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Dear,
SBED team is pleased to inform you that 79 new FSCA/recalls posted on SFDA website
(Please note: below list of FSCA/ recalls for the period of 10/15/2018 to 10/21/2018

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

‘Hospltal Name H

Active Implantable Devices

New Impella Heart Pumps  H########H ABIOMED Inc | Gulf Medical Co. FSN A/Ca\

Anaesthetic and respiratory devices

New CONTAINERS, Cryogenic 10/16/201 CRYO DIFFUSION S.A.S. N/A FSN  https
tanks 8

New FMI gear kit, GMM Tables 10/16/201 General Medical Merate Bio Standards FSN  https

starting from serial 8 SpA.. ://nc

number 010/313 until mdr.

serial number 33130

New SpO2-Controller "SP02C" 10/21/201  Fritz Stephan GmbH. Al Khateeb United FSN  https
of the ventilator SOPHIE 8 Trading Est.


http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13322
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13319
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13317
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13352

New TEXAS Bronchoscope 10/16/201  Richard Wolf GmbH
Tube 8

Assistive products for persons with disability

New Parking brake for 10/21/201 Etac
wheelchairs 8

Dental devices

New Implant Direct Legacy ~ 10/15/201 Implant Direct Sybron
Implant 8 Manufacturing,LLC

Al-Jeel Medical &
Trading Co. LTD

Medicare Center

Ahmad Abdullah

Alzoman Est. for trading

FSN

FSN

New Titanbase MyPlant IT  H#######IHager & Meisinger GmbH:el Medical & Trading Co. FSN

Diagnostic and therapeutic radiation devices

New  Artis zee ceiling systems. H######## SIEMENS iiemens Medical Solution FSN
New Biograph mCT and 10/15/201 SIEMENS Siemens Medical 2
Biograph Horizon 8 Solutions
Systems
New  Brilliance 6, Brilliance 10. 10/21/201 Philips Healthcare Philips Healthcare FSN
Brilliance 16 & 16 Power, 8 Saudi Arabia Ltd.
Brilliance 40, Brilliance 64
New CombiDiagnost, i Philips Medical Systems s Healthcare Saudi Arabi. FSN
New DRX-Ascend and Q-Rad  10/21/201 Carestream Health Samir Photographic 2
Digital Radiography 8 Supplies Co. Ltd.
Systems Using Siemens
3D Lifting Columns
New Evo Excel ECG Power 10/21/201 SIEMENS Siemens Medical FSN
Outlet 8 Solutions
New LOGIQ E10 ultrasound  10/15/201 GE Healthcare GE Healthcare 2
systems (when used with 8

TEE probes)

https

https

A/Ca\

A/Ca\

https
://nc

A/Ca\

https

https
://nc


https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13314
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13353
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13306
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13351
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13313
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13291
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13359
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13358
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13346
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13297
afsaif
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[High Priority ] - A31566 : Carestream—DRX-Ascend and Q-Rad Digital Radiography Systems Using
Siemens 3D Lifting Columns: Steel Cable of Ceiling Stand May Break without Triggering Safety Lock
Medical Device Ongoing Action

Published: Monday, October 15, 2018
Last Updated: Thursday, October 18, 2018

UMDNS Terms:
® Radiographic Systems, Digital [18430]
® X-Ray Tube Assemblies [15975]
Product Identifier:
[Capital Equipment]

Product Carestream Health Inc

Model
Ceiling-Mounted Tube Supports RS-580, RS-590
Digital Radiography Systems DXR Ascend
Q-Rad
Siemens Healthcare
Product Model
Lifting Columns 3D-Top, 3DV

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

Manufacturer(s): Carestream Health Inc150 Verona St, Rochester, NY 14608, United States (ceiling-mounted tube supports and digital radiography
systems manufacturer)
Siemens Healthcare40 Liberty Blvd, Malvern, PA 19355-9998, United States (lifting columns manufacturer)

Suggested Distribution: Clinical/Biomedical Engineering, Emergency/Outpatient Services, OR/Surgery, Diagnostic Imaging, Facilities/Building
Management

Problem:

OInaJduly 25, 2018, Urgent Safety Advisory Notice Urgent Field Safety Notice letter submitted by an ECRI Institute member hospital, Carestream states
that, in cases of insufficient maintenance or high clinical workload, the primary steel cable of the ceiling stands of the above radiographic systems using
the above Siemens 3D-Top or 3DV lifting columns may break without triggering the safety lock. This may lead to overload of the safety cable, which is
not designed for continuous load and ongoing movement under load. Carestream also states that this may lead to mechanical fatigue and may cause the
arm to drop during patient positioning, potentially causing serious injury to patients and users. The manufacturer has not confirmed the information
provided in the source material .

Action Needed:

Oldentify any affected systemsin your inventory. If you have affected systems, verify that you have received the July 25, 2018, Urgent Safety Advisory
Notice Urgent Field Safety Notice letter and response form from Carestream. Complete the form, and return it to Carestream using the instructions on the
form. Upon receipt of the form, Carestream will provide your facility with aretrofit kit to fix the problem. Until the retrofit kit isinstalled, Carestream
recommends that you avoid performing up or down movements of the lifting column directly above patients. Instead, vertica movement should be
completed beside the patient, and then the system should be moved horizontally to the patient. Retain a copy of the letter with your records.

For Further Information:

Carestream

Website: Click here

Comments:
e [JFor information regarding asimilar and potentially related action initiated by Siemens, see Alert A31213 .
e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2018 Oct 15. Member Hospital. July 25, 2018, Carestream letter Download

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



https://www.carestream.com/en/us/medical/contact-us

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1635771

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1635771

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/181359/20180725CarestreamDRXAscendClient.pdf



(A31566) Carestream-DRX-Ascend and Q-Rad Digital Radiography Systems Using Siemens 3D Lifting Columns.pdf


New NANOKNIFE DISPOSABLE 10/21/201 = AngioDynamics, Inc. Medical Regulations = FSN  https
SINGLE ELECTRODE 8 Gate ://nc
PROBES

New RayStation and RayPlan , 10/15/201 RaySearch Laboratories Creative Healthcare 2 https

45,47,5,6,7 8 AB Establishment
New UV THERAPY SYSTEM UV 10/21/201 Herbert Waldmann Al-Jeel Medical & FSN  https
7001 8 GmbH & Co. KG Trading Co. LTD

Electro mechanical medical devices

New Arrow AutoFuser 10/18/201 Arrow International Inc Gulf Medical Co. FSN
Disposable Pain Control 8
Pumps

New BioFlo Port with ENDEXO 10/15/201 = AngioDynamics Inc FAROUK, MAAMOUN 2 https

and PASV Technology 8 TAMER & COMPANY
New Carelink 2090 and 10/17/201 Medtronic SA Medtronic Saudi Arabia FSN  https
Carelink Encore 8 ://nc
29901/29901A mdr.
Programmers
New Cera Vascular Plug 10/16/201 Lifetech Scientific Ameesa Medical FSN
Systems 8 (Shenzhen) Co., Ltd. Instruments
New CUSA Excel (Excel+) 10/15/201  Integra LifeSciences Bio Standards 2 https
Ultrasonic Surgical 8 ://nc
Aspirator System ,
New DIAMONDBACK 360 10/17/201 Cardiovascular Systems, N/A 2  https
Peripheral Orbital 8 Inc ://nc
Atherectomy System..
New IVUS Catheter, Visions PV 10/21/201 VOLCANO Ikar Establishment FSN  https
.035 Intravascular 8 CORPORATION ://nc

Ultrasound Catheters

New Reprocessed Agilis 10/15/201  Johnson & Johnson Johnson & Johnson 2  https
Steerable Introducer 8 Medical GmbH Medical Saudi Arabia


https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13355
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13294
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13350
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13307
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13341
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13296
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13336
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13357
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13301
afsaif


afsaif
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[High Priority ] - A31515: Teleflex—Arrow AutoFuser Disposable Pain Control Pumps: Cracks May
Be Present on Body of Fill Port Connector

Medical Device Ongoing Action
Published: Thursday, October 11, 2018

UMDNS Terms:

® |nfusion Pumps, Analgesic [28077]
Product Identifier:
[Consumable]

Product

OF 550 x 8ML/HR 2ML-60LO CPNB Arrow AutoFuser
Disposable Pain Control Pumps

AF 550 x 5SML/H 611 CATH, 4.5" IN Arrow AutoFuser
Disposable Pain Control Pumps

AF 550 x 5SML/H 6" DUAL CATHS, 4.5" IN Arrow
AutoFuser Disposable Pain Control Pumps
AF 550 x 5SML/H FH DL 30hole SAT C, 4"1N Arrow

AutoFuser Disposable Pain Control Pumps

AF 550 X SML/HR 2ML-60LO CPNB Arrow AutoFuser
Disposable Pain Control Pumps

AF 550 x SML/HR CPNB Arrow AutoFuser Disposable
Pain Control Pumps

AF 550 x 8ML/HR 2ML-15LO CPNBMT8015XL-CP
Arrow AutoFuser Disposable Pain Control Pumps

AF 550 x 8ML/H 2ML-15L0 8.7* DUAL CATHS, 4 Arrow

AutoFuser Disposable Pain Control Pumps

AF w/AS 550 x 0.5-7 ml, w/Y-site, DL CPNB Arrow
AutoFuser Disposable Pain Control Pumps

AF w/AS 550 x 1-14 mi/hr, Smi-30 LO-CPNB Arrow
AutoFuser Disposable Pain Control Pumps

AF W/AS 550x1-14ML/HR 2ML-15LO CPNB Arrow
AutoFuser Disposable Pain Control Pumps

AF w/AS 550x1-14ML/HR 2ML-30LO CPNB Arrow
AutoFuser Disposable Pain Control Pumps

AF w/AS 550x1-14ML/HR 5ML-60LO CPNB Arrow
AutoFuser Disposable Pain Control Pumps

Arrow International, a Teleflex Medical

company
Product No.

MT8060XL-CPNB

MCO0050XL SK5-CP

MCO0050XLYK5-CP

MCO0050XLYK?2-CP

MT5060XL-CPNB

MCO0050XL-CPNB

MT8015XL-CPNB

MT8015XLYK10-CP

MVAXL2Y-CPNB

MVBX30XL-CPNB

MVBT15XL-CPNB

MVBT30XL-CPNB

MVBX60XL-CPNB

©2018 ECRI Institute

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

Lot No.

74A1801899, 74B1700146,
74B1700921, 74H1602701, 741700201

7431601025

74A1701422, 74B1700142,
74C1701810, 74G1702049,
74G1702788, 74M 1600770,
74M 1601742, 74AM 1602233

74B1700141, 7431601147, 7431602863,
74K 1602023, 7411602735

74A1700874, 74F1700146, 74F1701964,
74G1702797, 74H1701106

74C1601434, 74C1602395,
74C1703028, 74D1700428,
74D1701032, 74E1602096, 74F1602444,
74F1700186, 74G1702048

74B1602449

74A1701382, 74B1602450,
74B1701726, 74F1701975,
74H1701147, 7431600057, 74L1601123,
7411702110

74A1600493, 74A1701278,
74B1700147, 74B1700922,
74C1601403, 74C1601458,
74C1601839, 74C1602928,
74C1702397, 74D1600766,
74E1600739, 74E1601599, 74E1700481,
74E1701689, 74F1601947, 74G1601342,
74H1601292, 74H1602005, 74J1601528,
74K 1601040, 74K 1601957,
741.1601996, 74L. 1602670,

74M 1501120, 74AM 1600311,

74M 1600671

74G1702789, 74M 1500647

74B1702339, 74D1701102,
74D1702253, 74E1701025, 74F1700780,
74F1701946, 74G1600394,
74G1700546, 74G1701177,
74G1702054, 74H1601294,
74H1700162, 74H1701109,
74H1701794, 7431700192, 7431700678,
7431701748, 74K 1702039, 74L. 1700931

74H1701904

74E1702443
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AF w/AS 550 x 1-14ML/HR CPNB Arrow AutoFuser MVBXL-CPNB 74A1801376, 74A 1801900,

Disposable Pain Control Pumps 74A1802544, 74B1700925,
74C1701765, 74D1700392,
74D1701253, 74D1701539,
74D1702241, 74E1700485,
74E1701026, 74E1701692, 74E1702410,
74F1700147, 74F1701966, 74F1702681,
74F1703240, 74G1700539,
74G1701226, 74G1702799,
74H1700167, 74H1701111,
74H1701796, 74H1702406, 74J1700193,
74J1700680, 74J1701583, 74J1702180,
7431702742, 74K 1700635, 74K 1701435,
74K 1702040, 74K 1702604,
741.1700203, 74L1700932, 74L1702112,
74M 1700833, 74M 1701615

AF w/AS 550x 0.5-7 mi/hr, Smi-30 LO-CPNB Arrow MVAX30XL-CPNB 74F1700085, 74F1703357
AutoFuser Disposable Pain Control Pumps

AF 550 X 5SML/H 2ML-60LO 611 CATH, 4.5" IN Arrow MT5060X L SK5-CP 74A1801889, 74F1700183, 74F1701965,
AutoFuser Disposable Pain Control Pumps 74F1702678, 74H1700171,
74H1701903, 74H1703133,
74K 1700663
AF 550 Xx 5SML/H 2ML-60LO 611 DUAL CATHS, 4.5" MT5060XLYK5-CP 74F1700794, 7431700190, 7431700676

Arrow AutoFuser Disposable Pain Control Pumps

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Arrow International, a Teleflex Medical company2400 Bernville Rd, Reading, PA 19605, United States

Suggested Distribution: Anesthesia, Critica Care, Nursing, ObstetricsGynecology/Labor and Delivery, Pain Clinic, IV Therapy, Materias
Management

Problem:

OInan October 1, 2018, Urgent Medical Device Recall letter submitted by ECRI Institute member hospitals, Teleflex states the body of the fill port
connector of the above pumps may contain cracks, potentialy resulting in aleak. Teleflex also states that if the leak is identified while the user isfilling
the pump, there may be adelay while an alternative pump islocated. Teleflex further states that if the leak goes undetected, it may result in areduced
level of drug delivery to the patient and, consequently, alower level of pain relief than that prescribed or expected, potentially necessitating additional
analgesic drug administration. Teleflex states that it has received no reports of patient injuries associated with this problem. The manufacturer has not
confirmed the information provided in the source material .

Action Needed:

Oldentify, isolate, and discontinue use of any affected pumps in your inventory. If you have affected pumps, verify that you have received the October 1,
2018, Urgent Medical Device Recall letter and Recall Acknowledgment Form from Teleflex. Regardless of whether you have affected product, complete
the Recall Acknowledgment Form and return it to Teleflex using the instructions on the form. Upon receipt of the form, a Teleflex customer service
representative will contact your facility with areturn goods authorization (RGA) number to arrange for product return. Notify al relevant personnel at
your facility of theinformation in the Ietter, and forward a copy of the letter to any facility to which you have further distributed affected product. Report
any adverse events associated with theuse of affected product to Teleflex by telephone at (866) 246-6990. 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:
Teleflex customer service department
Tel.: (866) 396-2111

Comments:

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

Source(s):
e 2018 Oct 9. Member Hospital. Teleflex letter submitted by an ECRI Institute member hospital: EIF-000264 (includes reply form) Download

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



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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/180876/20181001TeleflexArrowAutoFuserPumpsClientRedacted.pdf



(A31515) Teleflex.pdf
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[High Priority ] - A31521 : Lifetech—Cera Vascular Plug Systems: Loader May Be Too Small,

Potentially Causing Difficulty for Matching Delivery Cable to Pass Through
Medical Device Ongoing Action

Published: Wednesday, October 10, 2018

UMDNS Terms:

® Vascular Closure Devices [37554]
Product Identifier:
[Consumable]

Lifetech Scientific (Shenzhen) Co Ltd

Product No. Production Identifier Lot No.

Product

Cera Vascular Plug LT-PLUG-04 1721010410180107211801070372, 180107
Systems 1721010410180107211801070373,
1721010410180107211801070374,
1721010410180107211801070375,
1721010410180107211801070376,
172101041018010721801070377

LT-PLUG-04 1721011810180134211801340251, 180134

172101181018013421801340252,

1721011810180134211801340253,
1721011810180134211801340254,
1721011810180134211801340255,
1721011810180134211801340256,
1721011810180134211801340258,
1721011810180134211801340259,
1721011810180134211801340260

LT-PLUG-06 1720122710171252211712521320, 171252
1720122710171252211712521321,
1720122710171252211712521322,
1720122710171252211712521323,
1720122710171252211712521327,
1720122710171252211712521328,
1720122710171252211712521329,
1720122710171252211712521330

LT-PLUG-06 1721010410180107211801070384, 180107
1721010410180107211801070385,
1721010410180107211801070386,
1721010410180107211801070387,
1721010410180107211801070388,
1721010410180107211801070389

LT-PLUG-06 1721012410180146211801460777, 180146
1721012410180146211801460778,
1721012410180146211801460779

LT-PLUG-06 1720122710171252211712521325, 171252
1720122710171252211712521324

LT-PLUG-06 1721012410180146211801460780, 180146
172101241018014621801460781

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

Manufacturer(s): Lifetech Scientific (Shenzhen) Co LtdCybio Electronic Building Langshan 2nd Street, Shenzhen, 518057, People's Republic of
China

Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Emergency/Outpatient Services, OR/Surgery, Materials Management

Problem:

OIn a September 30, 2018, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA),
Lifetech states that the size of the loader of the above systems may be too small, potentially causing difficulty for the matching delivery cable to pass
through. Lifetech also states that this problem can be noticed during pre-operative preparation, and that potential hazards include a delay in procedure and
the need to replace the loader. Lifetech further states that this problem occurs because the inner diameter of the loader did not reach its lower limit, which
was caused by the manufacturing process problem of the supplier. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Oldentify, isolate, and discontinue use of any affected systemsin your inventory. If you have affected systems, verify that you have received the
September 30, 2018, Urgent Field Safety Notice letter and Appendix A from Lifetech. A Lifetech representative will contact your facility arrange

for product replacement and reimbursement. 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.

For Further Information:

Lily Shi, Lifetech regulatory affairs director

©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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Tel.: 86 (755) 86026205, ext. 6755

E-mail: shixiaoli @lifetechmed.com

Lifetech c/o Healthlink Europe

Tel.: 31 (73) 303584

E-mail: marketing@lifetechmed.com or quality@lifetechmed.com
Website: Click here

References:

Great Britain. Medicines and Healthcare Products Regulatory Agency. LifeTech Scientific: Ceraplug [online]. London: Department of Health;
2018 Oct 8 [cited 2018 Oct 10]. (Field safety notice; reference no. 2018/010/001/228/021). Available from Internet: Click here .

Comments:

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

Source(s):
e 2018 Oct 10. MHRA FSN. 2018/010/001/228/021 Download
e 2018 Oct 10. MHRA FSN. Lifetech letter Download

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



mailto:shixiaoli@lifetechmed.com

mailto:marketing@lifetechmed.com

mailto:quality@lifetechmed.com

http://www.lifetechmed.com/en/fuzhulanmu/411.aspx

https://www.gov.uk/drug-device-alerts/field-safety-notice-1-october-to-5-october?utm_source=08bf8cf0-5d89-4f13-9c75-1943fe54ce0e&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notice-1-october-to-5-october?utm_source=08bf8cf0-5d89-4f13-9c75-1943fe54ce0e&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/180631/20181008LifeTechCeraPlugMHRACP.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/180632/20180930LifetechCeraPlugMHRA.pdf



(A31521) Lifetech.pdf


New Thoratec CentriMag 10/17/201 Thoratec Corp Arabian Trade House https
Motor, Model: 102956 8 Est.
New WIDEX BABY440 FEH A Widex A/S odul Latif Basha Medical ! 2 A/Ca\

Hospital hardware

# New  Nara Hospital Bassinets F########H Stryker ‘el Medical & Trading Co. 2

In vitro diagnostic devices

New  Access 2 Immunoassay  10/17/201 Beckman Coulter... Beckman Coulter Saudi 2 https
System... 8 Arabia Co Ltd
Update ADVIA Centaur CKMB ~ 10/21/201  Siemens Healthcare ABDULREHMAN AL FSN  https
Calibrator Bias and Out 8 Diagnostics GmbH GOSAIBI GTB ://nc
of Range Results Using mdr.
Master Curve Material sfda.
(MCM)
# New ALBAclone Anti-Leb 10/18/201 Quotient Diagnostics Ltd N/A FSN
Reagents 8
New  Alinity hg Analyzerand  10/15/201 Abbott Medical supplies & FSN  https
Alinity hs Slide Maker 8 Services Co.Ltd ://nc
Stainer Module , Mediserv
New  Alinity i Free T3 Reagent 10/15/201 Abbott Medical supplies & FSN  https
Kit 8 Services Co.Ltd
New ARCHITECT Free T3 10/15/201 Abbott Medical supplies & FSN  https
Reagent Kit, ARCHITECT 8 Services Co.Ltd ://nc
Total T3 Reagent Kit v , Mediserv
New BD MAX System ,  F##tit####H BD Biosciences Becton Dickinson B.V. FSN A/Ca\

# New CoaguChek XS Test Strips  10/18/201 Roche Diagnostics Corp FAROUK, MAAMOUN = FSN
INST 48CT 8 TAMER & COMPANY


https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13332
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13328
http://Attached
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[High Priority ] - A31517 : Quotient— ALBAclone Anti-Leb Reagents: May Yield Weak or Erroneous

Negative Reactions
Medical Device Ongoing Action

Published: Wednesday, October 10, 2018

UMDNS Terms:

® |VD Test Reagent/Kits, Immunoassay, Immunology, Cell Typing, Monoclonal Antibody, Leukocyte [19644]
Product Identifier:

[Consumable]
Product S:Jocgbecr;tNL(;td Lot No. Expiration Date
ALBAclone Anti-Leb Viads z217 V192485 2020 Jan 18

Geographic Regions: (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, Materials Management

Problem: In an October 1, 2018, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA),
Quotient states that the above product may generate weak or negative reactions with some cells that positively express the antigen. Quotient also states
that use of this reagent to type blood samples may yield an erroneous negative reaction. The manufacturer has not confirmed the information provided in
the source material.

Action Needed:

Oldentify, isolate, and destroy any affected product in your inventory. If you have affected product, verify that you have received the October 1, 2018,
Urgent Field Safety Notice letter and Confirmation of Receipt Form from Quotient. Complete the Confirmation of Receipt Form, and return it to Quotient
using the instructions on the form. Review all tests generated from the affected lot. 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. Quotient will contact your facility once
dternative lots are available.

For Further Information:

Quotient customer service department

Tel.: 44 (131) 2920422

E-malil: customer.serviceEU@quotientbd.com

Website: Click here

References:

Great Britain. Medicines and Healthcare Products Regulatory Agency. Alba Bioscience (Quotient): ALBACIone Anti-Leb [onling]. London:
Department of Health; 2018 Oct 8 [cited 2018 Oct 10]. (Field safety notice; reference no. 2018/010/001/601/007). Available from Internet: Clic
k here.

Comments:

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

Source(s):
e 2018 Oct 10. MHRA FSN. 2018/010/001/601/007 Download
e 2018 Oct 10. MHRA FSN. Quotient letter (includes reply form) Download

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



mailto:customer.serviceEU@quotientbd.com

http://quotientbd.com/us/

https://www.gov.uk/drug-device-alerts/field-safety-notice-1-october-to-5-october?utm_source=08bf8cf0-5d89-4f13-9c75-1943fe54ce0e&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notice-1-october-to-5-october?utm_source=08bf8cf0-5d89-4f13-9c75-1943fe54ce0e&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notice-1-october-to-5-october?utm_source=08bf8cf0-5d89-4f13-9c75-1943fe54ce0e&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/180713/20181008QuotientMHRACP.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/180714/20181001QuotientMHRA.pdf
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[High Priority ] - A31510 : AmerisourceBergen—Roche CoaguChek XS Test Strips: May Yield

Erroneous Results
Medical Device Ongoing Action

Published: Tuesday, October 9, 2018
Last Updated: Thursday, October 11, 2018

UMDNS Terms:

® |VD Test Reagent/Kits, Hematology, Rapid Test, Prothrombin Time [19292]
Product Identifier:

[Consumable]
Product Roche Diagnostics Corp Item No. Lot No.
NDC
CoaguChek XS Test Strips INST 48CT 6570212810 10053850 All

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

Distributor(s): ® AmerisourceBergen Drug Corp 1300 Morris Dr, Chesterbrook, PA 19087, United States
Manufacturer(s): Roche Diagnostics Corp9115 Hague Rd, Indianapolis, IN 46250-0457, United States
Suggested Distribution: Clinical Laboratory/Pathology, Nursing, Home Care, Point-of-Care Coordination, Materials Management

Problem: In an October 1, 2018, Urgent Product Noticeletter submitted by ECRI Institute member hospitals, AmerisourceBergen initiateda subrecall of
the above test strips, which were recalled by Roche because the test strips may yield abnormally high INRtest results. The distributor has not confirmed
the information provided in thesource material .

Action Needed: Identify any affected product in your inventory.lf you have affected product, verify that you have received the October 1,2018, Urgent
Product Notice letter and copy of the Roche letter (TP-00419) fromAmerisourceBergen. Do not return affected product. Follow the instructions inthe
letter from Roche.

For Further Information:Roche

Tel.: (800) 428-4674

Website: Click here

AmerisourceBergen

Website: Click here

Comments:

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

Source(s):
e 2018 Oct 5. Member Hospital. AmerisourceBergen letter submitted by ECRI Institute member hospital Download

©2018 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
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http://www.roche-diagnostics.us/static/Pages/Contact.aspx

https://www.amerisourcebergen.com/abcnew/contact-us

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/180883/20181001AmerisourceBergenRocheCoaguChekClient.pdf
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[High Priority ] - A31568 : Stryker—Nara Hospital Bassinets: Mattress May Be Subject to Volumetric

Expansion at High Altitudes
Medical Device Ongoing Action

Published: Tuesday, October 16, 2018

UMDNS Terms:

® Bassinets[10302]
Product Identifier:
[Capital Equipment]
For alist of affected serial numbers, see the letter sent to your facility.
Stryker Medical

Product Model Model No. GTIN
Hospital Bassinets Néara 4402-000-001 07613327261615
4402-000-002 07613327261653

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Stryker Medical3800 E Centre Ave, Portage, MI 49002, United States

Suggested Distribution: Clinical/Biomedical Engineering, Nursing, Obstetrics/Gynecology/L abor and Delivery, Facilities/Building Management,
NICU

Problem:

In an October 10, 2018, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Stryker states that the volume of air inside
the mattress of the above bassinets may expand in high atitude, potentially creating an unintended gap between the inflated patient surface and the tub.
Stryker also states that a health hazard evaluation identified the risk of the patient moving out of position and rolling over on the mattress. Stryker further
states that arisk assessment has determined that the highest possible severity of harm associated with this problem is death; however, the firm has
received no reports of injury or harm related to this problem.

Action Needed:

Identify any affected bassinets in your inventory. If you have affected bassinets, verify that you have received the October 10, 2018, Urgent Medical
Device Recall letter and business reply form from Stryker. Complete the business reply form, and return it to Stryker using the information on the form.
Inspect affected bassinets. If bassinets exhibit this problem, isolate the bassinets, remove them from service, and contact Stryker by telephone at (269)
389-8306. A Stryker representative will contact your facility to arrange to replace affected mattresses. Forward a copy of the letter to any facility to which
you have further distributed affected product, and inform Stryker of the transfer. Provide Stryker with the serial numbers of affected bassinets that have
been disposed of and are no longer in use. Inform Stryker of adverse events related to the use of affected product. U.S. customers should also 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:

Stryker technical support department
Tel.: (800) 327-0770 (select option 2)
Website: Click here

Comments:

Thisdert isaliving document and may be updated when ECRI |nstitute receives additional information.

Source(s):

2018 Oct 15. Member Hospital. Stryker letter submitted by an ECRI Institute member hospital (includes reply form) Download
2018 Oct 15. Manufacturer Letter. Download
e 2018 Oct 15. Manufacturer. The manufacturer confirmed the information in the source material.
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http://www.fda.gov/Safety/MedWatch/default.htm

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

http://www.stryker.com/en-us/corporate/ContactUs/index.htm

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/181120/20181010StrykerNaraBassinetsClient_Redacted.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/181121/20181010StrykerNaraBassinetsMFR.pdf
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[High Priority ] - A31492 : Roche—Various Chemstrip Test Strips Used with Urisys

1100 Urine Analyzers: May Yield False-Negative Results
Medical Device Ongoing Action

Published: Friday, October 5, 2018

UMDNS Terms:

® |VD Test Reagent/Kits, Clinical Chemistry, Rapid Test, Urine, Multianalyte, Strip [19005]
Product Identifier:
[Consumable, Capital Equipment]

Product Roche Diagnostics Corp

Catalog No.
Chemstrip 5 OB Test Strips used with Urisys 1100 Urine Analyzers 11893467160
Chemstrip 7 Test Strips used with Urisys 1100 Urine Analyzers 11008552160
Chemstrip 10 MD Test Strips used with Urisys 1100 Urine Analyzers 03260763160
Chemstrip 10 UA Test Strips used with Urisys 1100 Urine Analyzers 11895354160

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Roche Diagnostics Corp9115 Hague Rd, Indianapolis, IN 46250-0457, United States
Suggested Distribution: Clinical/Biomedical Engineering, Clinical Laboratory/Pathology, Materials Management

Problem: In a September 24, 2018, Urgent Medical DeviceCorrection letter submitted by ECRI Institute member hospitals, Roche statesthat Limits of
Detection (LoD) measurements for protein, nitrite, leukocytes,and erythrocytes for the above test strips, when measured on Urisys 1100analyzers, were
higher than what is listed in the test strip method sheets. Theproblem may yield false-negative results for the affected parameters,potentially delaying
examination, diagnosis, and treatment, especially forasymptomatic patients. Because of the unreliable detectability of the problem,a danger for patients at
the greatest risk cannot be excluded. The manufacturerhas not confirmed the information provided in the source material.

Action Needed: Identify any affected product in your inventory. If you have affected product, verify that you have received the September 24, 2018,
Urgent Medical Device Correction letter, Customer Fax Form, and/or Chemstrip 5 OB, 7 method sheet from Roche. If your fecility visually reads
Chemstrip test strips or uses a different Roche urinalysis platform, then the problem does not affect your system. The method sheet for the Chemstrip 5
OB/Chemstrip 7 test strips has been updated to remove reference to the Urisys 1100 urine analyzer as follows:

Intended Use:

e Urinetest stripsfor pH, leukocytes, nitrite, protein, glucose, ketones, blood, and hemoglobin. Chemstrip 5 OB and Chemstrip 7 urine test
strips are intended for use visually.

The updated method sheet is also available on the Roche Diagnostics USA website .
Roche requires that you perform the following actions:

e Chemstrip 5 OB and Chemstrip 7 test strips should be read only visually. Do not read affected test strips on the Urisys 1100 urine analyzer.
Y ou may visually read all affected Chemstrip test strips by following the visual read method described in the Instructions for Manualy (i.e.,
Visually) Reading Chemstrip Test Strip Results section of the letter.

o When using Chemstrip 10 MD or Chemstrip 10 UA test strips:
e Read the test strips visually, or

e |f you use the strips with the Urisys 1100 urine analyzer, a negative result for any one of the four affected parameters (i.e., protein,
nitrite, leukocytes, erythrocytes) on the Urisys 1100 urine analyzer must be repeated with a new test strip that is read visualy.
Follow the Instructions for Manually (i.e., Visually) Reading Chemstrip Test Strip Results section of the letter.

e |f you are unable to use the visual read-only method for affected test strips:
e Contact your local distributor for credit for any remaining affected product.
e Dispose of the affected test strip vials after contacting your distributor.

e |f you received the Customer Fax Form, complete it and return it to Roche using the instructions on the form; disregard this step if the form
was not enclosed with your letter.

e Retain acopy of the letter and method sheet for your records.

Roche will contact your facility when the LoDproblem is resolved for the Chemstrip 10 MD and Chemstrip 10 UA test strips,and they can then be used
on the Urisys 1100 urine analyzers withoutlimitations. Forward a copy of the letter, Customer Fax Form, and, if relevant, Chemstrip 5 OB, 7 method
sheet (V 5.0) to any facility to which you have further distributed affected product. 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:

Roche Point-of-Care technical service department

Tel.: (800) 428-4674

Website: Click here

©2018 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
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https://www.fda.gov/Safety/MedWatch/default.htm

http://www.roche-diagnostics.us/static/Pages/Contact.aspx
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Comments:

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

Source(s):

e 2018 Oct 4. Manufacturer Letter. Roche letter submitted by ECRI Institute member hospital (includes reply form) Download
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[High Priority ] - A31060 01 : Zimmer Biomet—Affixus Hip Fracture Nails: Set Screw May Not Be

Able to Advance or Reverse from Original Position in Nail [Update]
Medical Device Ongoing Action

Published: Wednesday, October 10, 2018

UMDNS Terms:

® Nails, Bone[16078]
Product Identifier:

[Consumable]
Zimmer Biomet
Product Item No. Lot No.
125° 11 mm x 280 mm Affixus Hip Fracture Nails 814311280 790170
Right
125° 11 mm x 340 mm Affixus Hip Fracture Nails 814311340 944450
Right
125° 11 mm x 360 mm Affixus Hip Fracture Nails 814311360 688290
Right
125° 11 mm x 420 mm Affixus Hip Fracture Nails 814311420 017270
Right
125° 13 mm x 180 mm Affixus Hip Fracture Nails 814313180 500880
Right
125° 13 mm x 260 mm Affixus Hip Fracture Nails 814313260 813260
Right
125° 13 mm x 280 mm Affixus Hip Fracture Nails 814313280 813300
Right
125° 13 mm x 360 mm Affixus Hip Fracture Nails 814313360 645770
Right
125° 13 mm x 380 mm Affixus Hip Fracture Nails 814313380 813390
Right
125° 13 mm x 440 mm Affixus Hip Fracture Nails 814313440 051080
Right
125° 13 mm x 460 mm Affixus Hip Fracture Nails 814313460 017310
Right
125° 9 mm x 300 mm Affixus Hip Fracture Nails Left 814409300 790790
125° 9 mm x 340 mm Affixus Hip Fracture Nails Left 814409340 645800, 971050
125° 9 mm x 400 mm Affixus Hip Fracture Nails Left 814409400 097150, 767720
125° 9 mm x 420 mm Affixus Hip Fracture Nails Left 814409420 790820
125° 9 mm x 440 mm Affixus Hip Fracture Nails L eft 814409440 900270
125° 11 mm x 320 mm Affixus Hip Fracture Nails 814411320 813600
Left
125° 11 mm x 360 mm Affixus Hip Fracture Nails 814411360 519470
Left
125° 11 mm x 400 mm Affixus Hip Fracture Nails 814411400 530100, 646600
Left
125° 11 mm x 420 mm Affixus Hip Fracture Nails 814411420 813860, 813680
Left

©2018 ECRI Ingtitute
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125° 11 mm x 440 mm Affixus Hip Fracture Nails
Left

125° 11 mm x 460 mm Affixus Hip Fracture Nails
Left

125° 13 mm x 340 mm Affixus Hip Fracture Nails
Left

125° 13 mm x 400 mm Affixus Hip Fracture Nails
Left

125° 13 mm x 420 mm Affixus Hip Fracture Nails
Left

130° 9 mm x 180 mm Affixus Hip Fracture Nails

130° 9 mm x 300 mm Affixus Hip Fracture Nails
Right

130° 9 mm x 360 mm Affixus Hip Fracture Nails
Right

130° 9 mm x 400 mm Affixus Hip Fracture Nails
Right

130° 9 mm x 420 mm Affixus Hip Fracture Nails
Right

130° 9 mm x 440 mm Affixus Hip Fracture Nails
Right

130° 9 mm x 460 mm Affixus Hip Fracture Nails
Right

130° 11 mm x 180 mm Affixus Hip Fracture Nails

130° 11 mm x 280 mm Affixus Hip Fracture Nails
Right

130° 11 mm x 340 mm Affixus Hip Fracture Nails
Right

130° 11 mm x 360 mm Affixus Hip Fracture Nails
Right

130° 11 mm x 380 mm Affixus Hip Fracture Nails
Right

130° 11 mm x 400 mm Affixus Hip Fracture Nails
Right

130° 11 mm x 420 mm Affixus Hip Fracture Nails
Right

130° 13 mm x 180 mm Affixus Hip Fracture Nails

130° 13 mm x 400 mm Affixus Hip Fracture Nails
Right

130° 13 mm x 420 mm Affixus Hip Fracture Nails
Right

130° 13 mm x 440 mm Affixus Hip Fracture Nails
Right

814411440 646630, 646640

814411460 285050, 287410

814413340 155980, 156040

814413400 646680

814413420 762730

814509180 609640, 609650

814509300 128150, 971560

814509360 646750

814509400 900740

814509420 503950, 503960

814509440 472970, 503970

814509460 017420, 960610

814511180 130930, 130940, 156970, 503980, 503990,
504000, 504010

814511280 353610

814511340 371200

814511360 097190, 696380

814511380 519620, 519630, 813210

814511400 017490, 245530

814511420 171860, 171870

814513180 097180, 188350, 188370, 290690, 970510,

970530, 970580

814513400 773050
814513420 418360
814513440 017710
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130° 13 mm x 460 mm Affixus Hip Fracture Nails 814513460 901520

Right

130° 9 mm x 280 mm Affixus Hip Fracture Nails Left 814609280 091560

130° 9 mm x 320 mm Affixus Hip Fracture Nails L eft 814609320 721080

130° 9 mm x 400 mm Affixus Hip Fracture Nails Left 814609400 812750, 812920, 812930
130° 9 mm x 460 mm Affixus Hip Fracture Nails Left 814609460 245470

130° 11 mm x 320 mm Affixus Hip Fracture Nails 814611320 900100

Left

130° 11 mm x 340 mm Affixus Hip Fracture Nails 814611340 157430, 587790, 944920
Left

130° 11 mm x 360 mm Affixus Hip Fracture Nails 814611360 629800

Left

130° 11 mm x 380 mm Affixus Hip Fracture Nails 814611380 609690

Left

130° 11 mm x 400 mm Affixus Hip Fracture Nails 814611400 759180

Left

130° 11 mm x 420 mm Affixus Hip Fracture Nails 814611420 712240, 812340
Left

130° 13 mm x 360 mm Affixus Hip Fracture Nails 814613360 091850

Left

130° 13 mm x 380 mm Affixus Hip Fracture Nails 814613380 145040

Left

130° 13 mm x 400 mm Affixus Hip Fracture Nails 814613400 543380

Left

130° 13 mm x 420 mm Affixus Hip Fracture Nails 814613420 482820

Left

130° 15 mm x 360 mm Affixus Hip Fracture Nails 814615360 791930

Left

125° 11 mm x 300 mm Affixus Hip Fracture Nails 814411300 133240, 971270
Left

130° 9 mm x 300 mm Affixus Hip Fracture Nails L eft 814609300 371540

130° 11 mm x 300 mm Affixus Hip Fracture Nails 814611300 157410, 171840
Left

Geographic Regions: Chile, Costa Rica, Ecuador, Europe, Japan, U.S.
Manufacturer(s): Zimmer Biomet345 E Main St, Warsaw, IN 46580, United States
Suggested Distribution: OR/Surgery, Orthopedics, Materials Management

Summary:

OUpdate Reason: Additional product information; Costa Rica distribution. This Alert provides additional information based on October 2, 2018, Urgent
Medical Device Recall letters and manufacturer correspondence regarding Alert A31060 . New information is provided in the Product Identifier field,
and Costa Rica has been added to the Geographic Regions field. For previously listed product, see Alert A31060 .

Problem:

©2018 ECRI Ingtitute
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Oinaduly 17, 2018, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Zimmer Biomet states that the set screw may
not be able to advance or reverse from the original position in the above nails, potentialy leading to adelay in surgery, delayed union, or nonunion,
requiring surgical intervention.

Action Needed:

Oldentify and isolate any affected product in your inventory. Affected units were distributed between March 13 and August 29, 2018. If you have
affected product, verify that you have received the October 2, 2018, Urgent Medical Device Recall letter and Certificate of Acknowledgment form or
Inventory Return Certification Form from Zimmer Biomet. The following actions are those listed in Alert A31060 . Y our Zimmer Biomet sales
representative will remove affected product from your facility. Regardless of whether you have affected product, compl ete the form and return it to
Zimmer Biomet using the instructions on the form. Report any adverse events associated with the use of affected product to Zimmer Biomet by e-mail at
product.experience@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 customer service department

Tel.: (574) 371-3071, 8 am. to 5 p.m. Eastern time, Monday through Friday

E-mall: CorporateQuality.PostMarket@zimmerbiomet.com

Website: Click here

Comments:

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

Source(s):
e 2018 Oct 10. Member Hospital. ZFA 2018-00344 (includes reply form) Download
e 2018 Oct 10. Manufacturer Letter. ZFA 2018-00344 (includes reply form) Download
e 2018 Oct 10. Manufacturer. The manufacturer confirmed the information provided in the source material .
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[High Priority ] - A31542 : Zimmer Biomet—RapidFlap System SpinDown Clamps: Nut that
Interfaces with the Outer Plate May Be Misassembled
Medical Device Ongoing Action

Published: Wednesday, October 10, 2018

UMDNS Terms:

® Clamps, Surgical, Bone, Plate Holding [21199]
Product Identifier:

[Consumable]
Product ﬁ:enrjnml\?g Biomet Expiration Date Manufacture Date Distribution Date
12 mm RapidFlap 75-1020 <=2023 Sep 18 <2018 Sep 17 2013 Jul to 2018 Sep
SpinDown Clamps
12 mm RapidFlap 75-1020-12 <=2023 Sep 18 <2018 Sep 17 2013 Jul to 2018 Sep
SpinDown Clamps (12
Pack)
16 mm RapidFlap 75-1030 <= 2023 Sep 18 <2018 Sep 17 2013 Jul to 2018 Sep
SpinDown Clamps
16 mm RapidFlap 75-1030-12 <=2023 Sep 18 <2018 Sep 17 2013 Jul to 2018 Sep
SpinDown Clamps (12
Pack)
20 mm RapidFlap 75-1040 <=2023 Sep 18 <2018 Sep 17 2013 Jul to 2018 Sep
SpinDown Clamps
20 mm RapidFlap 75-1040-12 <= 2023 Sep 18 <2018 Sep 17 2013 Jul to 2018 Sep

SpinDown Clamps (12
Pack)

Geographic Regions: Argentina, Australia, Belgium, Brazil, Canada, Chile, China, Colombia, Costa Rica, Czech Republic, Dominican Republic,
Ecuador, Ecuador, Finland, France, Germany, Greece, Hong Kong, Indonesia, Italy, Japan, Jordan, Korea, Lebanon, Maaysia, The Netherlands,
Paraguay, Peru, Singapore, South Africa, Spain, Sweden, Switzerland, Thailand, Trinidad and Tobago, Turkey, United Arab Emirates, U.K., U.S.,
Uruguay, Vietnam

Manufacturer(s): Zimmer Biomet345 E Main St, Warsaw, IN 46580, United States
Suggested Distribution: OR/Surgery, Orthopedics, Materials Management

Problem:

OIn an October 4, 2018, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Zimmer Biomet states that the nut that
interfaces with the outer plate of the above clamps may be misassembled, potentially leading to adelay in surgery or intervention necessitated by
postoperative device failure. The nut shown in the picturein the letter should be located above the plate. Zimmer Biomet estimates that the
misassembled condition occurred at arate of 0.01% before the firm implemented process improvements on September 17, 2018, to prevent the
misassembled condition from occurring.

Action Needed:

Oldentify and isolate any affected product in your inventory. If you have affected product, verify that you have received the October 4, 2018, Urgent
Medical Device Recadll letter, Certificate of Acknowledgment form, and Inventory Return Certification Form from Zimmer Biomet. Depending on your
geographic region and whether your facility purchased affected product by direct sale or consignment, either your Zimmer Biomet sales

representative will remove affected product from your facility or your facility must return product directly to Zimmer Biomet. 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. If
applicable, you may arrange for product return by completing the Inventory Return Certification Form and returning it to Zimmer Biomet using the
instructions on the form. For each return, send a copy of the Certificate of Acknowledgment form to Zimmer Biomet by e-mail at
CorporateQuality.PostM arket@zimmerbiomet.com and include a hardcopy of the form in each carton. Mark "RECALL" on the outside of the returned
cartons. Surgeons should monitor patients frequently postoperatively until bone fusion occurs (approximately six to eight weeks). Report any adverse
events associated with the use of affected product to Zimmer Biomet by e-mail at FXJA X.complaints@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:

Ben Blystone, Zimmer Biomet

Tel.: (907) 741-4400, 8 am. to 5 p.m. Eastern time, Monday through Friday

E-mall: CorporateQuality.PostMarket@zimmerbiomet.com

Website: Click here

Comments:

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

Source(s):
e 2018 Oct 9. Member Hospital. ZFA 2018-00271 (includes reply form) Download
©2018 ECRI Ingtitute
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e 2018 Oct 10. Manufacturer. The manufacturer confirmed the information provided in the source material .
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New StageOne Select, Hip 10/16/201 Zimmer, INC... Medical Regulations FSN  https
Cement Spacer Molds 8 Gate
Update  StrataMR Adjustable 10/21/201 Medtronic SA Medtronic Saudi Arabia FSN  https
Valves & Shunts . 8
New Tibial Alignment Guide. HH######## Exactech N/A 2 A/Ca\
New TITAN 3-D Wedge, Evans, 10/21/201 Paragon 28, Inc N/A 2  https
Large, 10mm 8
Update VERASENSE ZBH- 10/15/201 Orthosensor Inc. Smith & Nephew inc 2  https
PSNCREF311-R CR E-F/3- 8 ://nc
11 Right.
New YUKON OCT Spinal 10/15/201 K2M Inc. Bio Standards 2  https
System Polyaxial Screw 8 ://nc

Size 3.5 x 34mm

Ophthalmic and optical devices

New Carl Ziess Meditec AG 10/21/201 Carl Zeiss Meditec Inc Gulf Medical Co. 2  https
IOLMaster 700 8

Reusable devices

New Valeris Medical Apollo 10/17/201 Valeris Medical, LLC N/A 2 https
Medial Suture Anchor 8

Single-use devices

New  Ambu Aura40 Standard H#H#######1/ED HEALTH BUSINESS C(=d Specialty Projects Trac 2 A/Ca\

New Boot Compression Wrap H########1 Medline Industries, Inc. Development Internation 2 A/Ca\

New Buddy Disposable Sets , H#######1 Belmont Instrument Corp oken Al Mothmir Tradinc 2 A/CaV

New Level 1 Foley Catheters  10/21/201 Smiths Medical almadar medical Est. ~ FSN  https
with Temperature Sensors 8 International Limited


https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13311
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13365
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13335
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13364
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13302
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13295
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13361
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13331
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13362
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13303
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13299
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13345

New Lifeshield Primary Plum  10/21/201 ICU Medical, Inc AL-KAMAL Import 2  https
Set 15 Micron Filter in 8 ://nc
Sight Chamber, CLAVE mdr.
Secondary Port, 0.2 sfda.
Micron Filter, CLAVE Y- ov.s
Site, Polyethylene Lined a/Se
Tubing, Secure Lock 272 cure/
cm /23 mL
New Mon-a-ThermT Foley ~ 10/16/201 Molnlycke Health Care  Branch of Molnlycke  FSN  https
catheters with 8 AB. Health Care AB ://nc
temperature sensors
New Parietex Composite 10/18/201 Medtronic SA Medtronic Saudi Arabia FSN
Parastomal Mesh 8
New Portex Bivona Inner 10/16/201 Smiths Medical almadar medical Est. ~ FSN  https
Cannula for Bivona Adult 8 International Limited ://nc
Tracheostomy Tubes
New  Pruitt F3-S Polyurethane 10/17/201 LeMaitre Vascular GmbH Majal Care for Trading 2  https
Outlying Carotid Shunt , 8 Est.
New  Reinforced Dual Lumen  10/17/201 OriGen Biomedical Arabian Trade House 2  https
Cannula, VV13F 8 Est.

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

* : 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.


https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13366
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13315
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13325
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13340
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13333
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx
afsaif
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[High Priority ] - A31518 : Medtronic—Covidien Parietex Composite Parastomal Mesh: May Fail,

Potentially Leading to Hernia Recurrence
Medical Device Ongoing Action

Published: Wednesday, October 10, 2018
Last Updated: Thursday, October 11, 2018

UMDNS Terms:

® Mesh, Polymeric [12510]
Product Identifier:
[Consumable]

Medtronic Inc Lot No.

Product Item No.

15 cm Parietex Composite Parastomal Mesh PCOPM15 PNI0064, PNJ0989, PNK 0641, PNL0039,
POA0469X, POA0483X, POB0030X, POCO036X,
POD0036X, POE0262X, POF0295X, POGO0ATX,
POHO0069X, POI0260X, POI0489X , POJOBSOX,
POK0364X, POK0789X, POL0082X, PPA0226X,
PPA0508X, PPBO779X, PPD0409X, PPFO181X,
PPGO035X, PPGO723X, PPI0630X, PPI1144X,
PPJ0234X, PPK0523X, PPL0082X, PQCO100X,
PQDO0395X, PQE0B02X, PQG1150X, PQHOB08X,
PQI1246X, PQI0971X, PQK0314X, PQLO150X,
POL0479X, PRA1193X, PRA1655X, PRA2444X,
PRB1650X, PRB2015X, PRC0392X, PRC1062X,
PRD0248X, PRD0547X, PRD1170X, PRE0479X,
PRF0408X, PRG0380X, PRG1020X, PRH0323X,
PRI0530X, PRI1166X, PRI1409X, PRI0480X,
PRK0758X, PRK1140X, PRLO129X, PRL0528X,
PSA0833X, PSA1209X, PSB0936X, PSCO186X,
PSD0420X, PSE0906X, PSFO217X, PSGO778X

20 cm Parietex Composite Parastomal Mesh PCOPM20 PNI0065, PN10402, PNJ0496, PNJ0990, PNL0037,
PNL0631, POA0963X, POBO797X, POCO726X,
POD0033X, POD1016X, POE0149X, POE0727X,
POF0298X, POH0070X, POI0261X, POJ0418X,
POK0366X, POK0790X, PPA0227X, PPAO509X,,
PPB0780X, PPC0578X, PPD0410X, PPE0215X,,
PPEOS09X, PPFO179X, PPFO836X, PPH0355X,
PPI0631X, PPI1145X, PPJ0235X, PPJ0G9SX,
PPK0524X, PPL0353X, PQC0102X, PQD0397X,
PQEO187X, PQG0391X, PQG1152X, PQHOG10X,
PQI1248X, PQJ0973X, PQK0316X, PQL0481X,
PRA1195X, PRA1657X, PRA2446X, PRB1652X,
PRB2017X, PRC0394X, PRC1064X, PRDO250X,
PRDO0549X, PRD1172X, PRE0481X, PRE1319X,
PRF0410X, PRG0382X, PRG1022X, PRH0325X,
PRI0O531X, PRI1168X, PRI1411X, PRI0482X,
PRK0760X, PRK 1142X, PRL0O131X, PRL0O530X,
PSA0835X, PSA1207X, PSB0938X, PSCO188X,
PSD0422X, PSE0908X, PSF0219X, PSGO780X,
RQA1121X

Geographic Regions: O(Impact in&#160;specific regions has not been identified or ruled out at the time of this posting), Worldwide
Manufacturer(s): Medtronic Inc710 Medtronic Pkwy, Minneapolis, MN 55432-5604, United States
Suggested Distribution: Emergency/Outpatient Services, OR/Surgery, Gastroenterology, Materials Management

Problem:

OIn an October 5, 2018, Urgent Medical Device Voluntary Removal letter submitted by an ECRI Institute member hospital, Medtronic states that it has
received reports of the above mesh failing several years after parastomal herniarepair using the modified Sugarbaker repair technique. In these reports,
the mesh failure led to hernia recurrence and necessitated additional surgical treatment. Symptoms of hernia recurrence may include discomfort, localized
pain-free or painful bulging, and possible changes in the overlying skin. Medtronic further states that it has received 10 reports of mesh failure following
use the above mesh in the last five years. The manufacturer has not confirmed the information provided in the source 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
5, 2018, Urgent Medical Device Voluntary Removal letter and Product Return Form from Medtronic. Patients who have received the above mesh for the
treatment of a parastomal hernia should continue to receive ongoing monitoring for the recurrence of a parastomal hernia. Regardless of whether you
have affected product, complete the Product Return Form and return it to Medtronic using the instructions in the letter. If you purchased affected product
directly from Medtronic, obtain areturn goods authorization (RGA) number by contacting the Medtronic customer service department by telephone using
the information below. Return affected product using the RGA number by mail to Medtronic, Attn: Field Returns Department, at 195 McDermott Rd,
North Haven, CT 06473, United States. If you purchased affected product through a distributor, contact the distributor for instructions on returning
affected product. 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. Report any quality problems experienced with the use of affected product to the Medtronic postmarket vigilance
department by e-mail at quality.assurance@covidien.com . U.S. customers should report adverse events or quality problems with affected product to
FDA's MedWatch Adverse Event Reporting program by telephone at (800) 332-1088; by fax at (800) 332-0178; or online at the MedWatch website .

For Further Information:
Medtronic customer service department
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Tel.: (800) 962-9888 (select option 2), 8 am. to 6:30 p.m. Eastern time, Monday through Friday
Website: Click here

Comments:
e Thisalertisaliving document and may be updated when ECRI Institute receives additional information.
Source(s):

e 2018 Oct 9. Member Hospital. Medtronic letter submitted by ECRI Institute member hospital (includes reply form) Download
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