1802397

RFP-456 F1708258, F1710322, Q1711910, Q1711911,

Q1712093, Q1801227, Q1801342, Q1801343
Q1802393, Q1803816

Geographic Regions: OO(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): NxStage Medical Inc350 Merrimack St, Lawrence, MA 01843, United States
Suggested Distribution: Critical Care, Dialysis’/Nephrology, Nursing, Home Care, Materials Management

Problem:

OInan October 17, 2018, Urgent Medical Device Removal letter submitted by an ECRI Institute member hospital, NxStage states that the smaller
chamber of the two-chamber bags of the above diaysate may burst during mixing of the two chambers before treatment. NxStage al so states that the
electrolyte fluid in the smaller chamber has a pH of less than 2.0 and may be harmful if it comes in contact with the eyes or skin and/or may cause injury
asaresult of aslip and fall in the spilled fluid. NxStage has received reports of fluid splashing into the eyes of nurses during dialysate preparation. All of
the nurses required subsequent medical treatment because of eye injury. The manufacturer has not confirmed the information provided in the source

©2018 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.
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material.

Action Needed:

Oldentify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the October
17, 2018, Urgent Medical Device Removal letter and Product Recall Reply Form from NxStage. Complete the form, and return it to NxStage using the
instructions on the form. To arrange for product exchange, contact the NxStage customer service department.

For Further Information:

NxStage customer service department

Tel.: (866) 697-8243

Website: Click here

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):

e 2018 Oct 22. Member Hospital. (includes reply form) Download
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[High Priority ] - A31627 : Quotient— ALBAcyte RhD Negative CAT Reagent Red Cells for

Antibody Screenings: Antigen Panel May Contain Erroneous Information
Medical Device Ongoing Action

Published: Thursday, October 25, 2018

UMDNS Terms:

® |VD Test Reagent/Kits, Immunohematology, Blood Grouping, Rhesus Typing [19296]
Product Identifier:

[Consumable]
Product 838;'%"; Ltd Lot No. Expiration Date
ALBAcyte RhD Negative CAT 7466 V199494 2018 Oct 15
Reagent Red Cells for Antibody
Screenings

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): Quotient Ltd301 S State St Suite S-204, Newtown, PA 18940, United States
Suggested Distribution: Clinical Laboratory/Pathology, |mmunohematol ogy/Blood Bank, Materials Management

Problem:

OInan October 15, 2018, Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Quotient states
that the antigen profile contained in the above products may contain erroneous information. Quotient also states that cell 2 is stated as P1 negative, where
the cell has been tested and shown to be P1 (weak) positive. The error within the antigen profileis not critical to the performance of the product, because
the other two cells present within the lot are P1 positive and are stated correctly. The relevant regulatory guidelines do not state a requirement for the
presence of anegative P1 cell; therefore, compliance of this ot to the Guidelines for Blood Transfusion Servicesin the U.K. has not been compromised.
The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Oldentify any affected product in your inventory. If you have affected product, verify that you have received the October 15, 2018, Field Safety Notice
letter and Confirmation of Receipt of Notification Form from Quotient. The above product is expired and should not be used according to Good
Laboratory Practice. Complete the Confirmation of Receipt of Notification Form, and return it to Quotient using the instructions on the form. Review all
test results generated using the affected lots. Albacyte RhD negative CAT reagent red cells for antibody screening, lot V200321, expiry November 12,
2018, has been distributed as a replacement product. Inform al relevant personnel at your facility of the information in the letter, and forward a copy of
the letter to any facility to which you have further distributed affected product.

For Further Information:

Quotient customer service department

Tel.: 44 (131) 2920422

E-mail: customer.serviceEU@quotientbd.com

Website: Click here

References:

Great Britain. Medicines and Healthcare Products Regulatory Agency. Alba Bioscience (Quotient): ALBAcyte® RhD negative CAT reagent
red cells for antibody screening [online]. London: Department of Health; 2018 Oct 22 [cited 2018 Oct 25]. (Field safety notice; reference no.
2018/010/016/601/003). Available from Internet: Click here .

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2018 Oct 25. MHRA FSN. 2018/010/016/601/003 Download
e 2018 Oct 25. MHRA FSN. Quotient letter (includes reply form) Download
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[Critical Priority ] - A31292 02 : Alcon—CyPass Micro-Stents: Implantation May Be Associated with

Endothelial Cell Loss at Five Years Postsurgery [Update] [FDA Class 1]

Medical Device Ongoing Action

Published: Thursday, October 25, 2018
Last Updated: Friday, October 26, 2018

UMDNS Terms:

® Stents, Eye, Glaucoma Drainage [23858]
Product Identifier:

[Consumable]
Alcon Laboratories Inc
Product Reference No. GTIN Lot No.
CyPass System 241-S Micro-Stents 8065754003 00380657540037 All
Pass System 241 Micro-Stents 57! 1 57540013, 57540013, A
2 icro-Sti 806575400; 00380657540013, 0080657540013 Il
10380657540010, 20380657540017
8065754010 00380657540105 All
CyPass Ultra System Micro-Stents 8065754007 00380657540075, 10380657540072, All
20380657540079

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), Argentina, Australia, Austria,
Canada, Chile, Colombia, Costa Rica, Denmark, Dominican Republic, Ecuador, Finland, France, Germany, Hong Kong, Iceland, Italy, Mexico, Peru,
Puerto Rico, Singapore, Spain, Sweden, Switzerland, U.K., Uruguay, U.S.

Manufacturer(s): Alcon Laboratories Inc6201 South Frwy, Fort Worth, TX 76134-2099, United States

Suggested Distribution: OR/Surgery, Risk Management/Continuous Quality Improvement, Ophthalmology, Materials Management

Summary:

Update Reason: More specific product identifier information; FDA Class 1. This Alert provides additional information based on FDA Center for Devices

and Radiological Health (CDRH) source material regarding Alerts A31292 and A31292 01 . Additional information is provided in the Product
Identifier field.

Problem:

In an August 29, 2018, letter and online press release submitted by ECRI Institute member hospitals, Alcon states that it will withdraw the above micro-
stents from the market based on five-year data from the COMPASS-XT long-term safety study, which demonstrated that patients implanted with the
above micro-stents experienced statistically significant endothelial cell loss (ECL) at five years postsurgery than did the group that underwent cataract
surgery alone. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

The following actions are those listed in Alert A31292 . Identify, isolate, and discontinue use of any affected product in your inventory. If you have
affected product, verify that you have been contacted by and/or reviewed the online pressrelease from Alcon. Alcon's quality department will contact
your facility with instructions for returning affected product and recommendations for evaluating and managing patients already implanted with affected
product.

For Further Information:

For product return inquiries:

Alcon customer service department (U.S.)
Tel.: (800) 862-5266

Alcon customer service department (U.K.)
Tel.: (0371) 3760084

E-malil: gb.customerservice@alcon.com

For medical inquiries:

Alcon medical information department (U.S.)
Tel.: (800) 757-9785

Alcon medical information department (U.K.)
Tel.: (0345) 2669363

E-mail: gb.medicaldepartment@al con.com

To report product complaints or adverse events:
Alcon medical safety department

Tel.: (800) 757-9780

Alcon medical safety department (U.K.)

Tel.: (0371) 3761402

E-mail: gb.adr@alcon.com
Website: Click here
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References:

e Alcon. Alcon announces voluntary globa market withdrawal of CyPass Micro-Stent for surgical glaucoma[online]. 2018 Aug 29 [cited
2018 Aug 30]. Available from Internet: Click here.

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Alcon: Description Alcon CyPass® micro-stent [online]. London:
Department of Health; 2018 Sep 10 [cited 2018 Sep 24]. (Field safety notice; reference no. 2018/008/031/081/005). Available from Internet:
Click here.

e United States. Food and Drug Administration. Center for Devices and Radiological Health. Medical device recalls. Event |D: 80931
[online]. 2018 Oct 23 [cited 2018 Oct 24]. Available from Internet: Click here.

Comments:

e Thisalertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2018 Oct 24. FDA CDRH Database. Class |. Z-0185-2019; Z-0186/0188-2017 Download
e 2018 Oct 24. MHRA FSN. 2018/008/031/081/005 Download
e 2018 Oct 24. MHRA FSN. Alcon Reference No. 2018.017-CORP (includes reply form) Download
e 2018 Oct 24. Member Hospital. Alcon press release submitted by an ECRI Institute member hospital. Download
e 2018 Oct 24. FDA. Company Announcement Download
e 2018 Oct 24. Member Hospital. Alcon letter submitted by an ECRI Institute member hospital (includes reply form) Download
e 2018 Oct 25. FDA. Class|. Download
e 2018 Oct 26. FDA. Safety Communication Download
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[High Priority ] - A31628 : Zimmer Biomet—Mallory Head Finned Acetabular Shells: Inner Pouch

May Be Damaged
Medical Device Ongoing Action

Published: Wednesday, October 24, 2018

UMDNS Terms:

® Prostheses, Joint, Hip, Acetabular Component [16084]
Product Identifier:

[Consumable]
Zimmer Biomet
Product Item No.
44 mm Mallory-Head Acetabular Shells 104144
46 mm Mallory-Head Acetabular Shells 104146
48 mm Mallory-Head Acetabular Shells 104148

©2018 ECRI Institute

Lot No.

1602699, 1738976, 1746122, 1784814, 1789496,
1826385, 2108435, 2291659, 2328117, 2359023,
2359024, 2492457, 2492458, 2492459, 2495663,
2498817, 2612456, 2612457, 2612459, 3082741,
3110056, 3120192, 3174900, 3200221, 3205600,
3221024, 3241050, 3299362, 3314657, 3314658,
3314660, 3344077, 3344078, 3411703, 3411704,
3430263, 3430264, 3465958, 3465959, 3514268,
3514270, 3529412, 3529413, 3541015, 3590261,
3594899, 3616300, 3689579, 3689580, 3698605,
3702602, 3707666, 3723030, R1511828A,
R1511828B, R1602699A, R1738976A, R1746122B,
R203014A, R203014B, R2492457A, R2612457A,
R2612457B, R3174900A, R3200221A, R3205600A,
R3314658A, R546349B, R546349C, R745164B,
R755498A, R777321B, R893884A, R922757A,
R922757B

1574130, 1579192, 1582617, 1654912, 1664741,
1738977, 1748824, 1783547, 1784816, 1784818,
1880541, 1880542, 1935017, 1935018, 1971973,
1992868, 2032005, 2046161, 2069166, 2069167,
2154118, 2167056, 2172834, 2178012, 2178013,
2178014, 2228391, 2288423, 1971973, 1992868,
2032005, 2046161, 2069166, 2069167, 2154118,
2167056, 2172834, 2178012, 2178013, 2178014,
2228391, 2288423, 3034605, 3044815, 3065783,
3065784, 3065785, 3072324, 3081565, 3082742,
3094527, 3138907, 3200222, 3207697, 3241051,
3298793, 3298794, 3321668, 3325193, 3325194,
3325195, 3344079, 3347125, 3419821, 3421113,
3423687, 3465962, 3469197, 3497831, 3723031,
3756773, R1348469A, R1664741A, R2297400A,
R726586A, R726828A, R730860A, R737271A,
R777322B, R777323B, R788666A, R798757A,
R798758A

1575597, 1575598, 1579195, 1582618, 1582619,
1643711, 1654913, 1664742, 1664743, 1664744,
1698974, 1736067, 1738978, 1738979, 1748825,
1748826, 1751957, 1751958, 1760715, 1784005,
1784820, 1784822, 1880543, 1880544, 1880545,
1880546, 1971977, 1971978, 1992870, 2032006,
2032007, 2032008, 2032009, 2032010, 2110219,
2110220, 2182464, 2182465, 2182466, 2182467,
2228394, 2228395, 2228396, 2234958, 2234959,
2255739, 2255740, 2285826, 2285827, 2288424,
2288425, 2370464, 2384329, 2422437, 2422438,
2456437, 2474541, 2481177, 2491952, 2492460,
2492461, 2495664, 2518404, 2555341, 2555342,
2555343, 2555344, 2560194, 2567973, 2567974,
2606287, 2620929, 2640734, 2640735, 2640736,
2640737, 2675010, 2675011, 2675012, 2688412,
2879052, 2905650, 2926575, 2926584, 2926586,
2926591, 2926598, 2931047, 2943927, 2974775,
2984304, 2985172, 3044816, 3044817, 3051939,
3051940, 3072325, 3072326, 3072327, 3072328,
3082743, 3082744, 3094528, 3110066, 3112081,
3140878, 3140879, 3161220, 3174901, 3181802,
3200223, 3200224, 3205643, 3273453, 3310009,
3314670, 3314671, 3321670, 3321671, 3347126,
3347127, 3347128, 3465961, 3514264, 3514271,
3514272, 3541093, 3541094, 3541095, 3603188,
3628401, 3644697, R1201221A, R1313697B,
R1339401A, R1385389A, R1414002B, R1420197B,
R1445198A, R1450123A, R1467137B, R1467137C,
R1486115A, R1507589C, R1574133A, R1575598A,
R1582619A, R1643711A, R1971977A, R2032008A,
R231192A, R2492460A, R2555341A, R2555343A,
R2567973A, R2606287A, R2640737A, R2675012A,
R3044816A, R3094528A, R3161220A, R3174901A,
R3200223A, R3321670A, R546353A, R750493A,
R777326A, R788667A, R798759A, R798760A,
R817024B, R898806A, R942681A, R952653A
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50 mm Mallory-Head Acetabular Shells 104150 1575599, 1575600, 1575601, 1575602, 1575603,
1577343, 1579198, 1579200, 1582620, 1582621,
1582622, 1582623, 1643713, 1659547, 1664745,
1664746, 1698976, 1698978, 1707481, 1718323,
1721997, 1721998, 1721999, 1725453, 1725454,
1725455, 1729238, 1732347, 1736068, 1738980,
1738981, 1742242, 1742243, 1748827, 1748828,
1748829, 1751959, 1751960, 1751961, 1751962,
1758688, 1758689, 1760716, 1760717, 1782999,
1784003, 1784824, 1809644, 1816571, 1816572,
1816573, 1816574, 1816575, 1816576, 1822017,
1822018, 1823501, 1823502, 1844540, 1844541,
1880549, 1880550, 1921219, 1935019, 1935020,
1936651, 1942050, 2001442, 2001443, 2001445,
2001446, 2025320, 2032011, 2032012, 2032013,
2032014, 2032015, 2032016, 2042509, 2042510,
2042511, 2042512, 2042513, 2046162, 2046163,
2046164, 2046165, 2057154, 2057155, 2068280,
2078152, 2078153, 2078154, 2079801, 2079802,
2079803, 2162083, 2164820, 2178015, 2178016,
2178662, 2234960, 2234961, 2241913, 2291660,
2384330, 2388763, 2395622, 2395623, 2431077,
2447816, 2451212, 2456438, 2465603, 2474542,
2481178, 2481179, 2491954, 2491955, 2491956,
2492462, 2492463, 2492464, 2492465, 2495665,
2516183, 2518405, 2518406, 2523879, 2523880,
2523881, 2533585, 2533586, 2555345, 2555346,
2555347, 2555348, 2555349, 2567975, 2567976,
2567977, 2592973, 2592974, 2592975, 2606288,
2606289, 2606290, 2612167, 2612506, 2612509,
2613488, 2613489, 2613490, 2620930, 2620931,
2640740, 2640741, 2640742, 2674354, 2674355,
2675013, 2688394, 2688413, 2719571, 2791422,
2799468, 2799469, 2878497, 2883613, 2884159,
2884317, 2885613, 2897615, 2897616, 2905627,
2909325, 2915540, 2919659, 2920978, 2926613,
2926615, 2926616, 2926618, 2926620, 2926623,
2926624, 2926628, 2926630, 2926631, 2926637,
2992103, 3034606, 3034607, 3040611, 3044818,
3047897, 3047898, 3051941, 3051942, 3072329,
3072330, 3072331, 3072332, 3072333, 3072334,
3072335, 3082745, 3082746, 3094529, 3094530,
3094531, 3094532, 3094533, 3094534, 3200225,
3200226, 3200227, 3205644, 3213855, 3221025,
3241052, 3273454, 3273455, 3299363, 3303099,
3321672, 3321673, 3364901, 3371612, 3419819,
3419822, 3421114, 3421115, 3423688, 3423689,
3575667, 3575668, 3575669, 3575670, 3575671,
3575672, 3575673, 3575684, 3575690, 3575691,
3594093, 3751338, 3756774, 3756775, 3756776,
3756777, R1188238A, R1198540A, R1201241A,
R1204519A, R1268296B, R1317574B, R1317575A,
R1423812B, R1441728B, R1462976B, R1574135B,
R1721997B, R1822018A, R2042510A, R2447816A,
R2592974A, R2606288A, R2613488A, R2640741A,
R2688394A, R2799469A, R2878497A, R2926620A,
R3047898A, R3051941A, R3072334A, R3072335A,
R3200227A, R3241052A, R3321672A, R788668A,
R790842A, R798763A, R817025A

52 mm Mallory-Head Acetabular Shells 104152 1574141, 1575604, 1575605, 1575606, 1575607,
1575608, 1575609, 1579203, 1579206, 1582624,
1582625, 1582626, 1582627, 1582628, 1659548,
1664747, 1664748, 1669434, 1673311, 1673312,
1689983, 1693109, 1707483, 1707484, 1711808,
1722000, 1722002, 1722003, 1736069, 1738982,
1738983, 1738984, 1738986, 1738987, 1738988,
1746123, 1748830, 1748831, 1748832, 1748833,
1751963, 1751964, 1760718, 1783932, 1783933,
1809645, 1809646, 1832471, 1880552, 1880553,
1880554, 1880555, 1880556, 1880557, 1880558,
1880562, 1992874, 1992875, 1992877, 1992878,
1992879, 1992830, 1992881, 1992882, 1992883,
1992884, 1992885, 1992886, 1992887, 2003787,
2028478, 2032017, 2032018, 2032019, 2032020,
2032021, 2032022, 2046166, 2046167, 2057156,
2057157, 2069168, 2072987, 2103536, 2103537,
2103538, 2103539, 2103540, 2103541, 2103542,
2103543, 2103544, 2103545, 2103546, 2103547,
2103548, 2103549, 2164821, 2166019, 2166020,
2285828, 2285829, 2285830, 2285831, 2291661,
2297401, 2328129, 2328130, 2328131, 2338764,
2395624, 2422439, 2422440, 2422441, 2447817,
2447818, 2481180, 2491957, 2491958, 2492466,
2492467, 2495666, 2516186, 2518411, 2518412,
2523883, 2523884, 2523885, 2533587, 2533588,
2533589, 2533590, 2533591, 2545781, 2555350,
2555351, 2555352, 2555353, 2555354, 2555355,
2555356, 2567978, 2567979, 2571680, 2592978,
2592979, 2606291, 2606292, 2613492, 2613493,
2613494, 2613495, 2613496, 2613497, 2613498,
2613499, 2613500, 2620932, 2620934, 2620935,
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2620936, 2620937, 2620938, 2640744, 2640745,
2682807, 2682808, 2879053, 2884246, 2884999,
2887123, 2887124, 2887815, 2901809, 2901810,
2907528, 2909326, 2913557, 2914522, 2914524,
2914570, 2914618, 2914674, 2926638, 2926643,
2931318, 2931319, 2931321, 2931342, 2936573,
2942265, 2974776, 29747717, 3020485, 3020486,
3034609, 3040614, 3044820, 3044821, 3047899,
3047900, 3051943, 3051945, 3055462, 3065796,
3065797, 3072336, 3072337, 3081621, 3081630,
3082747, 3082748, 3094535, 3094536, 3094537,
3094538, 3094539, 3120196, 3120197, 3138092,
3138913, 3161225, 3200228, 3205645, 3213856,
3221026, 3221027, 3221028, 3221029, 3221030,
3221031, 3221032, 3221033, 3241053, 3294854,
3314288, 3321674, 3321675, 3321676, 3344082,
3344083, 3371231, 3371613, 3387918, 3392719,
3419824, 3419825, 3419827, 3421116, 3421117,
3421121, 3423690, 3423691, 3575692, 3575693,
3575694, 3575695, 3582289, 3612587, 3616301,
3633280, 3635855, 3657009, 3670812, 3747205,
3751339, R1102463A, R1165268A, R1201245A,
R1201248A, R1204522B, R1217292A, R1268297B,
R1309654A, R1313699B, R1364051A, R1371709A,
R1410078C, R1417468A, R1445200A, R1467139B,
R1484345B, R1540389B, R1564366A, R1664748B,
R1693109A, R1722000A, R1722003A, R1736069A,
R1809645B, R2516186A, R2555355A, R3044820A,
R788670A, R798767A, R817027A, R942683A

54 mm Mallory-Head Acetabular Shells 104154 1574146, 1575611, 1575612, 1575613, 1575614,
1575615, 1578812, 1579209, 1582629, 1582630,
1582631, 1582632, 1643714, 1643715, 1643716,
1643717, 1646692, 1646693, 1659549, 1664749,
1664750, 1689984, 1695593, 1698983, 1718324,
1722005, 1732348, 1736070, 1738989, 1738990,
1742244, 1742245, 1747312, 1763356, 1763357,
1763358, 1763359, 1763360, 1763361, 1783937,
1783943, 1783964, 1784826, 1784828, 1784830,
1789498, 1935021, 1935022, 1935413, 1936655,
1942053, 1942054, 1942055, 1942056, 1942057,
1942058, 1942059, 1942060, 1942061, 1942062,
1942063, 1942064, 1960781, 1960782, 1992891,
1992892, 1992893, 2001447, 2032023, 2032024,
2110221, 2110222, 2110223, 2110224, 2110225,
2110226, 2110227, 2110228, 2110229, 2110230,
2110231, 2228402, 2228403, 2228404, 2228405,
2228406, 2234962, 2234963, 2234965, 2234966,
2241914, 2246729, 2260781, 2260782, 2282278,
2297402, 2328134, 2328135, 2328136, 2328137,
2328138, 2465604, 2473069, 2481181, 2491959,
2491960, 2491961, 2492468, 2495667, 2516189,
2516190, 2516191, 2516192, 2516193, 2518418,
2518419, 2523889, 2523890, 2523891, 2533592,
2533593, 2533594, 2533595, 2545782, 2545783,
2555357, 2555358, 2555359, 2555360, 2555361,
2555362, 2567980, 2592984, 2592985, 2592986,
2592987, 2606303, 2606304, 2606305, 2606306,
2613506, 2613507, 2613508, 2613509, 2620939,
2620940, 2620941, 2620942, 2620943, 2640746,
2640747, 2682809, 2688414, 2688415, 2883778,
2884022, 2884025, 2898091, 2898092, 2898093,
2901186, 2901811, 2905628, 2905634, 2905669,
2907524, 2909327, 2914613, 2914615, 2915499,
2915918, 2919665, 2922425, 2928280, 2940025,
2942266, 2942267, 2966161, 2966162, 2966163,
2966164, 2985177, 3020487, 3034611, 3034612,
3034614, 3040618, 3044822, 3044823, 3051946,
3065802, 3065803, 3065804, 3072341, 3077942,
3077943, 3082132, 3082134, 3082190, 3082749,
3082750, 3082751, 3094540, 3094541, 3094542,
3120198, 3120199, 3140880, 3161229, 3200229,
3205603, 3205646, 3213857, 3221034, 3221035,
3221036, 3221037, 3221038, 3241055, 3241056,
3273456, 3321677, 3344085, 3344086, 3344087,
3419826, 3421119, 3560351, 3575674, 3575675,
3575676, 3575677, 3575678, 3575696, 3575697,
3575698, 3575699, 3578797, 3578798, 3578799,
R1174169A, R1192097A, R1201265A, R1309655A,
R1395013A, R1427100A, R1427101B, R1441432B,
R1441432C, R1445201A, R1471442B, R1732348A,
R1738989A, R2032024A, R2328137A, R2555360B,
R2606306B, R2613506A, R3044822A, R3065803A,
R3082134A, R569851A, R726844A, R790848A,
R798769B, R798772A, R802106A, R817028A,
R817029B, R817099A

56 mm Mallory-Head Acetabular Shells 104156 1567430, 1574148, 1574149, 1574151, 1574152,
1575616, 1575617, 1575618, 1578813, 1582633,
1582634, 1582635, 1654915, 1659552, 1664751,
1664752, 1664753, 1664754, 1689985, 1698985,
1722006, 1725460, 1725462, 1729239, 1738991,
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1738992, 1738993, 1742246, 1742247, 1747313,
1747314, 1747315, 1748834, 1748835, 1748836,
1751965, 1751966, 1758690, 1758691, 1760719,
1760720, 1784832, 1784834, 1935419, 1935420,
1942065, 1942066, 1942067, 1971992, 1992894,
1992895, 1992896, 1992897, 1992898, 1998658,
2103926, 2103932, 2103933, 2110235, 2110236,
2110237, 2110238, 2110239, 2110240, 2110241,
2167057, 2167058, 2172835, 2172836, 2178017,
2182473, 2182474, 2182475, 2228413, 2228414,
2234967, 2234968, 2241915, 2246730, 2260783,
2260784, 2260785, 2260786, 2260787, 2288427,
2297403, 2447819, 2473070, 2473071, 2474543,
2491962, 2492469, 2492470, 2516196, 2516197,
2516198, 2518424, 2518425, 2523894, 2523895,
2523896, 2533596, 2533597, 2533598, 2533599,
2533600, 2555363, 2555364, 2555365, 2555366,
2555367, 2555368, 2567981, 2573869, 2592990,
2592991, 2592992, 2592993, 2606308, 2606309,
2613513, 2613514, 2613515, 2620944, 2620945,
2620946, 2620947, 2620948, 2640748, 2640749,
2887817, 2901812, 2905619, 2907506, 2919850,
2966165, 2966166, 2966167, 2966168, 2966169,
2966170, 2966171, 2966172, 3034615, 3034616,
3034617, 3040620, 3044824, 3044826, 3065808,
3065809, 3065810, 3072342, 3072343, 3081507,
3082126, 3082137, 3082752, 3082753, 3094543,
3120200, 3137080, 3140881, 3161233, 3161234,
3200230, 3200231, 3200232, 3200233, 3200234,
3205604, 3205647, 3213005, 3241057, 3321678,
3344088, 3344089, 3371232, 3383725, 3388004,
3388005, 3541096, 3575663, 3575665, 3575679,
3575680, 3575681, 3575682, 3575683, 3575685,
3575700, 3590262, 3590264, 3607902, R1385395A,
R1385396A, R1401425A, R1410081A, R1420200A,
R1420200C, R1420201A, R1427102B, R1427103B,
R1441731B, R1445202B, R1445203B, R1462981B,
R1476294B, R1541218A, R1557391B, R1564372A,
R1578813A, R1654915A, R1659552A, R1698985A,
R546365A, R547632A, R736681A, R790850B,
R798774A, R798775A, R798777A

58 mm Mallory-Head Acetabular Shells 104158 1569599, 1574153, 1574154, 1575619, 1575620,
1575621, 1579212, 1582636, 1582637, 1643719,
1650084, 1654917, 1659555, 1664755, 1664756,
1664757, 1664758, 1664759, 1664760, 1664761,
1738994, 1738995, 1738996, 1742248, 1747316,
1748838, 1751967, 1784836, 1784838, 1784841,
1784843, 1935438, 1971998, 1971999, 1972000,
1992899, 1992900, 1992901, 1992902, 2032030,
2032031, 2032032, 2046168, 2046169, 2046170,
2110242, 2110243, 2164822, 2182477, 2228417,
2260788, 2297404, 2297405, 2328141, 2328142,
2328143, 2328144, 2328145, 2370465, 2395625,
2440675, 2489190, 2489191, 2489192, 2508986,
2508987, 2518431, 2518432, 2523900, 2533601,
2533602, 2555369, 2555370, 2555371, 2562524,
2606314, 2606315, 2613519, 2620949, 2640750,
2640751, 2640752, 2640753, 2675015, 2675016,
2675017, 2688416, 2707428, 2707429, 2719572,
2897621, 2905644, 2928289, 2928290, 2928291,
2928292, 2940026, 2974779, 2985179, 3040621,
3044827, 3044828, 3065814, 3065815, 3065816,
3072344, 3072345, 3082754, 3094544, 3094545,
3137104, 3200235, 3200236, 3213858, 3241058,
3321679, 3321680, 3321681, 3321682, 3344091,
3344092, 3364902, 3371229, 3383726, 3392722,
3404441, 3590373, 3622377, 3628409, 3636439,
3731891, 3731892, 3731893, 3743988, 3747184,
R1211622B, R1390294A, R1390297A, R1390297C,
R1401426A, R1410082A, R1410082C, R1417470A,
R1420202A, R1420202C, R1427104B, R1427105B,
R1427106B, R1532575B, R1560379A, R1569599B,
R1579212A, R1582637A, R1659555A, R1664757A,
R2555369A, R2620949A, R547635B, R574479A,
R584209A, R584210A, R744928A, R790851A,
R798778A, R798779C, R817032A, R942691A

60 mm Mallory-Head Acetabular Shells 104160 1578814, 1582638, 1582639, 1621646, 1635378,
1654918, 1659558, 1664762, 1664763, 1664764,
1664765, 1673313, 1673314, 1698987, 1738998,
1784845, 1784847, 1784849, 1789499, 1972002,
1992903, 2021859, 2032033, 2110244, 2110245,
2110246, 2184206, 2228421, 2234969, 2234970,
2255743, 2297406, 2297407, 2328147, 2328148,
2384331, 2388765, 2422442, 2440676, 2489193,
2508988, 2567982, 2700484, 2719550, 2727470,
2778158, 2796857, 2799470, 2974781, 2974782,
3082188, 3082755, 3082756, 3112083, 3112084,
3112085, 3174902, 3205648, 3273457, 3299364,
3321683, 3321684, 3344095, 3344096, 3501502,
3524052, 3560326, 3585480, 3756735, R1179341A,
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R1198545A, R1201273A, R1204528B, R1208555A,
R1251414A, R1268298A, R1410083A, R1414006A,
R1420203A, R1441732B, R1560380A, R1578814A,
R1621646A, R1635378A, R1664764A, R2388765A,
R2700484A, R2778158A, R380809A, R541518B,
R551503A, R681677B, R726853A, R726854A,
R790852A, R798780A

62 mm Mallory-Head Acetabular Shells 104162 1582640, 1620605, 1638548, 1646694, 1664766,
1664767, 1673315, 1695594, 1784851, 1813169,
1813170, 1813171, 2328150, 2328151, 2422443,
2489194, 2489195, 2729633, 2791423, 3020488,
3065820, 3082757, 3120201, 3241059, 3294855,
3344098, 3501503, 3689521, R1323865B,
R1359821A, R1359821C, R1398206A, R1398206C,
R1417471A, R1441733A, R1476298B, R1638548A,
R1673315A, R207286B, R2729633A, R624261A,
R762934B, R777338A, R898807A

64 mm Mallory-Head Acetabular Shells 104164 1579215, 1631858, 1635379, 1635380, 1654919,
1659561, 1664768, 1664769, 1751968, 1784860,
1813172, 1880565, 2297408, 2297409, 2301095,
2301096, 2328152, 2328153, 2328154, 2495669,
2940027, 3044830, 3072347, 3082758, 3112086,
3273458, 3299365, 3344099, 3371230, 3443952,
3443953, 3456339, 3494620, R1244025A,
R1244025B, R1381573B, R1417472C, R1441734A,
R1631858A, R1654919A, R1664768A, R1664769A,
R1751968A, R1784860A, R2328153A, R2328154A,
R2495669A, R2940027A, R3044830A, R3072347A

66 mm Mallory-Head Acetabular Shells 104166 1738999, 1813173, 2158323, 2234972, 2291662,
2328155, 2328156, 2395626, 3203742, 3221039,
3273459, 3294856, 3443954, 3524053, R1112841A,
R1161166A, R1366784A, R204155A, R2328156A

68 mm Mallory-Head Acetabular Shells 104168 1664770, 1736071, 1794030, 1880567, 1918748,
2291663, 2291664, 2291665, 2328157, 2359025,
2388766, 2884166, 2884222, 3044831, 3200237,
3205605, 3218877, 3303100, 3366705, 3430233,
3524031, R214414C, R3200237A

70 mm Mallory-Head Acetabular Shells 104170 1575622, 2106800, 2502335, 2675018, 2943925,
R369580A

Geographic Regions: India, Japan, Lithuania, Romania, Russia, Saudi Arabia, Ukraine, U.K.
Manufacturer(s): Zimmer Biomet345 E Main St, Warsaw, IN 46580, United States
Suggested Distribution: Infection Control, OR/Surgery, Orthopedics, Materials Management

Problem:

OIn an October 18, 2018, Urgent Medical Device Field Safety Notice Removal letter posted by the U.K. Medicines and Healthcare Products Regulatory
Agency (MHRA), Zimmer Biomet states that the inner pouch of the above products may be damaged, potentially leading to adelay in surgery or
inflammatory response resulting from implantation of a contaminated device. Zimmer Biomet also states that product sterility is not compromised
because the devices have a double sterile barrier. Zimmer Biomet further states that the user can detect this problem before use when inspecting the
product during opening of the packaging. The applicable instruction for use (IFU) instructs users to inspect the package for damage before opening.

Action Needed:

Oldentify and isolate any affected product in your inventory. The affected devices are contained in a packaging configuration that was in use from
September 2008 to June 2016. If you have affected product, verify that you have received the October 18, 2018, Urgent Medical Device Field Safety
Notice Removal letter and Certificate of Acknowledgment form from Zimmer Biomet. Y our Zimmer Biomet 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 recommended
beyond the surgeon's existing follow-up schedule. Report any adverse events associated with the use of affected product to Zimmer Biomet by e-mail at
per.uk@zimmerbiomet.com .

For Further Information:

Zimmer Biomet

Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Biomet (Zimmer Biomet): Mallory-head acetabular shell [onling].
London: Department of Health; 2018 Oct 22 [cited 2018 Oct 23]. (Field safety notice; reference no. 2018/010/018/291/007). Available from
Internet: Click here.

Comments:

e [IThisalertisaliving document and may be updated when ECRI Institute receives additional information.
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Source(s):
e 2018 Oct 23. MHRA FSN. 2018/010/018/291/007 Download
e 2018 Oct 23. MHRA FSN. ZFA 2018-00293 (includes reply form) Download
e 2018 Oct 24. Manufacturer. The manufacturer confirmed the information provided in the source material.

©2018 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/181647/20181022MHRACover.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/181648/20181018ZimmerBiometMalloryAcetabularShellsMHRA.pdf



( A31628 ) Zimmer Biomet-Mallory Head Finned Acetabular Shel.pdf






New Nellix EndoVascular 10/31/201 Endologix international Tart Medical https
Aneurysm Sealing 8 holding B.V. ://nc
System.. mdr.

Ophthalmic and optical devices

# New Raindrop Near Vision 10/29/201 Optics Medical N/A 2
Inlays 8

Reusable devices

New CHS Custom 10/31/201 = Custom Healthcare N/A 2  https
Convenience Kit 8 System ://nc
New | Tritanium TL Steerable  10/31/201 Howmedica Osteonics Zimmo Trading 2  https
Inserter 8 Corp. Establishment. //nc
Single-use devices
# Update ALARIS PCEA ASV Yellow 11/1/2018 Becton, Dickinson And Medical Regulations FSN
Microbore, ALARIS PCEA Company Gate
ASV Yellow Microbore,
ALARIS PCEA Kit ASV
Yellow Microbore
New  ARROWgard Blue Plus  10/31/201 Arrow International Inc Gulf Medical Co. 2  https
MultiLumen CVC Kit 8 //nc
New  Biopsy Forcept (Alligator 1 10/31/201 Micro-Tech (Nanjing) Tayeb Medical Est 2  https
with Spike) 8 Co,, Ltd ://nc
New IV administration sets  H#######S ICU Medical, Inc AL-KAMAL Import FSN A/Ca\

New  Sterile Procedure Trays  10/31/201 Medline Industries, Inc. Cure Development FSN  https
including Kocher clamps 8 International Ltd ://nc


https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13416
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13435
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13419
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13436
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13423
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13410
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13414

www.ecri.org . Printed from Health Devices Alerts on Monday, October 29, 2018 Page 1

[High Priority ] - A31642 : Optics Medical—Raindrop Near Vision Inlays: Use May Be Associated with
Development of Corneal Haze
Medical Device Ongoing Action

Published: Thursday, October 25, 2018

UMDNS Terms:

® Lenses, Intraocular, Anterior Chamber [16068]
Product Identifier:

[Consumable]
RVO 2.0 d/b/a Optics Medical
Product Model
Curved Hydrogel Disks Raindrop Near Vision Inlays

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S. & #160;
Manufacturer(s): RVO 2.0 d/b/a Optics Medical 25651 Atlantic Ocean Dr Suite A1, Lake Forest, CA 92630-8835, United States
Suggested Distribution: OR/Surgery, Ophthalmology, Materials Management

Problem:

In an October 23, 2018, Safety Communication, FDA states that patients implanted with the above inlays may be at increased risk for corneal haze, atype
of cloudiness in the cornea caused by inflammation. FDA is advising that eye care providers not implant Raindrop inlays and is working with Optics
Medical to have all remaining product on the market recalled. Raindrop Inlays are no longer being distributed in the U.S. The manufacturer has not
confirmed the information provided in the source material .

Action Needed:
Identify, isolate, and discontinue use of any affected product in your inventory, and identify any affected patientsin your practice. If you have affected
product, verify that you have reviewed the Safety Communication from FDA. FDA recommends the following:

e Patients should not receive affected inlays.

e Patients aready implanted with affected inlays should ensure that they keep regularly scheduled appointments with eye care providers and
seek immediate evaluation if they have or develop any new or bothersome visual symptoms, such as blurry vision or glare.

e For information on returning unused inlays, contact Optics Medical by telephone at (949) 330-6511.

e Review the data from the ongoing postapproval study, which is showing high rates of corneal haze in both implanted and explanted patients,
aswell as an increasing rate of device removal.

e Monitor patients who have been implanted with affected inlays and whose devices have been explanted for development of corneal haze.

e U.S. customers should report serious 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:
CDRH Division of Industry Communication and Education
Tel.: (800) 638-2041 or (301) 796-7100

E-mail: dice@fda.hhs.gov
Website: Click here

OReferences:

e United States. Food and Drug Administration. Safety communication. Increased risk of corneal haze associated with the Raindrop near
vision inlay [online]. 2018 Oct 23 [cited 2018 Oct 25]. Available from Internet: Click here .

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2018 Oct 25. FDA. Safety Communication Download
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[High Priority ] - A31463 02 : BD— Alaris PCEA Administration Sets: May Leak between Male Luer

Lock and Yellow Striped Tubing [Update]
Medical Device Ongoing Action

Published: Thursday, October 25, 2018

UMDNS Terms:

® |ntravenous Extension Tubing Kits [12170]
Product Identifier:

[Consumable]
BD
Product Catalog No. Lot No.
Alaris Patient-Controlled Epidural Analgesia (PCEA) Anti-Siphon 30893 13115436, 13115751, 13116634, 13125080,
Vave (ASV) Yellow Microbore Administration Setg/Kits 14015841, 14016290, 14016373, 14025707,

14026388, 14026691, 14035268, 14035806,
14036236, 14036825, 14045325, 14056317,
14066080, 14066846, 14075202, 14076307,
14077092, 14085232, 14085752, 14086964,
14095389, 14096388, 14096716, 14105065,
14106255, 14106583, 14115971, 14116627,
14116628, 14125371, 15015678, 15016044,
15016971, 15025581, 15026194, 15026195,
15026291, 15026445

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): BD10020 Pacific Mesa Blvd, San Diego, CA 92121, United States

Suggested Distribution: Anesthesia, Critical Care, Emergency/Outpatient Services, Nursing, ObstetricsGynecology/L abor and Delivery,
OR/Surgery, Pain Clinic, IV Therapy, Materials Management

Summary:

OUpdate Reason: Additional lot numbers. This Alert provides new information based on an October 5, 2018, Urgent Medical Device Recall Notification
letter submitted by ECRI Institute member hospitals regarding Alert A31463 . New lot numbers are provided in the Product Identifier field.

Problem:

OIn a September 26, 2018, Urgent Medical Device Recall Notification letter, BD states that the above administration sets may leak at the connection
between the male Luer lock and the yellow striped tubing. The leak may be observed at priming or during use. This problem could lead to delay in
treatment, interruption of infusion, or underinfusion of medication. BD further states that it has received no reports of injury or death related to this
problem. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Oldentify and discard any affected product in your inventory. If you have affected product, verify that you have received the October 5, 2018, Urgent
Medical Device Recall Notification letter and Customer Response Form from BD. The following actions are those listed in Alert A31463 . BD states that
replacement product is not immediately available, so your facility must determine which of the following options best meets your needs:

e Request equivalent product as replacement for discarded material when it becomes available.
e Request credit for discarded product.

Regardless of whether you have affected product, complete the Customer Response Form and return it to BD by e-mail a8 BDBRC@bd.com . Inform all
relevant personnel at your facility of the information in the letter, and forward a copy of the letter to any facility to which you have further distributed
affected product. U.S. customers should report serious 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:

For recall-related inquiries:

BD support center

Tel.: (888) 562-6018, 7 am. to 4 p.m. Pacific time, Monday through Friday

E-mall: supportcenter@carefusion.com

For adverse event reports:

BD customer advocacy department

Tel.: (800) 812-3266

E-mail: customerfeedback@bd.com

Website: Click here

Comments:

e [[Thisdertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):

e 2018 Oct 25. Member Hospital. BD letter submitted by ECRI Institute member hospitals (includes reply form) Download
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*  The sign (#) on the left side of the FSN's indicates that the source of this FSN is ECRI

* D 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

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.


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

