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Dear,

NCMDR team send a weekly update every week
containing the latest Field Safety Corrective
Action/Recalls of medical devices/products on
SFDA website.

* Role of NCMDR officer:

* Disseminate and share the information with
other Departments within healthcare facility and
Ensuring that the healthcare facility is free of any
affected device/product.

* Communicate with NCMDR Team and
Authorized Representative of the manufacturer if
there is any affected device/product.

Hospital name;| |
Date: | |

Hospital affected by any medical device/product
in this report: [No OYes

¢ LI'The yellow highlights Indicates that medical devices
subject to removal and/ or destroyed action.

* INCMDR Team Recommend ensuring the listed
Authorized representative/Distributer in this report as
they may differ from the Authorized
representative/Distributer you are dealing with

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

* [Open the links or attachments to find the affected
product identifier, models, serial numbers or codes.
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( Saudi Food & Drug Authority N c M D R
Medical Devices Sector National Center for Medical Devices Reporting
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Dear,
NCMDR team is pleased to inform you that 31 new FSCA/recalls for medical devices and

products posted on SEFDA website for the period of 13-May-19 to 16-May-19 In order
to view more details, ciick the iinks or attachments @
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Active Implantable Devices

WISE CRT EBR Systems, INC N/A https://ncmdr.sfda.gov.s

Electrode and a/Secure/CA/CaViewRec
Delivery Catheter

Assistive products for persons with disability

# Size 3 Wombat Etac Medicare Center
Living Assistive ﬂ
Ergonomic Chairs

Dental devices

emplmplant g Institut Straumann | Thimar Al Jazirah Healthcare Co. https://ncmdr.sfda.gov.s
2.0mm, L a/Secure/CA/CaViewRec
12.0mm, Ti

Diagnostic and therapeutic radiation devices
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https://www.sfda.gov.sa/ar/medicaldevices/Pages/weeklyAlert.aspx
https://www.sfda.gov.sa/ar/medicaldevices/Pages/weeklyAlert.aspx
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14288
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14292
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[High Priority ] - A32471 01 : R82—Size 3 Wombat Living Assistive Ergonomic Chairs: Plastic Joint

Connecting the Back to the Seat Base May Break
Medical Device Ongoing Action

Published: Wednesday, May 15, 2019

UMDNS Terms:

® Chairs, Disabled Patient, Pediatric [10797]
Product Identifier:
[Capital Equipment]

Product l,\q/lgozd':ils Item No. Serial No.

Size 3 Assistive Ergonomic Chairs Wombat Living 953121-00 306362, 408283, 420577
953126-00 388456
953131-00 458258
953132-00 384942, 385290, 388501, 418621
935-135-00 424406, 424407, 424990,

424991, 427314, 427315,
427316, 427317, 427318, 427319

935136-00 395926, 438528, 442346
953211-00 388448
953221-00 397966, 398981, 408859,

415846, 415847, 418207,
418208, 418209, 421084,
423947, 439833, 448668, 457473

953222-00 389328, 390937, 398116,
401269, 401270, 401271,
403002, 403003, 407903,
407904, 408008, 447674,
447675, 447676, 466069,
472310, 472311

953225-00 449990

953226-00 386225, 450151
953231-00, 953231-001 408215, 408595, 462750
953232-00 402148, 404886, 405148,

405157, 424014, 432987, 459042

953236-00 386256, 412649

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): R82 A/SParalelvej 3, DK-8751 Gedved, Denmark

Suggested Distribution: Clinical/Biomedical Engineering, Nursing, Pediatrics, Facilities/Building Management, Home Care, Physical
Therapy/Rehabilitation

Summary:

OUpdate Reason: Distribution in the U.S.; more specific product information. This aert provides additional information based on FDA Center for
Devices and Radiological Health (CDRH) source material regarding Alert A32471 .

Problem:

O0InaMarch 27, 2019, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), R82
states that the plastic joint that connects the back of the above chairs to the seat base may break, leaving the back and seat unattached. If this problem
occurs, the chair may no longer provide the user with the support needed for a correct sitting position. Although R82 has received reports of breakages,
R82 also states that it has received no reports of this problem that involved users. The manufacturer has not confirmed the information provided in the
source material.

©2019 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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www.ecri.org . Printed from Health Devices Alerts on Thursday, May 16, 2019 Page 2

Action Needed:

Oldentify any affected chairsin your inventory. If you have affected chairs, verify that you have received the letter from R82. The distributors (dealers)
will receive replacement kits and perform field corrections on affected chairs.

For Further Information:

R82

Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. R82: Wombat Living [online]. London: Department of Health;
2019 Apr 1 [cited 2019 Apr 10]. (Field safety notice; reference no. 2019/003/027/291/017). Available from Internet: Click here.

e United States. Food and Drug Administration. Center for Devices and Radiological Health. Class 2 device recall Wombat Living [onling].
2019 May 11 [cited 2019 May 13]. Available from Internet: Click here.

Comments:
o FDA provides both 953231-001 and 953231-00 as item numbers; however, ECRI Institute believes that one of these may be an error.
e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2019 May 13. FDA CDRH Database. Class I1. Z-1315-2019 Download

e 2019 May 15. MHRA FSN. 2019/003/027/291/017 Download
e 2019 May 15. MHRA FSN. FSN Ref: PMS 2019 03 UK WL FSN; FSCA Ref: PMS 2019 03 UK WL FSCA Download

©2019 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



http://www.r82.com/?lang=1

https://www.gov.uk/drug-device-alerts/field-safety-notice-25-to-29-march?utm_source=f56c2401-016f-4cc6-8bad-e47b018a68a1&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notice-25-to-29-march?utm_source=f56c2401-016f-4cc6-8bad-e47b018a68a1&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRes/res.cfm?ID=171847

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRes/res.cfm?ID=171847

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/192930/20190511R82WombatLivingCDRH.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/192931/20190327R82WombatLivingMHRACover.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/192932/20190327R82WombatLivingMHRA.pdf



MMOqalaa
(A32471 01) Etac-Size 3 Wombat Living Assistive Ergonomic Chairs.pdf


#‘ Cios Alpha.

‘kmens Medical SO|UtIOIH Siemens Medical Solutions

B

]

CT, PET-CT, and
SPECT-CT
Scanners

GE Healthcare

GE Healthcare

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

[ ]

Discovery PET/CT
610, 710, Optima
PET/CT 560,
560FX, Discovery
IQ, and Discovery

GE Healthcare

GE Healthcare

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=4&rid=14
283

MI, MI DR
The Infinity Draeger Medical Draeger Arabia Co. Ltd. https://ncmdr.sfda.gov.s |:|
M300+ Systems Inc

Electro mechanical medical devices

CAIMAN
DISP.INSTR.ARTIC
ULAT.D:12/240M

M /440MM

Aesculap

Gulf Medical Co.

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=6&rid=14

ECG trunk cables
and leadwires

GE Healthcare

GE Healthcare

https://ncmdr.sfda.gov.s

IntelliVue MX40

Philips Healthcare

Philips Healthcare Saudi Arabia

https://ncmdr.sfda.gov.s

Monitors Ltd. a/Secure/CA/CaViewRec

IRATHERM1000 |VON ARDENNE GmbH N/A https://ncmdr.sfda.gov.s

with IRAcom a/Secure/CA/CaViewRec
transducer
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14309
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14283
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14297
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14293
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14304
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14305
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14290
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[High Priority ] - A32676 : Siemens—Cios Alpha Mobile C-Arm X-Ray Systems: Continuous Operation

at High Tube Outputs May Cause Increased Wear of Radiation-Emitting Components
Medical Device Ongoing Action

Published: Tuesday, May 14, 2019

UMDNS Terms:

® Radiographic Units, Mobile [13272]
Product Identifier:
[Capital Equipment]

For serial numbers listed by FDA, see the Source Document.

Siemens Healthcare

Model Material No. Software Version

Product

Mobile C-Arm X-Ray Systems Cios Alpha 10308191 VA20

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Siemens Healthcare40 Liberty Blvd, Malvern, PA 19355, United States
Suggested Distribution: Clinical/Biomedical Engineering, OR/Surgery, Diagnostic Imaging, Facilities/Building Management

Problem:

InaMarch 18, 2019, Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, Siemens states that continuous operation
of the above systems at high tube output may result in increased wear of radiation-emitting components. Siemens a so states that this may occur when
tube voltages of 125 kV are used for long periods (e.g., more than 30 minutes of continuous use). Siemens further states that as a result, risk of premature
failure of the Monoblock and loss of imaging X-rays exists. Siemens states that the organ programs are pre-installed by the manufacturer and enable safe
operation within the specified performance limits; however, it is possible to overwrite the organ programs with higher performance parameters. Siemens
also states that this problem has no effect on previous treatment/diagnosis of patients; however, hardware failure may necessitate the termination of
planned procedures and the use of alternative x-ray systems. FDA'’s Center for Devices and Radiological Health (CDRH) states that the manufacturer
initiated arecall by Urgent Medical Device Correction letter dated March 18, 2019.

Action Needed:

Identify any affected systemsin your inventory. If you have affected systems, verify that you have received the March 18, 2019, Urgent Medical Device
Correction letter and addendum to the operator manual from Siemens. Siemens recommends that you avoid overwriting organ programs. Add the new
addendum to your operator manual for affected systems. Inform al relevant personnel at your facility of the information in the letter. Forward a copy of
the Ieéter to any facility to which you have distributed affected product, and inform Siemens of the system transfer. Retain a copy of the letter with your
records.

For Further Information:

Anastasia Sokolova, Siemens

Tel.: (610) 448-6478 or (610) 219-4834

E-mail: Anastasia.sokolova@siemens-healthineers.com

Website: Click here

References:
e United States. Food and Drug Administration. Center for Devices and Radiological Health. Class 2 device recall CIOS ALPHA [onling]
2019 May 8 [cited 2019 May 14]. Available from Internet: Click here .
Comments:

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

Source(s):

e 2019 May 13. FDA CDRH Database. Class I1. Z-1298-2019 Download
2019 May 13. Member Hospital. March 18, 2019 Siemens letter submitted by ECRI Institute member hospital, AX013/19/S Download
2019 May 14. Manufacturer. Manufacturer confirmed information.

©2019 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



mailto:Anastasia.sokolova@siemens-healthineers.com

https://www.siemens.com/contact/en/corporate/general.php

https://www.siemens.com/contact/en/corporate/general.php

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRes/res.cfm?ID=172107

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRes/res.cfm?ID=172107

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/192661/20190508SiemensCiosAlphaCDRH.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/192664/20190318SiemensCiosAlphaClientRedacted.pdf
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https://ncmdr.sfda.gov.s

#

Medtronic
HeartWare
Monitor AC
Adapter

Pentax Medical
C2 CryoBalloon

Various Precision
and Vercise
Adapters, Leads,

Medtronic SA

PENTAX Europe
GmbH

Boston Scientific
Corporation..

Medtronic Saudi Arabia

Medical supplies & Services

Medical Technology Trading

a/Secure/CA/CaViewRec

all.aspx?caid=10&rid=1

‘https:zmcmd r.sfda.gov.s

Co.Ltd Mediserv

Company 8

Lead Extensions,
and Kits
VENTICA skin Icare Finland Oy Albasar For Medical Supplies |https://ncmdr.sfda.gov.s |:|
electrode

In vitro diagnostic devices

FAROUK, MAAMOUN TAMER & https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

cobas ¢ Roche Diagnostics
311/501/502/701/ Corp COMPANY
702
cobas ¢ Roche Diagnostics | FAROUK, MAAMOUN TAMER & https://ncmdr.sfda.gov.s
311/501/502/701/ Corp COMPANY a/Secure/CA/CaViewRec
702

https://ncmdr.sfda.gov.s

ABDULREHMAN AL GOSAIBI

Creatine Kinase

on the ADVIA
Chemistry
platform 4302

a/Secure/CA/CaViewRec

Siemens Healthcare
GTB
all.aspx?caid=10&rid=1

Diagnostics GmbH

https://ncmdr.sfda.gov.s

Creatine Kinase
on the Atellica
Chemistry

ABDULREHMAN AL GOSAIBI
GTB a/Secure/CA/CaViewRec
all.aspx?caid=10&rid=1

Siemens Healthcare
Diagnostics GmbH

platform
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14289
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14312
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14285
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14298
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14299
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14302
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14301

www.ecri.org . Printed from Health Devices Alerts on Wednesday, May 8, 2019 Page 1

[High Priority ] - A32618 : Boston Scientific—Various Precision and Vercise Adapters, Leads, Lead

Extensions, and Kits: May Be Labeled with Incorrect Use by Dates
Medical Device Ongoing Action

Published: Tuesday, May 7, 2019

UMDNS Terms:
® Stimulators, Electrical, Brain [18467]
® Stimulators, Electrical, Spinal Cord [18469]

® | eads, Electrical Stimulator [25115]
Product Identifier:

[Consumable]
Product Boston Scientific Neuromodulation Corp GTIN Serial No.
Part No.

Precision Spinal Cord M365SC8216700 8714729779919 632107, 645608

Stimulator System70cm 2 x 8

Artisan Surgica Lead Kits

Precision Spinal Cord M365SC3138350 8714729760559 1041034, 1041380,

Stimulator System 35 cm 8- 1053375, 1053695,

Contact Extension Kits 1053700, 1054299,
1054304, 1055172,
1056806, 1058008
1058015, 1058017,
1062660, 1064590,
3000549, 3000564,
3001907, 3007457,
3008119

Precision Spinal Cord M365SC2352500 8714729789550 1039736, 1039779,

Stimulator System 50 cm 1042340

Linear 3-4 8-Contact Lead Kits

Precision Spinal Cord M365SC2352700 8714729789581 1042757

Stimulator System 70 cm

Linear 3-4 8-Contact Lead Kits

Precision Spinal Cord M365SC9218150 8714729888734 1043743, 1051329

Stimulator System 15 cm

Precision M8 Adapters

Precision Spinal Cord M365SC3138550 8714729760566 1044463, 1044464,

Stimulator System 55 cm 8- 1044466, 1061554,

Contact Extension Kits 1062766, 1062770,
1062787, 1063430,
1063632, 1063650,
1063749, 1063798,
1063801, 1066182
1066242, 1068589
1068602, 1068606,
1068608, 1068611,
3001046, 3002547,
3002561, 3002817,
3003040, 3003042,
3003047, 3003048,
3003060, 3006620,
3009041, 3009045,
3009050, 3010114,
3012781, 3013204,
3013267, 3018105,
3018106, 3018866,
3036973

Vercise Deep Brain Stimulation M365NM 3138550 8714729820765 1049357, 1053194,

System 55 cm 8-Contact 1057225, 1057232,

Extension Kits 3010769, 3012324,

3014616, 3014631

Geographic Regions: Europe, U.K.

Manufacturer(s): Boston Scientific Neuromodulation Corp 25155 Rye Canyon Loop, Vaencia, CA 91355, United States
Suggested Distribution: OR/Surgery, Neurology, Materials Management

Problem:

Inan April 24, 2019, Urgent Field Safety Notice Urgent Medical Device Recall letter posted by the U.K. Medicines and Healthcare Products Regulatory
Agency (MHRA), Boston Scientific states that the above products may be labeled with Use by Dates that are incorrect. Boston Scientific also states that

©2019 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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none of the above products has reached the end of its allowed shelf life and the earliest actual expiration date is September 2019; therefore, no adverse
events are expected as aresult of this problem.

Action Needed:

Identify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the April 24,
2019, Urgent Field Safety Notice Urgent Medical Device Recall letter and Verification Form from Boston Scientific. Regardless of whether you have
affected product, complete the Verification Form and return it to Boston Scientific. To arrange for product return, contact the Boston Scientific customer
service department. Inform all relevant personnel at your facility of the information in the letter, forward a copy of the letter to any facility to which you
have further distributed affected product, and notify Boston Scientific of the transfer.

For Further Information:
Boston Scientific

Website: Click here
References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Boston Scientific: 92358366-FA [online] London: Department of
Health; 2019 Apr 29 [cited 2019 Apr 29]. (Field safety notice; reference no. 2019/004/024/487/014). Available from Internet: Click here .

Comments:

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

Source(s):
e 2019 Apr 29. MHRA FSN. 2019/004/024/487/014 Download
e 2019 Apr 29. MHRA FSN. Boston Scientific Reference No. 92358366-FA Download
e 2019 Apr 29. Manufacturer. The manufacturer confirmed the information in the source material.

©2019 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



https://www.bostonscientific.com/en-US/customer-service.html

https://www.gov.uk/drug-device-alerts/field-safety-notice-23-to-26-april-2019?utm_source=8399f9ad-fd21-43a3-b18d-46b8eeb610f3&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notice-23-to-26-april-2019?utm_source=8399f9ad-fd21-43a3-b18d-46b8eeb610f3&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/191943/20190429BostonScientificLeadKitsMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/191950/20190424BostonScientificLeadKitsMHRA.pdf
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GNR PNA FISH
Control Slide kit
CS01110

OpGen Inc.

Fawaz Abdulrahman Linjawi
Establishment for Medical
Equipments & Tools

https://ncmdr.sfda.gov.s
a/Secure/CA/CaViewRec

# Platelet PGD Tests‘}x Biomedical Incorpore)elta Specialized Medical Compan

(«—=]

# RNeasy DSP FFPE

Kits

QIAGEN Ltd

ABDULLA FOUAD HOLDING
COMPANY

Pl ease check enail

STA-NeoPTimal
20 with STA-
Compact/STA-
Compact Max

Diagnostica Stago

Medical supplies & Services
Co.Ltd Mediserv

https://ncmdr.sfda.gov.s
a/Secure/CA/CaViewRec
all.aspx?caid=6&rid=14

# Various Point-of-
Care Handheld

Systems

Roche Diagnostics
Corp

FAROUK, MAAMOUN TAMER &
COMPANY

Non-active implantable devices

Leyla Flexible LAWTON GmbH & Isam Economic Co. ‘https:zmcmdr.sfda.gov.s
Arms Co., KG
TAPES Endo Tools N/A https://ncmdr.sfda.gov.s
endoscopic Therapeutics SA a/Secure/CA/CaViewRec
suturing device

Reusable devices

Prestrol Suction Pennine Healthcare

Catheters.

MEDICARE DRUG STORE
COMPANY

Single-use devices
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14311
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14307
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14310
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14287
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[High Priority ] - A32680 : Verax—Platelet PGD Tests: Manufacturer Updates Package Inserts to

Include Warning of Potential Acinetobacter Species Bacteria Contamination
Medical Device Ongoing Action

Published: Tuesday, May 14, 2019

UMDNS Terms:

® Procedure Kit/Trays, Blood Transfusion [14126]
Product Identifier:

[Consumable]
Verax Biomedical Inc
Product Model
Platelet Bacterial Detection Tests Platelet PGD (Pan Genera Detection)

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Verax Biomedical Inc 148 Bartlett St, Marlborough, MA 01752, United States
Suggested Distribution: Clinical Laboratory/Pathology, Infection Control, Phlebotomy, Immunohematol ogy/Blood Bank, Materials Management

Problem:

Olnan April 2019 Technical Bulletin letter submitted by an ECRI Institute member hospital, Verax statesthat it has updated the package insert for the
above tests after FDA reports of platelet contamination with Acinetobacter species bacteria. Verax also states that bacterial contamination of platelets
with this organism have caused septic transfusion reactions. Until the recent cases, Acinetobacter sp. had not been frequently identified as a contaminant
in platelets. To review the officia information released by FDA, click here. Verax further states that the Revision 1 update to the package insert
includes the following addition to Section M, Limitations, as9 e.:

"9, A NON-REACTIVE test result does not mean the unit is sterile or bacteria-free. Non--reactive results may occur if:

e e contamination is by Acinetobacter spp. bacteria since antigens of Acinetobacter spp. are not specifically targeted by the corresponding
antibodies used in the test."

Verax states that there are no changes to intended use, sample preparation, test procedure or interpretation of results. For the full revised package insert
revision, seethe letter . 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 April 2019 Technical Bulletin letter
from Verax.

For Further Information:

Verax Biomedical

Website: Click here

Comments:

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

Source(s):
e 2019 May 14. Member Hospital. VVerax letter submitted by an ECRI Institute member hospital Download
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https://www.veraxbiomedical.com/contact/
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]1- A32669 : Roche—Various Point-of-Care Handheld Systems: May Have

Cybersecurity Vulnerabilities
Medical Device Ongoing Action

Published: Thursday, May 9, 2019

UMDNS Terms:

® Analyzers, Point-of-Care, Whole Blood, Glucose [16488]

® Analyzers, Point-of-Care, Whole Blood, Coagulation [16749]
Product Identifier:

[Capital Equipment]

Product

Roche Diagnostics Corp
Model

Point-of-Care Handheld Systems Accu-Chek Inform 11

Geographic Regi

Manufacturer(s):

CoaguChek Pro 1
CoaguChek XS Plus
CoaguChek XS Pro

cobas h 232

ons: O(Impact in specific regions has not been identified or ruled out at the time of this posting), Worldwide
Roche Diagnostics Corp9115 Hague Rd, Indianapolis, IN 46250-0457, United States

Suggested Distribution: Clinical/Biomedical Engineering, Clinical Laboratory/Pathology, Nursing, Information Technology, Diabetes
Education/Coordination, Endocrinology, Point-of-Care Coordination, Materials Management

Problem: In aNovember 8, 2018, Medical Advisory, the U.S. Industrial Control Systems Cyber Emergency Response Team (ICS-CERT) states that

successful exploitati

on of vulnerabilities could allow an attacker to gain unauthorized access to modify system settings or execute arbitrary codein the

above systems. The following risks exist:

e |mproper authentication: Weak access credentials may enable attackers in the adjacent network to gain unauthorized service access through
aserviceinterface. Affected products:

e Accu-Chek Inform |1 base unit/base unit hub-all versions before 03.01.04
e CoaguChek/cobas h232 handheld base unit-all versions before 03.01.04

e Improper neutralization of special elements used in an OS command ('OS COMMAND INJECTION') CWE-78: Insecure permissionsin a
service interface may allow authenticated attackers in the adjacent network to execute arbitrary commands on the operating systems.
Affected products:

e Accu-Chek Inform |l base unit/base unit hub-all versions before 03.01.04
e CoaguChek/cobas h232 handheld base unit-all versions before 03.01.04

e Unrestricted upload of file with dangerous type CWE-434: A vulnerability in the software update mechanism allows an attacker in adjacent
network to overwrite arbitrary files on the system through a crafted update package. Affected products:

e Accu-Chek Inform Il instrument-all versions before 03.06.00 (serial number below 14000)/04.03.00 (serial number above 14000)
o CoaguChek Pro I1-all versions before 04.03.00

e CoaguChek XS Plus-all versions before 03.01.06

o CoaguChek XS Pro-al versions before 03.01.06

e cobas h 232-all versions before 03.01.03 (serial number below K Q0400000 or K S0400000)

e cobas h 232-all versions before 04.00.04 (serial number above KQ0400000 or K S0400000)

e Improper access control CWE-284: Improper access control to a service command allows attackers in the adjacent network to execute
arbitrary code on the system through a crafted message. Affected products:

e Accu-Chek Inform Il instrument-all versions before 03.06.00 (Serial number below 14000)/04.03.00 (Serial number above 14000)
e CoaguChek Pro Il-al versions before 04.03.00
e cobas h 232-all versions before 04.00.04 (Serial number above K Q0400000 or K S0400000)

e |mproper access control CWE-284: Improper access control allows attackers in the adjacent network to change the instrument configuration.
Affected products:

e Accu-Chek Inform Il instrument-all versions before 03.06.00 (Serial number below 14000)/04.03.00 (Serial Number above
14000)

e CoaguChek Pro II-all versions before 04.03.00
o CoaguChek XS Plus-all versions before 03.01.06
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o CoaguChek XS Pro-al versions before 03.01.06
e cobash 232-all versions before 03.01.03 (Serial number below KQ0400000 or K S0400000)
e cobas h 232-all versions before 04.00.04 (Serial number above K Q0400000 or K S0400000)
No known public exploits specifically target these vulnerabilities. The manufacturer has not confirmed the information provided in the source material .

Action Needed:
Identify any affected systemsin your inventory. If you have affected systems, verify that you have reviewed the November 8, 2018, ICS-CERT Medical
Advisory letter . Roche recommends the following mitigation procedures for Ethernet and Wi-Fi devices:

e Restrict network and physical accessto the device and attached infrastructure (e.g., through network segmentation, firewalls, logical and
physical access control).

e Protect connected endpoints from unauthorized access and malicious software (e.g., through system hardening, security software).
e Monitor the system and network infrastructure for suspicious activity.

For nonconnected devices, Roche recommends that you protect them from unauthorized access, theft, and manipulation. Roche will rel ease software
updates to address these problems.
The National Cybersecurity & Communications Integration Center (NCCIC) recommends that you perform the following actions:

e Minimize network exposure for all control system devices and/or systems, and ensure that they are not accessible from the Internet.
e L ocate control system networks and remote devices behind firewalls, and isolate them from the business network.

NCICC reminds organizations to perform impact analysis and risk assessment before deploying defensive measures. NCCIC also provides a section for ¢
ontrol systems security recommended practices on the ICS-CERT web page. Severa recommended practices are available for reading and download,
including Improving Industrial Control Systems Cybersecurity with Defense-in-Depth Strategies . Additional mitigation guidance and recommended
practices are publicly available on the |CS-CERT website inthe Technical Information Paper, |CS-TIP-12-146-01B--Targeted Cyber Intrusion
Detection and Mitigation Strategies . Organizations observing any suspected malicious activity should follow their established internal procedures and
report their findings to NCCIC for tracking and correlation against other incidents.

For Further Information:

NCCIC

Tel.: (888) 282-0870

E-mall: NCCICCUSTOMERSERV |CE@hg.dhs.gov

Website: Click here

Roche

Website: Click here

References:
e United States. Department of Homeland Security. Industrial Control Systems Cyber Emergency Response Team. Medical Advisory. Roche
Diagnostics point of care handheld medical devices (Update A) [online]. 2018 Nov 8 [2019 May 7]. Available from Internet: Click here .
Comments:

e For information on asimilar and potentialy related action from Roche, see Alert A31978 .
e Thisalertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2019 May 8. Member Hospital. ICS-CERT Advisory Download
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https://ics-cert.us-cert.gov/sites/default/files/recommended_practices/NCCIC_ICS-CERT_Defense_in_Depth_2016_S508C.pdf

https://ics-cert.us-cert.gov/sites/default/files/recommended_practices/NCCIC_ICS-CERT_Defense_in_Depth_2016_S508C.pdf

https://ics-cert.us-cert.gov/

https://ics-cert.us-cert.gov/tips/ICS-TIP-12-146-01B

https://ics-cert.us-cert.gov/tips/ICS-TIP-12-146-01B

https://ics-cert.us-cert.gov/tips/ICS-TIP-12-146-01B

mailto:NCCICCUSTOMERSERVICE@hq.dhs.gov

https://www.us-cert.gov/nccic

https://diagnostics.roche.com/us/en/about-us/contact-us-and-support.html

https://ics-cert.us-cert.gov/advisories/ICSMA-18-310-01

https://ics-cert.us-cert.gov/advisories/ICSMA-18-310-01

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1637333

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1637333

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/192377/RocheVariousProductsNCCICClient.pdf



MMOqalaa
(A32669) Roche-Various Point-of-Care.pdf


www.ecri.org . Printed from Health Devices Alerts on Wednesday, May 15, 2019 Page 1

[High Priority ] - A32628 : Pennine—Prestrol Suction Catheters: Catheter May Detach from

Connector
Medical Device Ongoing Action

Published: Thursday, May 9, 2019

UMDNS Terms:

® Catheters, Tracheal, Suction [10749]
Product Identifier:

[Consumable]
Pennine Healthcare Ltd
Product Product No. Lot No.
12 Fr (4.0) 48 cm Prestrol Suction Catheters SC-1112 28A19

Geographic Regions: OO(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): Pennine Healthcare LtdCity Gate, Derby DE24 8WY', England

Suggested Distribution: Critical Care, Emergency/Outpatient Services, Nursing, OR/Surgery, Pulmonology/Respiratory Therapy, Home Care,
Otolaryngology, EM S/Transport, Materials Management

Problem:

Olnan April 18, 2019, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Pennine
states that the above suction catheters may detach from the Prestrol connector, potentially rendering the device unusable. Pennine also states that thereis
apotentia for patient harm should an aternativesuction catheter not be available. Pennine further states that it has received no reports of patient harm asa
result of this problem. The manufacturer has not confirmed the information in the source material.

Action Needed:

Oldentify and isolate any affected product in your inventory. If you have affected product, verify that you have received the April 18, 2019, Urgent Field
Safety Notice letter and Field Safety Notice Acknowledgment Form from Pennine. Complete the form, and return it to Pennine using the instructions on
the form. Upon receipt of the form, Pennine will arrange for return or destruction of affected product. Pennine will provide your facility with replacement
product. Notify all relevant personnel at your facility of the information in the Urgent Field Safety Notice letter, and forward a copy of the letter to any
facility to which you have further distributed affected product. Retain a copy of the letter with your records.

For Further Information:

Pennine

Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Pennine Healthcare: Pennine Healthcare—Prestrol suction
catheter—FG/CH 12(4.0) 48cm [online]. London: Department of Health; 2019 Apr 29 [cited 2019 Apr 30]. (Field safety notice; reference
no. 2019/004/015/601/007). Available from Internet: Click here .

Comments:

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

Source(s):
e 2019 Apr 30. MHRA FSN. 2019/004/015/601/007 Download
e 2019 Apr 30. MHRA FSN. PHFSNO0119 (includes reply form) Download
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/192000/20190429MHRACoverPage.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/192001/2019Apr18PenninePrestrolSuctionCathetersMHRA.pdf
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[High Priority ] - A32671 : Stryker—Endotrac Hook/Triangle Blade Kits: Sterility May Be

Compromised
Medical Device Ongoing Action

Published: Thursday, May 9, 2019

UMDNS Terms:

® Blades, Resectoscope Handpiece, Transverse Carpal Ligament Resection [34029]
Product Identifier:

[Consumable]
Stryker GmbH
Product Catalog No. Lot No.
Endotrac Endoscopic Plantar Fasciotomy (EPF).Endoscopic Gastrocnemius 3056-1 01404, 01478
Recession (EGR) Hook/Triangle Blade Kits
Endotrac Endoscopic Carpal Tunnel Release (ECTR) Hook/Triangle Blade 2056-1 01410

Kits

Geographic Regions: U.S.
Manufacturer(s): Stryker GmbH Bohnackerweg 1, 2545 Selzach, Switzerland
Suggested Distribution: Infection Control, OR/Surgery, Orthopedics, Materials Management

Problem:

Inan April 30, 2019, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Stryker states that the seal integrity of the
sterile bag containing the above blades may be compromised, potentially compromising product sterility and leading to additional patient time under
anesthesia and/or infection associated with the use of an improperly sealed instrument. 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. If you have affected product, verify that you have
received the April 30, 2019, Urgent Medical Device Recall letter and Business Reply Form from Stryker. Regardless of whether you have affected
product, complete the Business Reply Form and return it to Stryker using the information on the form. Return affected product to Stryker
Orthopaedics/PFA Product Returns, Attn: Distribution Inventory Team, 325 Corporate Drive Dock M-East, Mahwah, NJ 07430, United States. Notify all
relevant personnel at your facility of the information in the letter.

For Further Information:

Stan Dube, Stryker postmarket compliance director

Tel.: (201) 831-5000

E-mall: stan.dube@stryker.com
Website: Click here

Comments:

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

Source(s):

e 2019 May 8. Member Hospital. Stryker letter submitted by an ECRI Institute member hospital. Product Field Action No. 2042684 (includes
reply form) Download

e 2019 May 9. Manufacturer. The manufacturer confirmed the information in the source material.
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[High Priority ] - A32667 : Concordance—Ethicon ETHIBOND EXCEL Polyester Sutures: Raw Material

May Contain High Endotoxin Levels
Medical Device Ongoing Action

Published: Wednesday, May 15, 2019

UMDNS Terms:

® Sutures, Synthetic, Nonabsorbable, Polyester [13906]
Product Identifier:

[Consumable]
Ethicon Inc Concordance Healthcare Solutions
Product Item No. Item No. Lot No.
Green 75 cm USP1 Single-Armed CT-1 X425H 625442 PBQ426

ETHIBOND EXCEL Polyester Sutures

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

Distributor(s): ® Concordance Healthcare Solutions3901 W 34th St N, Sioux Falls, SD 57107, United States
Manufacturer(s): Ethicon IncUS Rt 22 W, Somerville, NJ 08876, United States
Suggested Distribution: Emergency/Outpatient Services, Infection Control, OR/Surgery, Materials Management

Problem: OInaMay 6, 2019, Urgent Medical Device Recall Removal letter submitted by an ECRI Institute member hospital, Concordance initiated a
subrecall of the above products, which were recalled by Ethicon because araw material containing high endotoxin levels may have been used to
manufacture them. High endotoxin levels, if present, could cause severe or life-threatening reactions in patients, such as hypotension, septic shock,
bleeding, and disseminated intravascular coagulation (DIC). The distributor has not confirmed the information provided in the source material.

Action Needed:

Oldentify and isolate any affected product in your inventory. If you have affected product, verify that you have received the May 6, 2019, Urgent
Medical Device Recall Removal letter, copy of the April 26, 2019, Ethicon Urgent Medical Device Recall Removal letter, and Business Reply Form from
Chonlcordance. Regardless of whether you have affected product, complete the Business Reply Form and return it to Concordance using the instructionsin
the letter.

For Further Information:

Concordance

Website: Click here

Ethicon customer support center

Tel.: (877) 384-4266

, 8am. to 6 p.m. Eastern time, Monday through Friday
Website: Click here

Comments:

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

Source(s):
e 2019 May 15. Member Hospital. May 6, 2019, Concordance letter submitted by an ECRI Institute member hospital Download
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