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Dear,
SBED team is pleased to inform you that 47 new FSCA/recalls posted on SFDA website
(Please note: below list of FSCA/ recalls for the period of 11/12/2018 to 11/18/2018

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

Assistive products for persons with disability

New Flexmobil Forma, Miniflex 11/15/201 Eurovema AB N/A 2  https
Forma 8
New  Uresta Bladder Support H######## Southmedic Inc ilthcare Systems Trading 2 A/Ca\

Diagnostic and therapeutic radiation devices

# Update CoaguChek (XS PT, XSPT 11/12/201 Roche Diagnostics Corp FAROUK, MAAMOUN  FSN Attac

PST, and PT) strips 8 TAMER & COMPANY
New Kodak DirectView DR 11/12/201 Carestream Health Samir Photographic 2  https
7500 System , 8 Supplies Co. Ltd.

New Medtronic Navigation  F########H Medtronic SA Medtronic Saudi Arabia 2 A/Ca\


http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13484
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13487
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13481
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13495
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[High Priority ] - A31361 05 : Roche—CoaguChek XS Test Strips: May Yield

Erroneous Results [Update]
Medical Device Ongoing Action

Published: Wednesday, November 7, 2018
Last Updated: Friday, November 9, 2018

UMDNS Terms:

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

Roche Diagnostics Corp Lot No

Product Catalog No.

CoaguChek XS PT Test 2X24 Strips 04625315160 28124111, 28124121, 28631911, 28631921,
28631924, 28632021, 28632213, 28632312,
28632412, 29415113, 29415123, 29494221,
29494312, 29494613, 29494711, 29778721,
29779012, 29779213, 29779214, 30497213,
30497311, 30497413, 30497423, 30497515,
31404314, 31404821, 32264116, 32264212,
32264316, 32264317, 32264411, 32264421,
33045913, 33046011, 33046113, 33046312,
33046314, 33046321, 33046322, 33449612,
33449712, 33449723, 33449817

CoaguChek XS PT Test 6 Strips 04625374160 28124111, 28124121, 28631911, 28631921,
28631924, 28632021, 28632213, 28632312,
28632412, 29415113, 29415123, 29494221,
29494312, 29494613, 29494711, 29778721,
29779012, 29779213, 29779214, 30497213,
30497311, 30497413, 30497423, 30497515,
31404314, 31404821, 32264116, 32264212,
32264316, 32264317, 32264411, 32264421,
33045913, 33046011, 33046113, 33046312,
33046314, 33046321, 33046322, 33449612,
33449712, 33449723, 33449817

CoaguChek XS Test 24 Tests USA 07797826160 28124111, 28124121, 28631911, 28631921,
28631924, 28632021, 28632213, 28632312,
28632412, 29415113, 29415123, 29494221,
29494312, 29494613, 29494711, 29778721,
29779012, 29779213, 29779214, 30497213,
30497311, 30497413, 30497423, 30497515,
31404314, 31404821, 32264116, 32264212,
32264316, 32264317, 32264411, 32264421,
33045913, 33046011, 33046113, 33046312,
33046314, 33046321, 33046322, 33449612,
33449712, 33449723, 33449817

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 Laboratory/Pathology, Nursing, Home Care, Point-of-Care Coordination, Materials Management

Summary: OUpdate Reason: More specific ot numbers; new instructions. This Alert provides additional information based on an October 31, 2018,
Media Release |etter submitted by ECRI Institute member hospitals regarding Alert A31361 . The letter states that Roche is proactively replacing all
affected test stripsin the U.S. Customers are now instructed to discontinue use of and discard affected product, and to advise patients to do the same. The
Product Identifier and Action Needed fields have been updated. For previously listed product see Alert A31361 .

Problem: The following problem description isthat listed in Alert A31361 ; refer to the October 31, 2018, Roche Media Release letter for the current
status of the problem. In a September 12, 2018, Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, Roche states
that it has calibrated the above test strips to the latest World Health Organization International Reference Preparation (rTF/16). The previous International
Reference Preparation (IRP) was rTF/09. Since this calibration, the firm has received reports of abnormally high INR test results with affected product.
Patients under VKA (Warfarin) therapy who receive inaccurate INR test results above their therapeutic range may be at risk for inappropriate therapeutic
measures, such as withholding of VKA, or unnecessary administration of vitamin K. Patients with inaccurately high INR results might be monitored less
frequently because the expected time to return to therapeutic range might be overestimated. Medical guidelines recommend increased frequency of
testing of patients with INRs above the therapeutic range until the INR returns to therapeutic range. A medical risk cannot be excluded. The manufacturer
has not confirmed the information provided in the source material.

Action Needed: Stop using and discard any affected product in the table above, and identify patientsin your practice who use affected product. If you
have affected product and/or patients, verify that you have received the October 31, 2018, Media Release |etter from Roche. As of October 29, 2018,
Roche began shipping newly calibrated test strips to healthcare providers and patient self-testing service providers. These test strips have been calibrated
to the previous INR standard. Patient self-testers should contact test strip providers for questions regarding when they will receive new test strips and
their healthcare providers for questions regarding testing schedules. Advise any self-testing patients to stop using and discard any CoaguChek XS PT Test
Stripslisted in the table above. Report any adverse events associated with the use of affected product to the Roche Point-of-Care technical service
department by telephone using the information below. 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 .

©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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For Further Information:

Roche Point-of-Care technical service department
Tel.: (800) 428-4674

Nicole Clark, Roche communications businesspartner
Tel.: (317) 361-9512

E-mail: Nicole.clark@roche.com

Website: Click here

Comments:
e [I0For the Alert covering Analyzer Bulletin letter TP-00300, see Alert A31117 .
e Thisalertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2018 Nov 6. Member Hospital. Roche letter submitted by ECRI Institute member hospital Download

©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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# New

New

# New

# New

# Update

Neurosign V4 Systems

Philips HeartStart MRx
M3538A

R. Test Evolution 4
Monitors

RadPRO Mobile 40kW
Digital X-Ray Systems

Ysio and Ysio MAX
systems and Multix
Fusion Analog , Multix
Fusion Digital Portable ,
Multix Fusion Digital
Integrated and Multix
Fusion Digital Wireless

HE#E#E#####2 Magstim Company Limit

11/12/201 Philips Healthcare
8
11/18/201 Novacor
8
11/12/201 Canon Inc
8
11/12/201 SIEMENS
8

Electro mechanical medical devices

# New

# New

# New

New

New

# New

da Vinci SP Surgical
System Instrument Arm
Drapes

da Vinci SP Surgical
Systems

Datascope Intra-Aortic
Balloon Pumps

Efficia 3/5 ECG Trunk
Cable, AAMI/IEC

Espiner Tissue Retrieval
System..

HORIZON E-z Arms Used
with HORIZON E-z Cool
Coils

11/18/201  Intuitive Surgical Inc
8

11/18/201  Intuitive Surgical Inc
8

11/12/201 MAQUET Cardiovascular

8 LLC
11/15/201 Philips Healthcare
8
11/15/201 Fannin UK Ltd
8
11/12/201 The Magstim Company
8 Limited

ATTIEH MEDICO LTD

Philips Healthcare
Saudi Arabia Ltd.

N/A

N/A

Siemens Medical
Solutions

Gulf Medical Co.

Gulf Medical Co.

Al-Jeel Medical &
Trading Co. LTD

Philips Healthcare
Saudi Arabia Ltd.

TRUSTMED

ATTIEH MEDICO LTD

FSN

FSN

FSN



https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13476
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13498
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13493
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[High Priority ] - A31697 : Magstim—Neurosign V4 Systems: Pre-Amplifier Cables May Be Damaged

By Inappropriate Handling, Potentially Causing Partial Loss of EMG Audio Signal
Medical Device Ongoing Action

Published: Monday, November 5, 2018

UMDNS Terms:

® Monitors, Physiologic, Neurology, Electromyography, Intraoperative [27480]
Product Identifier:
[Capital Equipment]

The Magstim Co Ltd

Product Model Product No.
Trolley Systems Neurosign V4 4230-00
Pre-Amplifiers Neurosign V4 4444-00
Stimulator Pods Neurosign V4 4440-00
Mute Sensors Neurosign V4 4225-00

Geographic Regions: O(Impact in additional regions has not&#160;been identified or ruled out at&#160;the time of this posting),
&#160;U.K.&#160;

Manufacturer(s): The Magstim Co LtdWhitland Industrial Estate, Whitland, SA34 OHR, Wales
Suggested Distribution: Clinical/Biomedical Engineering, OR/Surgery, Neurology, Otolaryngology

Problem:

OIn an October 19, 2018, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA),
Magstim states that the pre-amplifier cables on the above systems may be damaged by inappropriate handling during the storage process, potentially
leading to partial loss of the electromyogram (EMG) audio signal of the device; however, the EMG waveform is still visible on the screen. Magstim also
states that this problem may also result in failure of the pre-amplifier or stimulator to be recognized by the system. 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 received the October 19, 2018, Urgent Field Safety
Notice letter and Acknowledgment Form from Magstim. Complete the Acknowledgment Form, and return it to Magstim using the instructions on the
form. Magstim will provide your facility with anew storage aid and instructions for use (IFU) to ensure adequate cable management. Until this occurs,
the pre-amplifier and stimulator pod cables should be loosely coiled and not tightly wrapped around the device. Inform al relevant personnel at your
facility of the information in the letter, and forward a copy of the letter to any facility to which you have further distributed affected systems.

For Further Information:

Tom Campbell, Magstim

E-mail: tom.campbell @magstim.com

Website: Click here

O
References:

Great Britain. Medicines and Healthcare Products Regulatory Agency. Magstim: Neurosign V4 trolley [online]. London: Department of Health;
2018 Oct 30 [cited 2018 Nov 5]. (Field safety notice; reference no. 2018/010/022/487/027). Available from Internet: Click here.

Comments:

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

Source(s):
e 2018 Nov 5. MHRA FSN. 2018/010/022/487/027 Download
e 2018 Nov 2. MHRA FSN. FCA-2018-03 (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.
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https://www.gov.uk/drug-device-alerts/field-safety-notice-22-october-to-26-october

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/182428/20181030MagstimNeurosignProductsMHRACP.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/182429/20181019MagstimNeurosignProductsMHRA.pdf
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[High Priority ] - A31741 : Novacor—R. Test Evolution 4 Monitors: Presence of an Artifact May Cause
Failure to Detect Pauses , Necessitating Firmware Updates
Medical Device Ongoing Action

Published: Tuesday, November 13, 2018

UMDNS Terms:

® Electrocardiographs, Ambulatory, Continuous [18361]
Product Identifier:
[Capital Equipment]

Novacor
Product Model
ECG Monitors R.Test Evolution 4

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): Novacor 4 Passage Saint-Antoine, 92500 Rueil-Malmaison, France

Suggested Distribution: Anesthesia, Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, Critical Care, Nursing,
OR/Surgery, Pulmonology/Respiratory Therapy, Information Technology, Home Care

Problem:

OInaField Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Novacor states that under certain
circumstances, the presence of an artifact may cause the above monitors to fail to detect a pause because of priority given to specificity over sensitivity.
The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Oldentify any affected monitorsin your inventory. If you have affected monitors, verify that you have received the Field Safety Notice letter and
Acknowledgment Form from Novacor. Complete the Acknowledgment Form, and return it to Novacor using the instructions on the form. To correct the
above problem, an updated firmware is now available that will improve the sensitivity of the detection of pauses when an artifact is also present.

To receive the update, ship affected monitors to your distributor, where the update will be completed within 24 hours and the monitors will be returned to
your facility. Additionally, the instructions for use (IFU) have been updated to clarify that “the ECG strips recorded by the R. Test 4 during the procedure
are then analysed to determine the presence (not the absence) of a pathological arrhythmia.” 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:

Novacor

Website: Click here

References:

Great Britain. Medicines and Healthcare Products Regulatory Agency. Novacor: R. Test Evolution 4 [onlin€]. London: Department of Health;
2018 Nov 12 [cited 2018 Nov 13]. (Field safety notice; reference no. 2018/011/006/291/007). Available from Internet: Click here.

Comments:

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

Source(s):
e 2018 Nov 13. MHRA FSN. 2018/011/006/291/007 Download
e 2018 Nov 13. MHRA FSN. FSN-NRT2018-1 (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.
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/183079/20181112NovacorTestEvolution4MHRACP.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/183080/UndatedNovacorRTest4MHRA.pdf
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[High Priority ] - A31721 : Canon—RadPRO Mobile 40kW Digital X-Ray Systems: Collimator May

Separate from Tube Head Mount, Potentially Falling from System
Medical Device Ongoing Action

Published: Wednesday, November 7, 2018

UMDNS Terms:

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

Virtual Imaging Inc A Canon USA
Product C Model No.

0
Model

Mobile 40 kW Digital X-Ray Systems RadPRO SM-40HF-B-D-C

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Virtua Imaging Inc A Canon USA Co 5600 Broken Sound Blvd NW 2nd Floor, Boca Raton, FL 33487, United States
Suggested Distribution: Clinical/Biomedical Engineering, Diagnostic Imaging

Problem:

OlIn an Urgent Safety Advisory and Field Safety Notice |etter submitted by an ECRI Institute member hospital, Canon states that the four retention screw
brass tabs that secure the above system’s collimator to the tube head mount may wear out, potentially leading to the system's collimator separating from
the tube head mount and falling from the system. Canon also states that patients, users, and third parties may be injured because of this problem. 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 Urgent Safety Advisory and Field
Safety Notice letter and Customer/Dealer Response Form from Canon. Complete the Customer/Dealer Response Form, and return it to Canon using the
instructions on the form. To eliminate potential risks related to this problem, Canon will contact your facility to schedule a mandatory replacement
collimator and a hardware kit (collectively, the “replacement collimator”) installation on your system. Until the replacement collimator isinstalled, a
Virtual Imaging trained field engineer will inspect each of your systems to determine whether the current collimator isloose. If the collimator is loose, the
field engineer will tighten the four retention screws as outlined in the instructionsin the letter . If the collimator cannot be tightened, the system must be
taken out of service. If you notice that the collimator isloose, do not use the system and contact Virtual Imaging’s technical support department using the
contact information below.

For Further Information:

Virtual Imaging technical support department

Tel.: (561) 893-8500

E-mail: technicalsupport@vifla.com
Website: Click here

Comments:

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

Source(s):

e 2018 Nov 7. Member Hospital. Canon letter submitted by an ECRI Institute member hospital (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.
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[High Priority ] - A31165 01 : Siemens—AXIOM, Ysio, and Ysio Max Systems: Steel Cables Inside

Lifting Column May Rupture without Triggering Safety Lock [Update]
Medical Device Ongoing Action

Published: Monday, November 5, 2018
Last Updated: Friday, November 9, 2018

UMDNS Terms:

® Radiographic/Fluoroscopic Systems, General-Purpose [16885]
Product Identifier:
[Capital Equipment]

Siemens Healthcare GmbH Tube Stand 3D V

Model Model Nos.: Model No. Serial No.

Product

Digital Radiography Systems Ysio 7042018, 7042034 10281013, 10281163 22058, 22166, 22170,

with Tube Stand 3D V 22171, 22175, 22176,
22184, 22208, 22211,
22234, 22235, 22247,
22271, 22288, 22289,
22347, 22350, 22352,
22353, 22354, 22366,
22367, 22392, 224217,
22429, 22431, 22458,
22500, 22501, 22506,
22517, 22542, 22543,
22592, 22600, 22609,
22618, 22630, 22632,
22634, 22644, 22650,
22651, 22693, 22695,
22705, 22724, 22725,
22729, 22736, 22737,
22743, 22748, 22757,
22776, 22777, 22781,
22787, 22789, 22795,
22804, 22821, 22824,
22828, 22833, 22844,
22847, 22848, 22851,
22852, 22859, 22861,
22869, 22880, 22895,
22914, 22928, 22941,
22945, 22955, 22957,
22960, 22998, 23018,
23019, 23021, 23022,
23024, 23029, 23035,
23054, 23059, 23063,
23071, 23078, 23079,
23082, 23097, 23098,
23118, 23132, 23133,
23136, 23137, 23141,
23147, 23149, 23163,
23164, 23167, 23168,
23169, 23172, 23173,
23177, 23400, 23410,
23427, 23459, 23464,
23474, 23476, 23517,
23518, 23519, 23529,
23538, 23556, 23578,
23597, 23602, 23619,
23623, 23625, 23627,
23640, 23650, 23651,
23663, 23678, 23699,
23726

Ysio MAX 7042018, 7042034 10762470 24039, 24049, 24058,
24077, 24105, 24109,
24121, 24129, 24142,
24172, 24174, 24176,
24186, 24194, 24221,
24230, 24234, 24237,
24256, 24263, 24276,
24277, 24281, 24283,
24288, 24289, 24295,
24297, 24304, 24323,
24327

AXIOM Multix MT Not listed 8395415, 8395381, 8395399 1074, 1119, 1121,
1132, 1136, 1137,
1138, 1472, 1525,
1529, 1531

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), Europe, U.K., U.S.
Manufacturer(s): Siemens Healthcare GmbHHenkestrasse 127, Erlangen, D-91052, Germany
Suggested Distribution: Clinical/Biomedical Engineering, Emergency/Outpatient Services, OR/Surgery, Diagnostic Imaging, Facilities/Building

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





www.ecri.org . Printed from Health Devices Alerts on Monday, November 12, 2018 Page 2

Management

Summary:

OUpdate Reason: Product Identifier. This Alert provides new information based on an August 2, 2018, Urgent Field Safety Advisory Notice/Urgent Field
Safety Notice letter posted by the German Federal Institute for Drugs and Medical Devices (BfArM), and the U.K. Medicines and Healthcare Products
Regulatory Agency (MHRA), and FDA Center for Devices and Radiological Health (CDRH) source material regarding Alert A31165 . New information
has been added to the Product Identifier field, and the U.K. has been added to the Geographic Regions fields.

Problem: In an August 2, 2018, Urgent Safety Advisory Notice letter posted by the German Federal Institute for Drugs and Medical Devices (BfArM)
and an August 6, 2018, Urgent Medical Device Correction letter submitted by ECRI Institute member hospitals, Siemens states that steel cables inside the
lifting columns of the above systems may rupture without triggering the safety lock. Siemens further states that the safety rope may become overloaded
and cause the arm to drop down unexpectedly during vertical movement or during patient positioning. Siemens also states that patients and users could be
serioudly injured. 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 received the August 2, 2018, Urgent Safety Advisory
Notice/Urgent Field Safety Notice letter or August 6, 2018, Urgent Medical Device Correction letter from Siemens. The following actions are those listed
in Alert 31165 . Do not perform up/down movements of the lifting column on affected systems directly above the patient; complete the vertical
movement beside the patient and then move affected systems horizontally. Siemens will contact your organization to arrange a service date for
performing a corrective action. Contact Siemens by telephone for an earlier appointment at (800) 888-7436. Notify all relevant personnel at your facility
of theinformation in the letter, forward a copy of the letter to any facility to which you have further distributed affected product, and notify Siemens of
the transfer.

For Further Information:

Siemens

Website: Click here

References:[
Germany:

e Federal Institute for Drugs and Medical Devices. Urgent Field Safety Notice for AXIOM MULTIX, MT, ACSS,P,N, AXIOM MULTIX,
MT, ACSSN, AXIOM MULTIX, MT, AXIOM Vertix Solitaire M-System T, AXIOM ARISTOS VX Plus by Siemens Healthcare GmbH,
x-ray products (XP) [online]. 2018 Aug 9 [cited 2018 Oct 31]. Available from Internet: Click here.

o Federal Ingtitute for Drugs and Medical Devices. Urgent field safety notice for Ysio, Ysio Max, Ysio Fully, Ysio Semi by Siemens
Healthcare GmbH, X-Ray Products (XP) [onling]. 2018 Aug 9 [cited 2018 Aug 15]. Available from Internet: Click here.

Great Britain. Medicines and Healthcare Products Regulatory Agency. Siemens Healthineers. AXIOM ARTIS systems [online]. London: Department of
Health; 2018 Aug 20 [cited 2018 Oct 31]. (Field safety notice; reference no. 2018/001/008/601/005). Available from Internet: Click here .

United States. Food and Drug Administration. Center for Devices and Radiological Health. Medical Device Recalls. Recall Event ID: 80960. Siemens
Medica Solutions USA, Inc. [onling]. 2018 Oct 30 [cited 2018 Oct 31]. Available from Internet: Click here.

Comments:

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

Source(s):
e 2018 Oct 31. MHRA FSN. 2018/001/008/601/005 Download
e 2018 Oct 31. MHRA FSN. August 2, 2018 Siemens letter posted by MHRA, XP022/18/S and X P025/18/S Download
e 2018 Oct 31. BfArM (Germany). 09888A/18 Download
e 2018 Oct 31. BfArM (Germany). August 2, 2018 Siemens letter posted by BfArM, XP022/18/S and X P025/18/S Downl oad
e 2018 Oct 31. FDA CDRH Database. Class |1. Z-0298-2019; Z-0299/0300-2019 Download
e 2018 Nov 9. FDA Enforcement Report. Class 1. Z-0298-2019; Z-0299/0300-2019
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[High Priority ] - A31732 : Intuitive—da Vinci SP Surgical System Instrument Arm Drapes: May Tear
While Draping Patient Side Cart
Medical Device Ongoing Action

Published: Wednesday, November 14, 2018

UMDNS Terms:
® Telemanipulation Systems, Surgical, Minimally Invasive [18600]

® Surgical Drapes[12368]
Product Identifier:
[Capital Equipment, Consumabl €]

Intuitive Surgical Inc
Product Part No. Lot No.
daVinci SP Instrument Arm Drapes 430013-12 All

Geographic Regions: U.S.
Manufacturer(s): Intuitive Surgical Inc1266 Kifer Rd Bldg 101, Sunnyvale, CA 94086-5304, United States
Suggested Distribution: Clinical/Biomedical Engineering, Infection Control, OR/Surgery, Materials Management

Problem:

In an October 25, 2018, Field Safety Notice Urgent Medical Device Correction letter, Intuitive states that the above drapes may be susceptible to tears
created while draping the patient side cart of the above systems. Intuitive also states that the tear may be introduced during the draping process, and may
present the potential for breach in the sterile barrier. Intuitive further states that the risk of infection because of patient contamination islikely to be
minimal because the areas susceptible to tears do not directly contact the patient. Intuitive states that it has received no reports of adverse events related to
this problem.

Action Needed:
Oldentify any affected product in your inventory. If you have affected product, verify that you have received the October 25, 2018, Field Safety Notice
Urgent Medical Device Correction letter and Acknowledgment Form from Intuitive. During draping, do the following:

e Continueto follow section 6 of the system user manual for instructions, which includes the following:

e "These steps [Draping the arm clutch button and the instrument arm] should be done simultaneously by the circulating nurse and
scrub nurse to properly unfold the drape and avoid snagging the drape during installation."

e Ensure that you use the drape handle to gently guide the folds of the drape over the arm clutch button to avoid tension and tearing of the
drape. Continue to use the drape handle as close to the instrument arm as possible.

o After draping the arm, carefully inspect the drape for any tears in the susceptible locations identified in Figure 1 in the letter , without
contacting the arm.

If you observe a damaged drape, remove and discard the drape. Intuitive states that it isinvestigating labeling and/or design modifications to address this
problem further. Complete the Acknowledgment Form, and return it to Intuitive using the instructions on the form.

For Further Information:

Intuitive local clinical sales representative, or

Intuitive Surgical customer service department

North America and South America

Tel.: (800) 876-1310 (select option 3), 4 am. to 5 p.m. Pecific time

E-mall: customerservice@intusurg.com

Europe, Middle East, Asia, and Africa:

Tel.: (800) 08212020 or 41 (21) 8212020, 8 am. to 6 p.m. Central European time
E-mall: ics@intusurg.com

Website: Click here

Comments:

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

Source(s):
e 2018 Nov 9. Manufacturer Letter. Intuitive letter submitted by the manufacturer: |SIFA2018-17-C (includes reply form) Download
e 2018 Nov 13. Manufacturer. Intuitive confirmed the information provided in the source material.
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[High Priority ] - A31731 : Intuitive—da Vinci SP Surgical Systems: Cannula Mount Button May Be

Damaged If User Releases the Button Abruptly
Medical Device Ongoing Action

Published: Wednesday, November 14, 2018

UMDNS Terms:

® Telemanipulation Systems, Surgical, Minimally Invasive [18600]
Product Identifier:
[Capital Equipment]

Intuitive Surgical Inc

Model Product No.

Product

Surgical Systems daVinci SP SP0022, SP0023, SP0024, SP0025, SP0026

Geographic Regions: U.S.
Manufacturer(s): Intuitive Surgical Inc1266 Kifer Rd Bldg 101, Sunnyvale, CA 94086-5304, United States
Suggested Distribution: Clinical/Biomedical Engineering, OR/Surgery

Problem:

In aField Safety Notice Medical Device Correction letter, Intuitive states that the cannula mount button on the above systems may be damaged if the user
releases the button abruptly. Intuitive also states that a damaged cannula mount button may result in a persistent recoverable error (25741 or 25748),
preventing the continued use of the system. Intuitive also states that this problem may result in aminor delay in procedure, and that thereis aminimal
risk of the need to convert to an alternative surgical modality. Intuitive further states that this problem does not affect the physical installation, retention,
or removal of the cannulaand that the firm has received no reports of adverse events related to this problem.

Action Needed:

Oldentify any affected systemsin your inventory. If you have affected systems, verify that you have received the Field Safety Notice Medical Device
Correction letter and Acknowledgment Form from Intuitive. Notify all relevant personnel at your facility of the information in the letter. Release the
cannula mount button in a slow and controlled manner. Thiswill prevent the button from snapping back, potentially causing button damage. If button
damage occurs before a procedure, discontinue use of the affected system. If button damage occurs during a procedure, contact the da Vinci Surgery
Technical Assistance Team (dVSTAT) by telephone for instructions to complete the procedure. An Intuitive representative will contact your facility to
schedule a site visit to repair affected systems. Complete the Acknowledgment Form, and return it to Intuitive using the instructions on the form. Retain a
copy of the letter and Acknowledgment Form with your records.

For Further Information:

Intuitive local clinical sales representative, or

Intuitive Surgical customer service department

North America and South America

Tel.: (800) 876-1310 (select option 3), 4 am. to 5 p.m. Pacific time

E-mall: customerservice@intusurg.com

Europe, Middle East, Asia, and Africa:

Tel.: (800) 08212020 or 41 (21) 8212020, 8 a.m. to 6 p.m. Central European time
E-mall: ics@intusurg.com

Website: Click here

Comments:

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

Source(s):
e 2018 Nov 9. Manufacturer Letter. Intuitive letter submitted by the manufacturer: 1SIFA2018-16-C (includes reply form) Download
e 2018 Nov 14. Manufacturer. Intuitive confirmed the information provided in the source material.
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[High Priority ] - A31699 : Maquet/Getinge—Datascope Intra-Aortic Balloon Pumps : May Shut Down
While Running on Battery
Medical Device Ongoing Action

Published: Monday, November 5, 2018
Last Updated: Thursday, November 8, 2018
UMDNS Terms:

® Circulatory Assist Units, Cardiac, Intra-Aortic Balloon [10846]
Product Identifier:
[Capital Equipment]

Product Ellac‘)tg:f(]pe Corp Part No.

Intra-Aortic Balloon Pumps (IABPs) Cardiosave Hybrid 0998-00-0800-X X, 0998-UC-0800-X X
Cardiosave Rescue 0998-00-0800-X X, 0998-UC-0800-X X
CS100 0998-00-3013-X X, 0998-UC-3013-X X
CS100i 0998-UC-0446HX X, 0998-UC-0479HHX
CS300 0998-00-3023-X X, 0998-UC-3023-X X

Geographic Regions: OO0O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.

Manufacturer(s): Datascope Corpl1300 MacArthur Blvd, Mahwah, NJ 07430, United States
MAQUET Medica Systems USA45 Barbour Pond Dr, Wayne, NJ 07470, United States

Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, Critical Care, Nursing, OR/Surgery,
Information Technology, Perfusion

Summary:

DThti)?AIert was updated on November 7, 2018, in response to manufacturer review. The Product Identifier section has been updated.

Problem:

OInaNovember 1, 2018, Letter to Healthcare Providers, FDA states that the above | ABPs may shut down while running on battery power, leading to
pump stoppage and loss of hemodynamic support, potentially causing serious patient injury or death. FDA a so states that the onset of the shutdown
ranges from immediately following disconnection of the IABP from AC power (electricity) to within the expected battery run time. FDA further states
that, in addition to device shutdown, it has received reports of several battery problems that may lead to patient harm, such as the device not charging the
batteryédthe battery charge indicator not working properly or not showing the correct status of the battery charge, or the battery depleting sooner than
expected.

Action Needed:

Oldentify any affected pumpsin your inventory. If you have affected pumps, verify that you have reviewed the November 1, 2018, FDA Letter to
Healthcare Providers . FDA recommends that you follow each device's Operating Instructions Manual for recommendations on usage, charging,
maintenance, and storage of the system batteries, since battery run times and discharge cycles vary between |IABP models. FDA also recommends the
following:

e Ensurethat the IABP system is plugged into an AC outlet whenever possible during patient use to prevent the battery from depleting.

e Ensurethat the IABP system is plugged into an AC outlet when the system is not in use. The batteries should be kept at afull charge even
when the IABP isnot in use.

e When transporting patients within or between facilities, refer to the system's Operating Instructions Manual for recommendations for
portable/battery operation. For example:

e Before portable operation, the battery should be fully charged.
e Additional charged batteries should be on hand during transport, if applicable for the system.
e Ensurethat the batteries are properly seated in the battery compartment/charger.

e Periodically check battery run time and replace batteries as required, as recommended in each system's Operating I nstructions Manual. A
reduction in run time can occur over a battery's life for reasons such as age, storage temperature, and discharge depth. Batteries should be
replaced:

e After reaching the maximum number of charge-discharge cycles

e When the battery provides less than the minimum expected run time
o When the labeled lifetime of the battery is reached

o |f the battery is broken, cracked, leaking or damaged

Report any adverse events or suspected adverse events experienced with the Maquet/Getinge |ABPs. Voluntary reports can be submitted through MedwW
atch, the FDA Safety Information and Adverse Event Reporting program . Healthcare personnel employed by facilities that are subject to the FDA's user
facility reporting requirements should follow the reporting procedures established by their facilities. If possible, return devices associated with, or
suspected to be associated with, any adverse events or device malfunction to Maquet/Getinge for evaluation. FDA states that it will continue to work with
Maquet/Getinge to better understand these device shutdown events and that the agency will continue to keep the public informed if new or additional
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information becomes available.

For Further Information:

Maquet/Getinge

Website: Click here

For inquiries regarding FDA's communications:

FDA Division of Industry and Consumer Education (DICE)
Tel.: (800) 638-2041 or (301) 796-7100

E-mail: DICE@FDA.HHS.GOV

[OReferences:

e United States. Food and Drug Administration. Device failure associated with Getinge's Maquet/Datascope intra-aortic balloon
pumps—Ietter to health care providers [online]. 2018 Nov 1 [cited 2018 Nov 2]. Available from Internet: Click here.

Comments:

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

Source(s):
e 2018 Nov 2. FDA. Letter to Healthcare Providers Download
e 2018 Nov 8. Manufacturer.
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[High Priority ] - A31709 : Magstim—HORIZON E-z Arms Used with HORIZON E-z Cool Coils: Strand
of Stainless Steel Cable May Protrude From Heat Shrink Sleeving, Potentially Causing Operator
Inju

Mejdi?a(l Device Ongoing Action

Published: Tuesday, November 6, 2018

UMDNS Terms:

® Stimulators, Electromagnetic, High-Intensity, Brain/Spinal Cord [22839]
Product Identifier:
[Capital Equipment]

Product R’Ah(;edlglllagstlm Colud Product No.

Arms used with HORIZON E-z Cool Coils HORIZON E-z 5162-00

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): The Magstim Co LtdWhitland Industrial Estate, Whitland, SA34 OHR, Wales
Suggested Distribution: Clinical/Biomedical Engineering, Internal Medicine, Neurology, Behavioral Health/Psychiatry

Problem:

OIn an October 25, 2018, Urgent Field Safety Notice Medical Device Recall letter posted by the U.K. Medicines and Healthcare Products Regulatory
Agency (MHRA), Magstim states that a stray strand of stainless steel cable may protrude from the heat shrink sleeving on the balance cable of the above
devices, potentially cutting the operator (see Figure 2 in the letter ). The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Oldentify any affected devicesin your inventory. If you have affected devices, verify that you have received the October 25, 2018, Urgent Field Safety
Notice Medical Device Recall letter and Acknowledgment Form from Magstim. Review affected systemsin your inventory for this problem, and record
the results of the inspection on the Acknowledgment Form. Complete the Acknowledgment Form, and return it to Magstim using the instructions on the
form. Upon receipt of the form, Magstim will contact your facility to arrange for afield engineer to fit asolution, if applicable. Inform all relevant
personnel at your facility of theinformation in the letter and forward a copy of the letter to any facility to which you have further distributed affected
product.

For Further Information:

Tom Campbell, Magstim

E-mail: tom.campbell @magstim.com

Website: Click here

References:

Great Britain. Medicines and Healthcare Products Regulatory Agency. Magstim company: Magstim HORIZON E-z arm [online]. London:
Department of Health; 2018 Nov 5 [cited 2018 Nov 6]. (Field safety notice; reference no. 2018/010/029/291/059). Available from Internet: Cli
ck here.

Comments:

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

Source(s):
e 2018 Nov 6. MHRA FSN. 2018/010/029/291/059 Download
e 2018 Nov 6. MHRA FSN. FCA-2018-04 (includes reply form) Download
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[Critical Priority ] - A30237 01 : Monteris—NeuroBlate Systems: May Exhibit Unanticipated

Interaction with MRI System [Update] [FDA Class I]

Medical Device Ongoing Action
Published: Tuesday, November 13, 2018
Last Updated: Thursday, November 15, 2018
UMDNS Terms:

® Electromechanical Surgical Units, Neurology [28492]
Product Identifier:
[Capital Equipment]

Monteris Medical Inc

Model Serial No.

Product

Neurosurgical Ablation Systems NeuroBlate All

Geographic Regions: Canada, U.S.
Manufacturer(s): Monteris Medical Inc 14755 27th Ave North Suite C, Plymouth, MN 55446, United States
Suggested Distribution: Clinical/Biomedical Engineering, OR/Surgery, Diagnostic Imaging, Neurology

Summary:
Update Reason: FDA is providing additional recommendations to help protect patient safety and mitigate the risks of tissue overheating. This Alert
provides new information based on FDA source materia regarding Alert A30237 . New information is provided in the Action Needed field.

Problem:

FDA's Center for Devices and Radiological Health (CDRH) states that Monteris has received reports of unanticipated interactions between the above
neurosurgical ablation systemsand a1.5 T magnetic resonance imaging (MRI) system. Monteris states that it has issued three Advisory Notice and
Advisory Notice Amendment letters dated October 5, November 26, and December 4, 2017.

Action Needed:

Identify any affected systemsin your inventory. If you have affected systems, verify that you have reviewed the Lettersto Health Care Providers posted
by FDA. FDA states that Monteris has received FDA clearance for a new probe that contains a nonmetallic fiberoptic temperature sensor to address
unintended probe heating in the MR environment, replacing the metallic thermocouple temperature sensor of the original design. FDA aso states that
safety risks associated with the use of the probe with the metallic thermocouple temperature sensor still remain. Until the new NeuroBlate probe with the
fiberoptic temperature sensor is available, healthcare providers should consider the benefits and risks of use of the probe with the metallic thermocouple,
aswell asthe availability of alternative treatment modalities, on an individual patient basis. FDA recommends the following:

e To mitigate the risk of tissue overheating, keep the peak temperature below 90°C immediately outside of or adjacent to the laser fiber's
image artifact.

e To mitigate the risk of thermal damage to critical structures, set the low temperature targets on nearby critical structuresto 43°C or less.

e To minimize the difference between the actual and predicted thermal damage, consider heating the target tissue slowly to reduce the
potential for inaccurate MR thermometry readings and decreased unanticipated thermal spread. Keep the cooling system running throughout
thermal monitoring, including when the laser is on and after it is shut off, to bring the tissue next to the fiber back to baseline temperature
within 120 seconds post laser delivery.

U.S. customers should report serious adverse events or product quality problems relating to the use of affected product to FDA's MedWatch Adverse
Event Reporting program by telephone at (800) 332-1088; by fax at (800) 332-0178; by mail (using postage-paid FDA Form 3500, available here) at
Food and Drug Administration, HF-2, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website .

For Further Information:
Monteris Medical
Website: Click here

References:
United States:

e Food and Drug Administration. Center for Devices and Radiological Health. Class 1 device recall Monteris Medical NeuroBlate system
[online]. 2018 Mar 20 [cited 2018 Mar 21]. Available from Internet: Click here.

e Food and Drug Administration. Letters to Health Care Providers. Update regarding risk of tissue overheating due to inaccurate magnetic
resonance thermometry [online]. 2018 Nov 8 [cited 2018 Nov 9]. Available from Internet: Click here.

e Food and Drug Administration. Letters to Health Care Providers. Update regarding unintended heating associated with Monteris Medical
NeuroBlate probe [online]. 2018 Nov 8 [cited 2018 Nov 9]. Available from Internet: Click here.
Comments:

e For information on asimilar scenario affecting the Medtronic Visualase Thermal Therapy System, see Alert A3077002 .
e Thisalertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2018 Nov 9. FDA. Letters to Health Care Providers Download
e 2018 Nov 9. FDA. Lettersto Health Care Providers Download

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



www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1633899

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1633899

https://www.fda.gov/MedicalDevices/Safety/LetterstoHealthCareProviders/ucm625335.htm?utm_campaign=FDA%20MedWatch%20-%20%20Magnetic%20Resonance%20Thermometry%20by%20Medtronic:%20Update&amp;utm_medium=email&amp;utm_source=Eloqua

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

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

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

https://www.monteris.com/contact-us/

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRes/res.cfm?ID=159161

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRes/res.cfm?ID=159161

https://www.fda.gov/MedicalDevices/Safety/LetterstoHealthCareProviders/ucm625335.htm?utm_campaign=FDA%20MedWatch%20-%20%20Magnetic%20Resonance%20Thermometry%20by%20Medtronic:%20Update&amp;utm_medium=email&amp;utm_source=Eloqua

https://www.fda.gov/MedicalDevices/Safety/LetterstoHealthCareProviders/ucm625335.htm?utm_campaign=FDA%20MedWatch%20-%20%20Magnetic%20Resonance%20Thermometry%20by%20Medtronic:%20Update&amp;utm_medium=email&amp;utm_source=Eloqua

https://www.fda.gov/MedicalDevices/Safety/LetterstoHealthCareProviders/ucm625336.htm?utm_campaign=FDA%20MedWatch%20-%20Monteris%20Medical%20NeuroBlate&amp;utm_medium=email&amp;utm_source=Eloqua

https://www.fda.gov/MedicalDevices/Safety/LetterstoHealthCareProviders/ucm625336.htm?utm_campaign=FDA%20MedWatch%20-%20Monteris%20Medical%20NeuroBlate&amp;utm_medium=email&amp;utm_source=Eloqua

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1635815

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1635815

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/183360/20181108MonterisNeuroBlateSystems1FDA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/183361/20181108MonterisNeuroBlateSystems2FDA.pdf



www.ecri.org . Printed from Health Devices Alerts on Sunday, November 18, 2018 Page 2

e 2018 Nov 9. FDA CDRH Database. Class |. Z-0194-2018 Download
e 2018 Nov 9. FDA. March 22, 2018, L etters to Health Care Providers Download
e 2018 Nov 9. FDA. MedWatch Download
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[High Priority ] - A31599 : Eurotrol—HemoTrol Hemoglobin Controls: Microbial Contamination May
Cause Incorrect Measurement Results
Medical Device Ongoing Action

Published: Tuesday, November 13, 2018

UMDNS Terms:

® |VD Test Reagent/Kits, Hematology, Control, Hemoglobin [19763]
Product Identifier:

[Consumable]
Product CE:::QItgg I’\:g‘c Lot No. Expiration Date Manufacture Date
;)emoTroI Normal (Level 022.002.002, 202.002.002 81102 2019 Oct 2018 Mar
HemoTrol High (Level 3) 022.003.002, 202.003.002 82403 2020 Jan 2018 Jun
CueSeetHb Level 2 253.002.002 25302811 2019 Oct 2018 Mar
CueSeetHb Level 3 253.003.002 25303824 2020 Jan 2018 Jun

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): Eurotrol Inc 850 N Black Branch Rd, Elizabethtown, KY 42701, United States
Suggested Distribution: Clinical Laboratory/Pathology, |mmunohematol ogy/Blood Bank, Materials Management

Problem:

OInan October 22, 2018, Medical Device Recall |etter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Eurotrol
states that microbia contamination may cause the above products to yield values lower than assigned values. Eurotrol also states that the following
scenarios may lead to a hazardous situation:

e The product is malfunctioning and thereby causes a fail on a properly functioning analyzer.
e The product is malfunctioning and wrongfully passes a malfunctioning analyzer.

e The user of the control material is not at risk of hazards associated with deviating measurement results caused by microbial contamination
when the product is handled according to the instructions for use (IFU); however, there is an indirect health hazard to the patient.

To recognize if the device may fail, readings that are too low on the analyzer may indicate malfunctioning quality control (QC) material. Increasein
viscosity of the liquid and/or presence of particles may create a malfunction. For additional information, see the letter . Eurotrol further states that the
above products are not likely to cause any adverse health consequences. 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 October
22,2018, Medical Device Recall letter and Acknowledgment and Receipt Form from Eurotrol. Complete the Acknowledgment and Receipt Form, and
return it to Eurotrol using the instructions on the form. For aternative batches of the above products, contact your distributor. Inform all relevant
per(sjonnel 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:

Eurotrol

Tel.: 31 (318) 695777

E-mail: office@eurotrol.com

Website: Click here

References:

Great Britain. Medicines and Healthcare Products Regulatory Agency. Eurotrol: Eurotrol hemoglobin controls [online]. London: Department of
Health; 2018 Nov 12 [cited 2018 Nov 13]. (Field safety notice; reference no. 2018/010/030/701/009). Available from Internet: Click here .

Comments:
e For asimilar and potentially related Eurotrol action, see Alert A31657 .
e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2018 Nov 13. MHRA FSN. 2018/010/030/701/009 Download
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[High Priority ] - A31657 01 : Cardinal Health—Eurotrol HemoTrol Hemoglobin Controls: Microbial

Contamination May Cause Incorrect Measurement Results
Medical Device Ongoing Action

Published: Wednesday, November 7, 2018

UMDNS Terms:

® |VD Test Reagent/Kits, Hematology, Control, Hemoglobin [19763]
Product Identifier:

[Consumable]
Eurotrol Inc .
Product Catalog No. Cardinal Health Catalog No. Lot No.
Eurotrol Hemoglobin Controls Level 2 171.002.002 171002002, 1710020021 81166
and 3
171.003.002 171003002, 171003002L, 1710030UVM 82467

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

Distributor(s): ® Cardina Health7000 Cardinal P, Dublin, OH 43017, United States
Manufacturer(s): Eurotrol Inc 850 N Black Branch Rd, Elizabethtown, KY 42701, United States
Suggested Distribution: Clinical Laboratory/Pathology, |mmunohematol ogy/Blood Bank, Materials Management

Summary:

OThis Alert provides information on a Cardinal Health subrecall of the above devices based on a November 1, 2018, Urgent Product Recall letter
submitted by an ECRI Institute member hospital. For information on the recall initiated by Eurotrol, see Alert A31657 . The distributor has not
confirmed the information provided in the source material.

Problem:

OIn an October 22, 2018, Medica Device Recall letter submitted by an ECRI Institute member hospital, Eurotrol states that microbial contamination may
cause the above products to yield values lower than assigned values. Eurotrol also states that it has received 23 reports of this problem occurring, with
approximately 20% of devices with batch number 81166 affected. Eurotrol has received no reports of problems associated with batch number 82467,
however, it is being recalled as a precaution. Eurotrol further states that the following scenarios may lead to a hazardous situation:

e The product is malfunctioning and thereby causes afail on a properly functioning analyzer.
e The product is malfunctioning and wrongfully passes a malfunctioning analyzer.

e The user of the control material is not at risk of hazards associated with deviating measurement results caused by microbial contamination
when the product is handled according to the instructions for use (IFU); however, there is an indirect health hazard to the patient.

To recognize if the device may fail, readings that are too low on the analyzer may indicate malfunctioning quality control (QC) material. Increasein
viscosity of the liquid and/or presence of particles may create a malfunction. For additional information, see the letter . Eurotrol states that the above
products are not likely to cause any adverse health consequences. 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 November
1, 2018, Urgent Product Recall Notice letter, Recall Acknowledgment Form, and copy of the October 22, 2018, Eurotrol Medical Device Recall letter
from Cardinal Health. Regardless of whether you have affected product, complete the Recall Acknowledgment Form and return it to Cardinal Health
using the instructions on the form. To arrange for product return and to obtain credit, contact the Cardinal Health customer service department by
telephone at (800) 964-5227 (U.S. hospital customers), at (800) 444-1166 (U.S. federal government facilities), or at (888) 444-5440 (all other U.S.
customers). Notify al relevant personnel at your facility of theinformation in the | etter, and forward a copy of the letter to any facility to which you have
further distributed affected product.

For Further Information:

Joyce Hill, Cardinal Health regulatory management specialist

Tel.: (800) 292-9332

Website: Click here

Eurotrol

Website: Click here

Comments:

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

Source(s):

e 2018 Nov 7. Member Hospital. Cardinal Health letter submitted by an ECRI Institute member hospital. Event 2018-01824 (includes reply
form) Download
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[High Priority ] - A31694 : Fannin—Brazier's CCEY Agar: May Be Contaminated, Potentially Yielding

Erroneous Results
Medical Device Ongoing Action

Published: Monday, November 5, 2018

UMDNS Terms:
® |VD Test Reagent/Kits, Microbiology, Bacteria, Culture Media, Bottle, Agar [19490]

® |VD Test Reagent/Kits, Microbiology, Bacteria, |dentification, Clostridium difficile [19501]
Product Identifier:

[Consumable]
Fannin Ltd B
Product Product No. Lot No. Expiration Date Manufacture Date
Brazier's CCEY Agar W11016 1813011141 2018 Nov 7 2018 Sep 26

Geographic Regions: J(Impact in&#160;additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): Fannin LtdFannin House South Country Business Park, Dublin 18, Ireland
Suggested Distribution: Clinical Laboratory/Pathology, Materials Management

Problem:

O0In an October 19, 2018, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA),
Fannin states that the above product may be contaminated, which may present as salmon/pink colonies; the expected colony color is gray/white. Fannin
also states that this contamination may interfere with the growth of the target organism, potentially leading to erroneous results. 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 19, 2018,
Urgent Field Safety Notice letter from Fannin. Fannin will provide your facility with replacement product. Review of reported test results should be
determined by the appropriate technical expert. 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:

Irene Slevin, Fannin

Tel.: 353 (1) 2907209

E-mail: Irene.devin@fannin.eu

Website: Click here

References:

Great Britain. Medicines and Healthcare Products Regulatory Agency. Fannin: Brazier's CCEY agar [online]. London: Department of
Health; 2018 Oct 30 [cited 2018 Nov 5]. (Field safety notice; reference no. 2018/010/019/601/002). Available from Internet: Click here.

Comments:

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

Source(s):
e 2018 Nov 5. MHRA FSN. Reference No. DCCV-CC00860 Download
e 2018 Nov 5. MHRA FSN. 2018/010/019/601/002 Download

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



mailto:Irene.slevin@fannin.eu

https://www.fannin.eu/locations

https://www.gov.uk/drug-device-alerts/field-safety-notice-22-october-to-26-october

https://www.gov.uk/drug-device-alerts/field-safety-notice-22-october-to-26-october

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/182407/20191019FanninBraziersAgarMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/182408/20181030FanninBraziersAgarMHRACP.pdf



MMOqalaa
( A31694 ) Fannin-Brazier's CCEY Aga.pdf


www.ecri.org . Printed from Health Devices Alerts on Sunday, November 18, 2018 Page 1

[High Priority ] - A31599 : Eurotrol—HemoTrol Hemoglobin Controls: Microbial Contamination May
Cause Incorrect Measurement Results
Medical Device Ongoing Action

Published: Tuesday, November 13, 2018

UMDNS Terms:

® |VD Test Reagent/Kits, Hematology, Control, Hemoglobin [19763]
Product Identifier:

[Consumable]
Product CE:::QItgg I’\:g‘c Lot No. Expiration Date Manufacture Date
;)emoTroI Normal (Level 022.002.002, 202.002.002 81102 2019 Oct 2018 Mar
HemoTrol High (Level 3) 022.003.002, 202.003.002 82403 2020 Jan 2018 Jun
CueSeetHb Level 2 253.002.002 25302811 2019 Oct 2018 Mar
CueSeetHb Level 3 253.003.002 25303824 2020 Jan 2018 Jun

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): Eurotrol Inc 850 N Black Branch Rd, Elizabethtown, KY 42701, United States
Suggested Distribution: Clinical Laboratory/Pathology, |mmunohematol ogy/Blood Bank, Materials Management

Problem:

OInan October 22, 2018, Medical Device Recall |etter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Eurotrol
states that microbia contamination may cause the above products to yield values lower than assigned values. Eurotrol also states that the following
scenarios may lead to a hazardous situation:

e The product is malfunctioning and thereby causes a fail on a properly functioning analyzer.
e The product is malfunctioning and wrongfully passes a malfunctioning analyzer.

e The user of the control material is not at risk of hazards associated with deviating measurement results caused by microbial contamination
when the product is handled according to the instructions for use (IFU); however, there is an indirect health hazard to the patient.

To recognize if the device may fail, readings that are too low on the analyzer may indicate malfunctioning quality control (QC) material. Increasein
viscosity of the liquid and/or presence of particles may create a malfunction. For additional information, see the letter . Eurotrol further states that the
above products are not likely to cause any adverse health consequences. 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 October
22,2018, Medical Device Recall letter and Acknowledgment and Receipt Form from Eurotrol. Complete the Acknowledgment and Receipt Form, and
return it to Eurotrol using the instructions on the form. For aternative batches of the above products, contact your distributor. Inform all relevant
per(sjonnel 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:

Eurotrol

Tel.: 31 (318) 695777

E-mail: office@eurotrol.com

Website: Click here

References:

Great Britain. Medicines and Healthcare Products Regulatory Agency. Eurotrol: Eurotrol hemoglobin controls [online]. London: Department of
Health; 2018 Nov 12 [cited 2018 Nov 13]. (Field safety notice; reference no. 2018/010/030/701/009). Available from Internet: Click here .

Comments:
e For asimilar and potentially related Eurotrol action, see Alert A31657 .
e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2018 Nov 13. MHRA FSN. 2018/010/030/701/009 Download
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[High Priority ] - A31693 01 : Carl Zeiss—PLEX Elite 9000 OCT Systems: Existing Design May Expose

Operator to Hazardous Voltage When Contacting Metal Enclosure around Up/Down Switch
Medical Device Ongoing Action

Published: Tuesday, November 6, 2018

UMDNS Terms:

® Scanning Systems, Laser, Optical Coherence Tomography, Ophthalmic [18191]
Product Identifier:
[Capital Equipment]

Carl Zeiss Meditec Inc

Model Serial No.

Product

Optical Coherence Tomography (OCT) Systems PLEX Elite 9000 PE9000-0105, PES000-0127, PE9000-0139, PE9000-0148

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), Canada, U.K.
Manufacturer(s): Carl Zeiss Meditec Inc 5160 Hacienda Drive, Dublin, CA 94568, United States
Suggested Distribution: Clinical/Biomedical Engineering, Diagnostic Imaging, Facilities/Building Management, Ophthal mology

Summary:

OUpdate Reason: Additional serial numbers and Canada distribution. This Alert provides new information based on Health Canada source material
regarding Alert A31693 . Serial numbers have been added to the Product Identifier field, and Canada has been added to the Geographic Regions field.
Problem:

OInan October 16, 2018, Field Safety Corrective Action letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Carl
Zeiss states that under certain fault conditions, the existing design of the above systems may expose the operator to a hazardous voltage when he or she
comes into contact with the metal enclosure (including mounting screws) around the table's up/down switch (see Figure 1 in the letter ). Carl Zeissaso
states that a hazardous voltage from an electrical short circuit may occur as aresult of damaged insulation on one of the wires inside the enclosure for the
table's up/down switch. Carl Zeiss further states that it has received no reports of serious injury, death, or unreasonable risk of substantial harm to public
health; Carl Zeiss has received one report of electric shock with no injury because of this failure mode. In the remote chance that the malfunction was to
occur, the likely possible effects range from no injury, to pain or neurological problems, to tissue burn. The manufacturer has not confirmed the
information provided in the source material .

Action Needed:

The following actions are those listed in Alert A31693 . Identify any affected systems in your inventory. If you have affected systems, verify that you
have received the October 16, 2018, Field Safety Corrective Action letter and Field Safety Corrective Action Return Response Acknowledgement and
Receipt Form from Carl Zeiss or that you have been otherwise contacted by the firm. Complete the Field Safety Corrective Action Return Response
Acknowledgement and Receipt Form, and return it to Carl Zeiss using the instructions on the form. A Carl Zeiss representative will contact your facility
to schedule a mandatory hardware update for the above tables. Until the mandatory hardware update has been performed, follow the procedure below:

e When adjusting the height of the power table, touch only the black plastic portion of the up/down switch. Avoid any contact with the entire
metal enclosure (including mounting screws) surrounding the black plastic up/down switch. Refer to Figure 1 in the letter . Failureto
follow this procedure may result in potential injury as outlined above.

e Operator(s) with an electrical implant are more sensitive to electrostatic discharge and must avoid use of the system before the hardware
update.

For Further Information:

KimelaMihara, Carl Zeiss ARI network coordinator
E-mail: kimela.mihara@zeiss.com

Website: Click here

References:

Great Britain. Medicines and Healthcare Products Regulatory Agency. Carl Zeiss: operating table [online]. London: Department of Health; 2018
Oct 30 [cited 2018 Nov 2]. (Field safety notice; reference no. 2018/010/024/601/001). Available from Internet: Click here.

Health Canada. Recalls and safety alerts. PLEX Elite 9000 [online]. 2018 Nov 2 [cited 2018 Nov 6]. Available from Internet: Click here.
Comments:

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

Source(s):
e 2018 Nov 6. Health Canada Recall Listings. Type Il. RA-68192 Download
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[High Priority ] - A31722 : Teleflex—Arrow EZ-10 45 mm Needle + Stabilizer Kits: May Be Packaged

in Incorrect Display Box
Medical Device Ongoing Action

Published: Thursday, November 8, 2018
Last Updated: Friday, November 9, 2018

UMDNS Terms:

® Procedure Kit/Trays, Infusion, Intraosseous [18009]
Product Identifier:

[Consumable]
Arrow International, a Teleflex
Product Medical company Lot No. GTIN
Product No.
Arrow EZ-10 45 mm Needle + 9079P-V C-005 6073321 00816000011904
Stabilizer Kits

Geographic Regions: Canada, Mexico, Puerto Rico, U.S.
Manufacturer(s): Arrow International, a Teleflex Medical company2400 Bernville Rd, Reading, PA 19605, United States
Suggested Distribution: Critical Care, Emergency/Outpatient Services, OR/Surgery, Orthopedics, Materials Management

Problem:

OIn aNovember 1, 2018, Urgent Medical Device Recall |etter submitted by ECRI Institute member hospitals, Teleflex states that the above kits may be
packaged in an incorrect display box. Specifically, the correct size 45 mm needle (yellow) may be packed into the correct 45 mm pouch (color coded
yellow); however, incorrect display boxes may have been used to pack the 45 mm pouches. The incorrect display box references Arrow EZ-10 25 mm
Needle + Stabilizer kits, and is color coded blue, but may actually contain the above kits. Teleflex also states that labels on incorrect display boxeslist the
above correct product number and lot number. Teleflex further states that no other product number and lot combinations are affected by this action.

Action Needed:

Oldentify, isolate, and discontinue use of any affected kitsin your inventory. If you have affected kits, verify that you have received the November 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 a return goods authorization (RGA) number to arrange for product return. Notify all relevant personnel at
your facility of theinformation in the letter, 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 Nov 8. Member Hospital. Teleflex letter submitted by ECRI Institute member hospitals: EIF-000299 (includes reply form) Download
e 2018 Nov 8. Manufacturer. Teleflex confirmed the information provided in the source material.
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# New  Diazepam Injectionsin  11/12/201 Hospira Inc AL-KAMAL Import 2 Attac
Carpuject Syringes 8 8

# New EpiPen and EpiPen Jr 11/12/201 Pfizer Limited N/A 2 Attac
Auto-Injectors 8 g

# New Perfusion Tubing Systems 11/18/201 LivaNova PLC cigalah group 2  Attac

Containing Stopcocks 8 he
and Stopcock Manifolds

# New PneumoClear CO2 11/18/201 Stryker Endoscopy Al-Faisaliah Medical 2  Attac
Conditioning Insufflators 8 System
# New PneumoClear Heated 11/12/201 Stryker Endoscopy Al-Faisaliah Medical 2  Attac
High-Flow Tube Sets 8 System
# New Salem Sump Dual-Lumen 11/12/201 Cardinal-Health MEDICARE DRUG 2  Attac
Stomach Tubes 8 STORE COMPANY

New Saw blades for bone 11/15/201 Gebr. Brasseler GmbH &  Johnson & Johnson FSN  https
surgery for single use - 8 Co KG (Business Unit Medical Saudi Arabia //nc

STERILE Komet Medical) Limited
New  Simpurity HYDROGEL  11/15/201 Safe N Simple, LLC N/A 2  https
ABSORBENT SHEET 8 //nc
WOUND DRESSING mdr.

ADHESIVE BORDER

*  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/CaCompositelListing.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=6&rid=13485
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13496
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx
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[High Priority ] - A31704 : Hospira—Diazepam Injections in Carpuject Syringes: May Exhibit
Crystallization, Cracked Needle Hubs, and Particulate
Medical Device Ongoing Action, Pharmaceuticals Ongoing Action

Published: Tuesday, November 6, 2018

UMDNS Terms:

® Syringes, Cartridge, Protective [20472]
Product Identifier:

[Consumable]
Product Hospira Inc Lot No. Expiration Date
10 mg/2 mL (5 mg/mL) Carpuject 0409-1273-32 79505LL 2019 Jan 1
Single-Dose Cartridges with Luer
Lock for Capurject Syringe System
(10/Carton) 80760LL 2019 Feb 1

81535LL 2019 Mar 1

10 mg/2 mL (5 mg/mL) Carpuject 0409-1273-03 None listed None listed
Single-Dose Cartridges with Luer
Lock for Capurject Syringe System
(Single Unit)

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Hospiralnc 275 N Field Dr, Lake Forest, IL 60045, United States
Suggested Distribution: Infection Control, Nursing, Pharmacy, |V Therapy, Materials Management

Problem:

In an October 2018 Urgent Important Safety Information letter submitted by ECRI Institute member hospital's, Hospira states that the above syringes may
be subject to crystallization of the diazepam active pharmaceutical ingredient in the finished product, cracked needle hubs, and/or particulate formation.
For photographsillustrating these problems see the figuresin the letter . Hospira also states that a damaged needle hub assembly may affect the sterile
pathway during product delivery; the potential for patient exposure occurs through the use of the split Luer Lock Il hub assembly. Hospira further states
that intravenous injection of particulate matter may result in local inflammation or phlebitis; microembolic events, most commonly in the lungs, which
can lead to chest pain or respiratory symptoms; or granuloma formation following sequestration. Subcutaneous or intramuscular injection of particulate
may result in loca inflammation or tissue injury. Hospira states that the probability of either of these three problems occurring is low. The manufacturer
has 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 October 2018 Urgent Important Safety
Information letter from Hospira. In addition to implementing corrective and preventive actions in manufacturing affected product, the firmis alerting
clinicians to ensure that the current label instructions are followed to prevent the formation of crystalline particul ates. After opening the carton or box,
visually inspect Carpuject cartridges to confirm that they are free of needle hub cracks or damage and visible particulate matter. Do not use if the solution
is darker than dlightly yellow or if it contains a precipitate, as indicated in the package insert. Hospira states that the following instructions to use the
Carpuject cartridge as avia are not routine and are advised because of the critical drug shortage:

1. Remove the Carpuject cartridge from its packaging.

2. Visualy inspect the cartridge before use. If crystals or particulates or cracks or damage to the needle hub are visible, discard the cartridge
according to your facility's policy and use a new cartridge.

3. If no crystals, particulates, or damage are visible, attach afilter needle with afive-micron filter to the sterile empty syringeasa
precaution.

Remove the white needle hub from the cartridge and discard per hospital procedure.
Swab the septum of the cartridge with a sterile alcohol pad.
Insert the syringe needle into the cartridge septum.

N o o &

Withdraw the intended dose from the cartridge, purging air from the filter to help maximize the amount withdrawn.
8. Remove thefilter needle, and discard it per hospital procedure.

For photographs illustrating the above steps, see the instructionsin the letter . Full prescribing information, including a boxed warning, is available here
. Notify 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 adverse reactions or quality problems related to the use of affected product to Hospira by telephone at (800) 438-
1985. 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:

Hospira customer service department

Tel.: (844) 646-4398, 8 am. to 7 p.m. Eastern time, Monday through Friday
Website: Click here
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Comments:

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

Source(s):

e 2018 Nov 4. Member Hospital. Hospira letter submitted by an ECRI Institute member hospital. Download
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[High Priority ] - A31719 : Pfizer/Mylan—EpiPen and EpiPen Jr Auto-Injectors: Device Label May Stick
to the Inside of the Carrier Tube, Potentially Delaying or Preventing Treatment
Medical Device Ongoing Action, Pharmaceuticals Ongoing Action

Published: Thursday, November 8, 2018

UMDNS Terms:

® |njectors, Medication/Vaccine, Syringe [12132]
Product Identifier:

[Consumable]
Product Eflijzgr e Authorized Generic NDC Expiration Date
0.3 mg EpiPen Auto-Injectors 49502-500-02 49502-102-02 2018 Jun to 2020 Feb
0.15 mg EpiPen Jr Auto-Injectors 49502-501-02 49502-101-02 2018 Oct to 2019 Oct

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), &#160;U.S.& #160;

Manufacturer(s): Pfizer Inc235 E 42nd St, New York, NY 10017, United States
Mylan Laboratories IncRobert J Coury Global Center, Canonsburg, PA 15317, United States

Suggested Distribution: Critical Care, Emergency/Outpatient Services, Nursing, Pediatrics, Home Care, EM S/Transport, Pharmacy, Materials
Management

Problem:

In aNovember 1, 2018, Important Prescribing Information letter posted by FDA, Pfizer/Mylan state that the above auto-injector devices may not slide
easily out of their carrier tubes, potentially delaying or preventing use of the device during an emergency because the labels were not fully adhered to the
surface of the auto-injector and the device label may become stuck to the inside of the carrier tube. Pfizer also states that the problem is with the device
label; the auto-injector device and the epinephrine it delivers can be used as prescribed. Pfizer further states that it has received no reports of adverse
events associated with this problem. Some of the above product is expired and therefore should not be used. The manufacturer has not confirmed the
information provided in the source material .

Action Needed:

Identify any affected product in your inventory and patientsin your practice who use affected product. If you have affected product and patients, verify
that you have received the November 1, 2018, Important Prescribing Information letter and detailed handling instructions for clinicians (appendix 1) and
for patients (appendix 2) from Pfizer and/or that you have reviewed the Drug Safety and Availability posting from FDA. Pfizer states that the root cause
has been identified and preventive actions are being implemented. The firm recommends the following actions:

e Before dispensing affected product, ensure that affected auto-injectors slide out easily from their carrier tubes. For detailed instructions, see
theillustrationsin the letter .00 If an auto-injector does not readily slide out of the carrier tube or the label is not fully adhered to the auto-
injector, the auto-injector should not be dispensed.

e When dispensing affected product, counsel patients to confirm that their auto-injector can be easily removed from the carrier tube before
actual use. Instruct patients that the auto-injector can be used when the drug is returned to the carrier tube after inspection.

e Pfizer and Mylan have provided precautionary handling instructions. See appendixes 1 and 2 in the |etter .

Report adverse reactions or quality problems with affected product to Mylan by telephone at (877) 446-3679. 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:

Mylan customer relations department

Tel.: (800) 796-9526, 8 a.m. to 7 p.m. Eastern time, Monday throughFriday
Website: Click here

Pfizer

Website: Click here

OReferences:
United States:

e Food and Drug Administration. Drug Safety and Availability. FDA alerts patients and health care professionals that some EpiPen auto-
injectors may not readily slide out of carrier tube [onling]. 2018 Nov 2 [cited 2018 Nov 6]. Available from Internet: Click here .

e Food and Drug Administration. Pfizer/Mylan important prescribing information [letter online]. 2018 Nov 1 [cited 2018 Nov 6]. Available
from Internet: Click here.

Comments:
e For information on asimilar action initiated by Pfizer Canada, see Alert A31478 .
e Thisalertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
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e 2018 Nov 6. FDA. Drug Safety and Availability Download

e 2018 Nov 6. FDA. Mylan/Pfizer |etter Download
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[High Priority ] - A31742 : LivaNova—Perfusion Tubing Systems Containing Stopcocks and

Stopcock Manifolds: May Leak or Be Occluded
Medical Device Ongoing Action

Published: Thursday, November 15, 2018

UMDNS Terms:
® Stopcocks [13803]

® Manifolds, Stopcock [16387]
Product Identifier:
[Consumable]
Units assembled in certain Perfusion Tubing Systems

Product LivaNova USA Inc

Part No.
4-Way Stopcocks 452004000
Stopcock Manifolds 452040001

Geographic Regions: Canada, U.S.
Manufacturer(s): LivaNova USA 1nc14401 W 65th Way, Arvada, CO 80004-3503, United States

Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Infection Control, Nursing, OR/Surgery, Perfusion, Materials
Management

Problem: In aNovember 9, 2018, Medical Device Correctionletter submitted by ECRI Institute member hospitals, LivaNova states that theabove 4-way
stopcocks and stopcock manifolds assembled in certain PerfusionTubing Systems, indicated for use in surgical procedures requiringextracorporeal
support for periods of up to six hours, may leak or be occluded. The firm has received no reports of injuries associated with this problem. LivaNovaalso
states that the probability of these defects causing patient harm is low;however, the potential for hypovolemia, bacteriemialeading to sepsis, loss ofdrugs,
or embolicevents from use on the negative pressure side of the circuit exists if productwith this problem is used.

Action Needed: Identify any affected product in your inventory. If you have affected product, verify that you have received the November 9, 2018,
Medical Device Correction letter and Attachment 1 from LivaNova. |dentify any perfusion tubing systems listed in Attachment 1. LivaNovawill ship one
case of sterile stopcocks (part number SCO4S) and manifolds (part number 020581600) to your facility as an immediate replacement for affected
product. As each affected pack is opened for use, replace the original stopcocks in the pack with the spare provided by LivaNova. Destroy or discard the
original stopcocks. If additional replacement stopcocks are required, contact your LivaNovalocal representative. Report adverse events or product quality
problemsto LivaNova by e-mail at customerquality@livanova.com . U.S. customers may 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 . The manufacturer states that this action is being reported to the Food and Drug Administration and Health Canada.

For Further Information:

LivaNova

Tel.: (800) 986-4702

E-mail: USFSN@livanova.com

Website: Click here

Comments:

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

Source(s):
e 2018 Nov 14. Member Hospital. LivaNova letter submitted by ECRI Institute member hospital (includes reply form) Download
e 2018 Nov 15. Manufacturer. Manufacturer confirmed information contained in source material
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[High Priority ] - A31706 : Stryker—PneumoClear Heated High-Flow Tube Sets: Sterility May Be

Compromised
Medical Device Ongoing Action

Published: Tuesday, November 6, 2018
Last Updated: Thursday, November 8, 2018

UMDNS Terms:

® Tubing [14238]
Product Identifier:

[Consumable]
Stryker Endoscopy
Product Part No. Lot No.
PneumoClear Heated High-Flow Tube Sets 0620-050-200 4011926, 4011927, 4011928, 4012078,

4012079, 4012080, 4012081, 4012082,
4012083, 4012084, 4012193, 4012194,
4012195, 4012196, 4012197, 4012198,
4012199, 4012200, 4012201, 4012202,
4012203, 4012204, 4012205, 4012206,
4012207, 4012208, 4012209, 4012210,
4012211, 4012212, 4012213, 4012214,
4012215, 4012216, 4012217, 4012218,
4012219, 4012220, 4012333, 4012334,
4012335, 4012336, 4012337, 4012338,
4012339, 4012340, 4012341, 4012440,
4012441, 4012442, 4012443, 4012444,
4012445, 4012446, 4012447, 4012448,
4012449, 4012450, 4012451, 4012452,
4012546, 4012547, 4012569, 4012570,
4012571, 4012572, 4012574, 4012575,
4012576, 4012577, 4012578, 4012595,
4012596, 4012597, 4012598, 4012599,
4012600, 4012601, 4012602, 4012604,
4012605, 4012606, 4012667, 4012677,
4012738, 4012739, 4012742, 4012743,
4012744, 4012752, 4012819, 4012827,
4012847, 4012860, 4012861, 4012863,
4012875, 4012886, 4012889, 4012890,
4012892, 4012894, 4012895, 4013202

Geographic Regions: (Impact in additiona regions has not been identified or ruled out at the time of this posting), U.S. &#160;

Manufacturer(s): W.O.M. World of Medicine GmbH Salzufer 8, D-10587 Berlin, Germany
Stryker Endoscopy 5900 Optical Ct, San Jose, CA 95138, United States

Suggested Distribution: Emergency/Outpatient Services, Infection Control, OR/Surgery, Materials Management

Problem:

In an October 26, 2018, Urgent Medical Device Recall Notification letter submitted by an ECRI Institute member hospital, Stryker statesthat it has
received areport of a puncture in the sterile pouch packaging of the above tubes caused by a kinked tube set that oriented the prongs of the connection
toward the pouch packaging, potentially compromising the sterile barrier. Stryker also states that it has received no reports of adverse events or serious
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 product in your inventory. If you have affected product, verify that you have received the October
26, 2018, Urgent Medical Device Recall Notification letter and Acknowledgment Form from Stryker. Notify all relevant personnel at your facility of the
information in the Urgent Medical Device Recall Notification letter. To arrange for product return and replacement or to obtain credit, contact the Stryker
customer service department by telephone at (800) 624-4422 (select option 3) or by e-mail at endocustomersupport@stryker.com . Regardless of whether
you have affected product, complete the Acknowledgment Form, and return it to Stryker using the information on the form. Return affected product,
along with a copy of the Acknowledgment Form, to Stryker, referencing Recall No. 200041198 on the outside of the box.

For Further Information:
Stryker

E-mail: WOM recall @stryker.com
Website: Click here

WOM World of Medicine
Website: Click here

Comments:

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

Source(s):

e 2018 Nov 5. Member Hospital. Stryker letter submitted by an ECRI Institute member hospital. Reference No. 200041198 (includes reply
form) Download
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[High Priority ] - A31748 : Stryker—PneumoClear CO2 Conditioning Insufflators: May Exhibit GUI

Icon Discrepancy
Medical Device Ongoing Action

Published: Thursday, November 15, 2018

UMDNS Terms:

® Tubing [14238]
Product Identifier:
[Capital Equipment]

Stryker Endoscopy .
Product Model Part No. Serial No.
CO2 Conditioning Insufflators PneumoClear 0620050000 1609CE0788, 1609CEQ789,

1609CE0790, 1609CE0791,
1609CE0792, 1609CE0793,
1609CE0795, 1609CE0919,
1609CE0921, 1609CE0922,
1609CE0924, 1610CE0060,
1610CE0061, 1610CE0063,
1610CE0065, 1610CE0066,
1610CE0068, 1610CE0116,
1610CE0117, 1610CE0118,
1610CE0119, 1610CE0120,
1610CE0121, 1610CE0123,
1610CE0124, 1610CE0167,
1610CE0168, 1610CE0169,
1610CE0171, 1610CE0173,
1610CE0174, 1610CEO0175,
1610CE0176, 1610CE0398,
1610CE0399, 1610CE0400,
1610CE0401, 1610CE0402,
1610CE0403, 1610CE0405,
1610CE0406, 1610CE0407,
1610CE0512, 1610CE0513,
1610CE0515, 1610CE0517,
1610CE0518, 1610CE0519,
1610CE0520, 1610CE0521,
1610CE0563, 1610CE0564,
1610CE0565, 1610CE0566,
1610CE0567, 1610CE0568,
1610CE0569, 1610CE0570,
1610CE0571, 1610CE0572,
1610CE0679, 1610CE0680,
1610CE0681, 1610CE0683,
1610CE0684, 1610CE0686,
1611CE0018, 1611CE0019,
1611CE0020, 1611CE0021,
1611CE0022, 1611CE0023,
1611CE0025, 1611CE0026,
1611CE0027, 1611CE0158,
1611CE0159, 1611CE0160,
1611CE0162, 1611CE0163,
1611CE0205, 1611CE0206,
1611CE0207, 1611CE0209,
1611CE0210, 1611CE0211,
1611CE0212, 1611CE0213
1611CE0214, 1611CE0268,
1611CE0269, 1611CE0270,
1611CE0271, 1611CE0272,
1611CE0273, 1611CE0274,
1611CE0275, 1611CE0277,
1611CE0298, 1611CE0299,
1611CE0300, 1611CE0301,
1611CE0302, 1611CE0303,
1611CE0304, 1611CE0305,
1611CE0306, 1611CE0409,
1611CE0412, 1611CE0414,
1611CE0415, 1611CE0416,
1611CE0418, 1611CE0457,
1611CE0469, 1611CE0470,
1611CE0471, 1611CE0474,
1611CE0475, 1611CE0476,
1611CE0478, 1611CE0526,
1611CE0528, 1611CE0530,
1611CE0531, 1611CE0533,
1611CE0534, 1611CE0535,
1612CE0090, 1612CE0091,
1612CE0092, 1612CE0095,
1612CE0097, 1612CE0099,
1702CE0321, 1702CE0322,
1702CE0323, 1702CE0324,
1702CE0325, 1702CE0326,
1702CE0327, 1702CE0328,
1702CE0329, 1703CE0410,
1703CE0411, 1703CE0412,
1703CE0413, 1703CE0414,
1703CE0415, 1703CE0416,
1703CE0417, 1703CE0419,
1703CE0495, 1703CE0496,
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1703CE0497, 1703CE0498,
1703CE0499, 1703CE0500,
1703CE0501, 1703CE0502,
1703CE0503, 1703CE0504,
1703CE0894, 1703CE0895,
1703CE0896, 1703CE0898,
1703CE0899, 1703CE0900,
1703CE0902, 1703CE0903,
1703CE1119, 1703CE1120,
1703CE1121, 1703CE1122,
1703CE1123, 1703CE1125,
1703CE1126, 1703CE1127,
1703CE1128, 1703CE1200,
1703CE1202, 1703CE1203,
1703CE1204, 1703CE1205,
1703CE1207, 1703CE1208,
1703CE1209, 1704CE0549,
1704CE0550, 1704CE0551,
1704CE0552, 1704CE0553,
1704CE0554, 1704CE0555,
1704CE0556, 1704CE0557,
1704CE0558, 1705CE0038,
1705CE0039, 1705CE0040,
1705CE0041, 1705CE0042,
1705CE0043, 1705CE0044,
1705CE0045, 1705CE0352,
1706CEQ722, 1706CEQ723,
1706CEQ0724, 1706CE0725,
1706CE0726, 1706CE0727,
1706CE0728, 1706CE0729,
1706CE0730, 1706CEO0731,
1706CE0785, 1706CE0786,
1706CEO0788, 1706CE0790,
1706CE0791, 1706CE0792,
1706CEQ0793, 1706CEQ794,
1707CE0033, 1707CE0034,
1707CE0035, 1707CE0036,
1707CE0037, 1707CE0038,
1707CE0039, 1707CEO0040,
1707CE0042, 1707CEO0079,
1707CE0080, 1707CE0081,
1707CE0082, 1707CE0083,
1707CE0084, 1707CE0085,
1707CE0087, 1707CE0190,
1707CE0191, 1707CE0193,
1707CE0194, 1707CE0195,
1707CE0196, 1707CE0197,
1707CE0198, 1707CE0199,
1707CE0287, 1707CE0288,
1707CE0289, 1707CE0291,
1707CE0292, 1707CE0293,
1707CE0294, 1707CE0295,
1707CE0296, 1707CE0344,
1707CE0346, 1707CE0347,
1707CE0348, 1707CE0350,
1707CE0351, 1707CE0352,
1707CE0353, 1707CE0433,
1707CE0522, 1707CE0523,
1707CE0524, 1707CE0525,
1707CE0526, 1707CE0527,
1707CE0528, 1707CE0529,
1707CE0530, 1707CE0531,
1707CE0559, 1707CE0560,
1707CE0561, 1707CE0562,
1707CE0564, 1707CE0565,
1707CE0566, 1707CE0567,
1707CE0568, 1707CE0645,
1707CE0646, 1707CE0647,
1707CE0648, 1707CE0649,
1707CE0650, 1707CE0651,
1707CE0652, 1707CE0653,
1707CE0654, 1707CE0930,
1707CE0931, 1707CE0932,
1707CE0933, 1707CE0934,
1707CE0935, 1707CE0936,
1707CE0937, 1707CE0938,
1707CE0939, 1707CE0987,
1707CE0988, 1707CE0989,
1707CE0990, 1707CE0991,
1707CE0992, 1707CE0993,
1707CE0994, 1707CE0995,
1707CE0996, 1707CE1062,
1707CE1063, 1707CE1064,
1707CE1065, 1707CE1066,
1707CE1067, 1707CE1068,
1707CE1069, 1707CE1070,
1707CE1071, 1708CE0001,
1708CE0002, 1708CE0004,
1708CE0005, 1708CEO0006,
1708CE0007, 1708CEO0008,
1708CE0009, 1708CE0010,
1708CE0046, 1708CE0047,
1708CE0049, 1708CE0052,
1708CE0053, 1708CE0054,
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1708CE0055, 1708CE0094,
1708CE0095, 1708CE0096,
1708CE0097, 1708CE0098,
1708CE0099, 1708CE0100,
1708CE0101, 1708CE0102,
1708CE0103, 1708CE0170,
1708CE0172, 1708CE0173,
1708CE0174, 1708CEOQ175,
1708CE0176, 1708CE0177,
1708CE0178, 1708CE0179,
1708CE0213, 1708CE0214,
1708CE0215, 1708CE0216,
1708CE0217, 1708CE0218,
1708CE0219, 1708CE0220,
1708CE0221, 1708CE0222,
1708CE0244, 1708CE0245,
1708CE0247, 1708CE0248,
1708CE0249, 1708CE0250,
1708CE0251, 1708CE0252,
1708CE0253, 1708CE0367,
1708CE0368, 1708CE0369,
1708CE0370, 1708CE0371,
1708CE0372, 1708CE0373,
1708CE0374, 1708CE0375,
1708CE0376, 1708CE0410,
1708CE0411, 1708CE0412,
1708CE0413, 1708CE0412,
1708CE0416, 1708CE0417,
1708CE0419, 1708CE0455,
1708CE0456, 1708CE0457,
1708CE0458, 1708CE0461,
1708CE0462, 1708CE0463,
1708CE0464, 1708CE0511,
1708CE0513, 1708CE0514,
1708CE0515, 1708CE0516,
1708CE0517, 1708CE0518,
1708CE0519, 1708CE0520,
1708CE0571, 1708CE0572,
1708CE0573, 1708CE0574,
1708CE0575, 1708CE0576,
1708CE0577, 1708CE0578,
1708CE0635, 1708CE0637,
1708CE0638, 1708CE0640,
1708CE0641, 1708CE0642,
1708CE0643, 1708CE0644,
1708CE0683, 1708CE0684,
1708CE0685, 1708CE0686,
1708CE0687, 1708CE0688,
1708CE0689, 1708CE0690,
1708CE0691, 1708CE0692,
1708CE0695, 1708CE0698,
1708CEO0700, 1708CE0701,
1708CEQ779, 1708CEO0780,
1708CE0781, 1708CE0782,
1708CE0783, 1708CE0784,
1708CE0785, 1708CE0786,
1708CE0787, 1708CE0788,
1708CE0789, 1708CE0790,
1708CE0191, 1708CE0792,
1708CE0793, 1708CE0794,
1708CEQ0795, 1708CE0796,
1708CE0798, 1708CE0854,
1708CE0855, 1708CE0856,
1708CE0857, 1708CE0858,
1708CE0860, 1708CE0861,
1708CE0862, 1708CE0863,
1708CE0894, 1708CE0895,
1708CE0896, 1708CE0897,
1708CE0898, 1708CE0899,
1708CE0900, 1708CE0901,
1708CE0902, 1708CE0903,
1708CE0929, 1708CE0930,
1708CE0931, 1708CE0932,
1708CE0933, 1708CE0934,
1708CE0935, 1708CE0936,
1708CE0937, 1708CE0938,
1708CE0939, 1708CE0940,
1708CE0942, 1708CE0943,
1708CE0944, 1708CE0945,
1708CE0946, 1708CE0947,
1708CE0948, 1708CE1058,
1708CE1059, 1708CE1060,
1708CE1061, 1708CE1062,
1708CE1063, 1708CE1064,
1708CE1065, 1708CE1066,
1708CE1067, 1708CE1069,
1708CE1070, 1708CE1071,
1708CE1072, 1708CE1073,
1708CE1074, 1708CE1075,
1708CE1076, 1708CE1077,
1708CE1194, 1708CE1195,
1708CE1196, 1708CE1197,
1708CE1199, 1708CE1200,
1708CE1201, 1708CE1202,
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1708CE1203, 1708CE1229,
1708CE1230, 1708CE1231,
1708CE1232, 1708CE1233,
1708CE1234, 1708CE1235,
1708CE1236, 1708CE1237,
1708CE1238, 1708CE1305,
1708CE1306, 1708CE1307,
1708CE1308, 1708CE1309,
1708CE1310, 1708CE1311,
1708CE1312, 1708CE1313,
1708CE1314, 1708CE1356,
1708CE1357, 1708CE1358,
1708CE1359, 1708CE1360,
1708CE1361, 1708CE1362,
1708CE1363, 1708CE1364,
1708CE1365, 1709CE0021,
1709CE0022, 1709CE0023,
1709CE0024, 1709CE0025,
1709CE0026, 1709CE0027,
1709CE0028, 1709CE0029,
1709CE0030, 1709CE0088,
1709CE0089, 1709CE0090,
1709CE0091, 1709CE0092,
1709CE0093, 1709CE0094,
1709CE0251, 1709CE0252,
1709CE0253, 1709CE0254,
1709CE0255, 1709CE0256,
1709CE0257, 1709CE0258,
1709CE0259, 1709CE0324,
1709CE0325, 1709CE0327,
1709CE0328, 1709CE0329,
1709CE0330, 1709CE0331,
1709CE0333, 1709CE0387,
1709CE0388, 1709CE0389,
1709CE0390, 1709CE0391,
1709CE0392, 1709CE0393,
1709CE0394, 1709CE0395,
1709CE0396, 1709CE0417,
1709CE0418, 1709CE0419,
1709CE0420, 1709CE0421,
1709CE0422, 1709CE0423,
1709CE0424, 1709CE0425,
1709CE0484, 1709CE0485,
1709CE0486, 1709CE0487,
1709CE0488, 1709CE0489,
1709CE0490, 1709CE0491,
1709CE0492, 1709CE0493,
1709CE0540, 1709CE0542,
1709CE0543, 1709CE0544,
1709CE0545, 1709CE0546,
1709CE0548, 1709CE0549,
1709CE0580, 1709CE0581,
1709CE0582, 1709CE0583,
1709CE0584, 1709CE0585,
1709CE0586, 1709CE0587,
1709CE0588, 1709CE0650,
1709CE0651, 1709CE0652,
1709CE0653, 1709CE0654,
1709CE0655, 1709CE0656,
1709CE0657, 1709CE0658,
1709CE0659, 1709CE0670,
1709CE0671, 1709CE0672,
1709CE0673, 1709CE0674,
1709CE0675, 1709CE0676,
1709CE0677, 1709CE0678,
1709CE0679, 1709CE0780,
1709CE0781, 1709CE0782,
1709CE0783, 1709CE0784,
1709CE0786, 1709CE0787,
1709CEO0788, 1709CE0789,
1709CE0799, 1709CE0801,
1709CE0803, 1709CE0804,
1709CE0805, 1709CE0806,
1709CE0807, 1709CE0808,
1709CE0839, 1709CE0840,
1709CE0842, 1709CE0843,
1709CE0844, 1709CE0845,
1709CE0846, 1709CE0847,
1709CE0848, 1709CE0911,
1709CE0912, 1709CE0913,
1709CE0914, 1709CE0915,
1709CE0916, 1709CE0917,
1709CE0924, 1709CE0925,
1709CE0926, 1709CE0927,
1709CE0928, 1709CE0929,
1709CE0930, 1709CE0931,
1709CC0932, 1709CE0933,
1709CE0967, 1709CE0968,
1709CE0970, 1709CE0971,
1709CE0972, 1709CE0973,
1709CE0974, 1709CE0975,
1709CE0976, 1709CE0977,
1709CE0978, 1709CE0979,
1709CE0980, 1709CE0981,
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1709CE0982, 1709CE0983,
1709CE0984, 1709CE0985,
1709CE0986, 1709CE1073,
1709CE1074, 1709CE1075,
1709CE1076, 1709CE1077,
1709CE1078, 1709CE1079,
1709CE1080, 1709CE1081,
1709CE1082, 1709CE1130,
1709CE1131, 1709CE1132,
1709CE1133, 1709CE1134,
1709CE1135, 1709CE1136,
1709CE1137, 1709CE1138,
1709CE1139, 1709CE1196,
1709CE1198, 1709CE1199,
1709CE1200, 1709CE1201,
1709CE1202, 1709CE1203,
1709CE1204, 1709CE1205,
1709CE1206, 1709CE1207,
1709CE1208, 1709CE1209,
1709CE1210, 1709CE1211,
1709CE1212, 1709CE1713,
1709CE1214, 1709CE1253,
1709CE1254, 1709CE1255,
1709CE1256, 1709CE1257,
1709CE1258, 1709CE1259,
1709CE1260, 1709CE1261,
1709CE1262, 1709CE1263,
1709CE1264, 1709CE1265,
1709CE1266, 1709CE1267,
1709CE1268, 1709CE1269,
1709CE1270, 1709CE1318,
1709CE1319, 1709CE1320,
1709CE1321, 1709CE1322,
1709CE1323, 1709CE1324,
1709CE1325, 1709CE1326,
1709CE1327, 1709CE1328,
1709CE1329, 1709CE1330,
1709CE1331, 1709CE1332,
1709CE1333, 1709CE1334,
1709CE1335, 1709CE1336,
1709CE1337, 1710CE0020,
1710CE0021, 1710CE0023,
1710CE0024, 1710CE0025,
1710CE0026, 1710CE0027,
1710CE0028, 1710CE0029,
1710CE0030, 1710CE0031,
1710CE0032, 1710CE0033,
1710CE0034, 1710CE0035,
1710CE0036, 1710CE0037,
1710CE0038, 1710CE0039,
1710CE0096, 1710CE0097,
1710CE0098, 1710CE0099,
1710CE0100, 1710CE0101,
1710CE0102, 1710CE0103,
1710CE0104, 1710CE0105,
1710CE0106, 1710CE0107,
1710CE0108, 1710CE0109,
1710CE0110, 1710CE0112,
1710CE0113, 1710CE0114,
1710CE0115, 1710CE0137,
1710CE0138, 1710CE0139,
1710CE0140, 1710CE0143,
1710CE0144, 1710CE0145,
1710CE0146, 1710CE0187,
1710CE0189, 1710CE0190,
1710CE0191, 1710CE0192,
1710CE0193, 1710CE0194,
1710CE0195, 1710CE0196,
1710CE0230, 1710CE0232,
1710CE0233, 1710CE0234,
1710CE0236, 1710CE0237,
1710CE0328, 1710CE0329,
1710CE0330, 1710CE0331,
1710CE0332, 1710CE0333,
1710CE0334, 1710CE0335,
1710CE0336, 1710CE0337,
1710CE0338, 1710CE0339,
1710CE0340, 1710CE0341,
1710CE0342, 1710CE0343,
1710CE0344, 1710CE0345,
1710CE0346, 1710CE0347,
1710CE0427, 1710CE0428,
1710CE0429, 1710CE0430,
1710CE0431, 1710CE0432,
1710CE0433, 1710CE0434,
1710CE0435, 1710CE0436,
1710CE0545, 1710CE0546,
1710CE0547, 1710CE0549,
1710CE0550, 1710CE0551,
1710CE0552, 1710CE0553,
1710CE0554, 1710CE0555,
1710CE0556, 1710CE0557,
1710CE0558, 1710CE0559,
1710CE0560, 1710CE0562,
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1710CE0563, 1710CE0564,
1710CE0968, 1710CE0969,
1710CE0970, 1710CE0971,
1710CE0972, 1710CE0974,
1710CE0975, 1710CE0976,
1711CE0021, 1711CE0022,
1711CE0023, 1711CE0024,
1711CE0025, 1711CE0026,
1711CE0027, 1711CE0028,
1711CE0029, 1711CE0030,
1711CE0884, 1711CE0885,
1711CE0886, 1711CE0887,
1711CE0888, 1711CE0889,
1711CE0890, 1711CE0891,
1711CE0892, 1711CE0893,
1711CE0953, 1711CE0954,
1711CE0955, 1711CE0956,
1711CE0957, 1711CE0958,
1711CE0959, 1711CE0960,
1711CE0961, 1711CE0962,
1711CE0971, 1711CE0993,
1711CE0994, 1711CE0995,
1711CE0996, 1711CE0997,
1711CE0998, 1711CE0999,
1711CE1000, 1711CE1001,
1711CE1002, 1711CE1071,
1711CE1072, 1711CE1073,
1711CE1074, 1711CE1075,
1711CE1076, 1711CE1077,
1711CE1078, 1711CE1079,
1711CE1080, 1711CE1081,
1711CE1082, 1711CE1083,
1711CE1084, 1711CE1085,
1711CE1086, 1711CE1087,
1711CE1088, 1711CE1089,
1711CE1090, 1711CE1164,
1711CE1166, 1711CE1168,
1711CE1169, 1711CE1170,
1711CE1171, 1711CE1172,
1711CE1173, 1711CE1174,
1711CE1175, 1711CE1176,
1711CE1177, 1711CE1178,
1711CE1179, 1711CE1180,
1711CE1182, 1711CE1203,
1711CE1204, 1711CE1205,
1711CE1206, 1711CE1207,
1711CE1209, 1711CE1210,
1711CE1211, 1711CE1212,
1711CE1223, 1711CE1724,
1711CE1225, 1711CE1226,
1711CE1227, 1711CE1228,
1711CE1229, 1711CE1230,
1711CE1231, 1711CE1232,
1711CE1293, 1711CE1294,
1711CE1295, 1711CE1296,
1711CE1297, 1711CE1298,
1711CE1299, 1711CE1300,
1711CE1301, 1711CE1302,
1711CE1345, 1711CE1346,
1711CE1347, 1711CE1348,
1711CE1349, 1711CE1350,
1711CE1351, 1711CE1352,
1711CE1353, 1711CE1354,
1711CE1417, 1711CE1418,
1711CE1419, 1711CE1420,
1711CE1421, 1711CE1424,
1711CE1425, 1711CE1426,
1711CE1502, 1711CE1503,
1711CE1504, 1711CE1505,
1711CE1506, 1711CE1507,
1711CE1508, 1711CE1509,
1711CE1510, 1711CE1511,
1712CE0040, 1712CE0041,
1712CE0042, 1712CE0043,
1712CE0044, 1712CE0045,
1712CE0046, 1712CE0047,
1712CE0048, 1712CE0049,
1712CE0090, 1712CE0091,
1712CE0092, 1712CE0093,
1712CE0094, 1712CE0095,
1712CE0096, 1712CE0097,
1712CE0098, 1712CE0099,
1801CE0001, 1801CE0002,
1801CE0003, 1801CE0004,
1801CE0005, 1801CE0006,
1801CE0007, 1801CE0010,
1801CE0016, 1801CE0017,
1801CE0018, 1801CE0019,
1801CE0020, 1801CE0021,
1801CE0022, 1801CE0023,
1801CE0024, 1801CE0025,
1801CE0073, 1801CE0074,
1801CE0075, 1801CE0076,
1801CE0077, 1801CE0078,
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1801CE0079, 1801CE0080,
1801CE0081, 1801CE0082,
1801CE0083, 1801CE0084,
1801CE0085, 1801CE0086,
1801CE0087, 1801CE0088,
1801CE0089, 1801CE0090,
1801CE0091, 1801CE0092,
1801CE0113, 1801CE0114,
1801CE0115, 1801CE0116,
1801CE0117, 1801CE0118,
1801CE0119, 1801CE0120,
1801CE0121, 1801CE0122,
1801CE0192, 1801CE0193,
1801CE0194, 1801CE0195,
1801CE0196, 1801CE0197,
1801CE0198, 1801CE0199,
1801CE0200, 1801CE0201,
1801CE0265, 1801CE0266,
1801CE0267, 1801CE0268,
1801CE0269, 1801CE0270,
1801CE0271, 1801CE0272,
1801CE0273, 1801CE0274,
1801CE0321, 1801CE0322,
1801CE0323, 1801CE0324,
1801CE0325, 1801CE0326,
1801CE0327, 1801CE0328,
1801CE0329, 1801CE0330,
1801CE0367, 1801CE0368,
1801CE0369, 1801CE0370,
1801CE0371, 1801CE0372,
1801CE0373, 1801CE0374,
1801CE0375, 1801CE0376,
1801CE0399, 1801CE0400,
1801CE0401, 1801CE0402,
1801CE0403, 1801CE0404,
1801CE0405, 1801CE0406,
1801CE0407, 1801CE0408,
1801CE0421, 1801CE0422,
1801CE0423, 1801CE0424,
1801CE0425, 1801CE0426,
1801CE0427, 1801CE0428,
1801CE0429, 1801CE0430,
1801CE0441, 1801CE0442,
1801CE0444, 1801CE0445,
1801CE0446, 1801CE0447,
1801CE0448, 1801CE0449,
1801CE0450, 1801CE0451,
1801CE0452, 1801CE0454,
1801CE0455, 1801CE0458,
1801CE0459, 1801CE0460,
1801CE0463, 1801CE0464,
1801CE0467, 1801CE0468,
1801CE0469, 1801CE0470,
1801CE0471, 1801CE0472,
1801CE0479, 1801CE0480,
1801CE0481, 1801CE0482,
1801CE0483, 1801CE0484,
1801CE0485, 1801CE0486,
1801CE0488, 1801CE0533,
1801CE0534, 1801CE0535,
1801CE0536, 1801CE0537,
1801CE0539, 1801CE0540,
1801CE0541, 1801CE0542,
1801CE0570, 1801CE0571,
1801CE0572, 1801CE0573,
1801CE0574, 1801CE0575,
1801CE0576, 1801CE0577,
1801CE0578, 1801CE0579,
1801CE0623, 1801CE0624,
1801CE0625, 1801CE0626,
1801CE0627, 1801CE0628,
1801CE0629, 1801CE0630,
1801CE0631, 1801CE0647,
1801CE0648, 1801CE0649,
1801CEOG50, 1801CE0651,
1801CE0652, 1801CE0653,
1801CE0654, 1801CEOG55,
1801CE0656, 1801CE0657,
1801CE0658, 1801CE0659,
1801CE0660, 1801CE0661,
1801CE0662, 1801CE0663,
1801CE0664, 1801CE0665,
1801CE0666, 1801CE0692,
1801CE0693, 1801CE0694,
1801CE0695, 1801CE0696,
1801CE0697, 1801CE0698,
1801CE0699, 1801CEO0700,
1801CE0701, 1801CE0702,
1801CE0703, 1801CEO0705,
1801CE0706, 1801CE0707,
1801CE0708, 1801CEQ709,
1801CE0710, 1801CE0711,
1802CE0001, 1802CE0002,
1802CE0003, 1802CE0004,
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1802CE0005, 1802CE0006,
1802CE0007, 1802CE0008,
1802CE0009, 1802CE0010,
1802CE0011, 1802CE0012,
1802CE0013, 1802CE0014,
1802CE0015, 1802CE0016,
1802CE0017, 1802CE0018,
1802CE0019, 1802CE0020,
1802CE0037, 1802CE0038,
1802CE0039, 1802CE0040,
1802CE0041, 1802CE0042,
1802CE0043, 1802CE0044,
1802CE0045, 1802CE0046,
1802CE0073, 1802CE0074,
1802CE0075, 1802CE0Q76,
1802CE0077, 1802CE0078,
1802CE0079, 1802CE0080,
1802CE0081, 1802CE0082,
1802CE0098, 1802CE0100,
1802CE0101, 1802CE0102,
1802CE0103, 1802CE0104,
1802CE0105, 1802CE0106,
1802CE0107, 1802CE0144,
1802CE0145, 1802CE0146,
1802CE0148, 1802CE0149,
1802CE0150, 1802CE0151,
1802CE0152, 1802CE0153,
1802CE0161, 1802CE0162,
1802CE0163, 1802CE0166,
1802CE0167, 1802CE0168,
1802CE0169, 1802CE0170,
1802CE0182, 1802CE0183,
1802CE0184, 1802CE0185,
1802CE0186, 1802CE0187,
1802CE0188, 1802CE0189,
1802CE0190, 1802CE0191,
1802CE0192, 1802CE0193,
1802CE0194, 1802C£0195,
1802C£0196, 1802CE0197,
1802CE0198, 1802CE0199,
1802CE0200, 1802CE0229,
1802CE0230, 1802CE0231,
1802CE0232, 1802CE0233,
1802CE0234, 1802CE0235,
1802CE0236, 1802CE0237,
1802CE0238, 1802CE0246,
1802CE0247, 1802CE0248,
1802CE0250, 1802CE0251,
1802CE0252, 1802CE0253,
1802CE0254, 1802CE0255,
1802CE0393, 1802CE0394,
1802CE0395, 1802CE0396,
1802CE0397, 1802CE0398,
1802CE0400, 1802CE0401,
1802CE0402, 1802CE0436,
1802CE0437, 1802CE0438,
1802CE0439, 1802CE0441,
1802CE0443, 1802CE0445,
1802CE0466, 1802CE0467,
1802CE0468, 1802CE0469,
1802CE0470, 1802CE0471,
1802CE0472, 1802CE0473,
1802CE0474, 1802CEDA475,
1802CE0512, 1802CE0513,
1802CED514, 1802CE0515,
1802CE0516, 1802CE0517,
1802CE0518, 1802CE0519,
1802CE0520, 1802CE0521,
1802CED590, 1802CE0591,
1802CE0592, 1802CE0593,
1802CE0594, 1802CE0595,
1802CE0596, 1802CE0597,
1802CE0598, 1802CE0599,
1802CE0667, 1802CE0668,
1802CE0669, 1802CE0670,
1802CE0671, 1802CE0677,
1802CE0673, 1802CE0674,
1802CE0675, 1802CE0676,
1803CE0045, 1803CE0047,
1803CE0048, 1803CE0049,
1803CE0050, 1803CE0051,
1803CE0052, 1803CE0053,
1803CE0054, 1803CE0090,
1803CE0091, 1803CE0093,
1803CE0094, 1803CE0095,
1803CE0096, 1803CE0097,
1803CE0098, 1803CE0099,
1803CE0140, 1803CE0141,
1803CE0142, 1803CE0143,
1803CE0144, 1803CE0145,
1803CED146, 1803CE0147,
1803CE0148, 1803CE0149,
1803CE0206, 1803CE0207,
1803CE0208, 1803CE0209,

May be reproduced by subscribing institution for internal distribution only.





www.ecri.org . Printed from Health Devices Alerts on Sunday, November 18, 2018 Page 9

©2018 ECRI Institute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA

1803CE0210, 1803CE0211,
1803CE0212, 1803CE0213,
1803CE0214, 1803CE0215,
1803CE0252, 1803CE0253,
1803CE0254, 1803CE0255,
1803CE0256, 1803CE0257,
1803CE0258, 1803CE0259,
1803CE0260, 1803CE0261,
1803CE0323, 1803CE0324,
1803CE0325, 1803CE0326,
1803CE0327, 1803CE0328,
1803CE0329, 1803CE0330,
1803CE0331, 1803CE0332,
1803CE0592, 1803CE0593,
1803CED594, 1803CE0595,
1803CE0596, 1803CE0597,
1803CE0598, 1803CE0599,
1803CE0600, 1803CE0601,
1803CE0644, 1803CE0645,
1803CE0646, 1803CE0647,
1803CE0648, 1803CE0G49,
1803CE0650, 1803CE0651,
1803CE0652, 1803CE0653,
1803CE0723, 1803CE0724,
1803CE0725, 1803CE0726,
1803CE0727, 1803CE0728,
1803CE0729, 1803CE0730,
1803CE0731, 1803CE0732,
1803CE0778, 1803CE0779,
1803CE0780, 1803CE0781,
1803CE0782, 1803CE0783,
1803CE0784, 1803CE0785,
1803CE0786, 1803CE0787,
1803CE0842, 1803CE0844,
1803CE0845, 1803CE0846,
1803CE0847, 1803CE0848,
1803CE0849, 1803CE0850,
1803CE0851, 1803CE0889,
1803CE0890, 1803CE0891,
1803CE0892, 1803CE0893,
1803CE0894, 1803CE0895,
1803CE0896, 1803CE0898,
1803CE1064, 1803CE1065,
1803CE1066, 1803CE1067,
1803CE1068, 1803CE1069,
1803CE1070, 1803CE1071,
1803CE1072, 1803CE1073,
1803CE1198, 1803CE1199,
1803CE1200, 1803CE1201,
1803CE1202, 1803CE1203,
1803CE1204, 1803CE1205,
1803CE1206, 1803CE1207,
1804CE0056, 1804CE0057,
1804CE0058, 1804CE0059,
1804CE0060, 1804CE0061,
1804CE0062, 1804CE0063,
1804CE0064, 1804CE0065,
1804CE0101, 1804CE0102,
1804CE0103, 1804CE0104,
1804CE0105, 1804CE0106,
1804CE0107, 1804CE0108,
1804CE0109, 1804CE0123,
1804CE0124, 1804CE0125,
1804CE0126, 1804CE0127,
1804CE0129, 1804CE0130,
1804CED131, 1804CE0132,
1804CE0161, 1804CE0162,
1804CE0164, 1804CE0165,
1804CE0166, 1804CE0167,
1804CE0168, 1804CE0169,
1804CE0170, 1804CE0181,
1804CE0182, 1804CE0183,
1804CE0184, 1804CE0185,
1804CE0186, 1804CE0187,
1804CE0188, 1804CE0189,
1804CE0190, 1804CE0222,
1804CE0223, 1804CE0224,
1804CE0226, 1804CE0227,
1804CE0228, 1804CE0229,
1804CE0230, 1804CE0231,
1804CE0232, 1804CE0233,
1804CE0234, 1804CE0235,
1804CE0236, 1804CE0237,
1804CE0238, 1804CE0239,
1804CE0240, 1804CE0241,
1804CE0270, 1804CE0271,
1804CE0272, 1804CE0273,
1804CE0274, 1804CE0275,
1804CE0276, 1804CE0277,
1804CE0278, 1804CE0279,
1804CE0302, 1804CE0303,
1804CE0304, 1804CE0305,
1804CE0306, 1804CE0307,
1804CED308, 1804CE0309,
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1804CE0310, 1804CE0311,
1804CE0322, 1804CE0323,
1804CE0324, 1804CE0325,
1804CE0326, 1804CE0327,
1804CE0328, 1804CE0329,
1804CE0330, 1804CE0331,
1804CE0365, 1804CE0366,
1804CE0367, 1804CE0368,
1804CE0369, 1804CE0370,
1804CE0371, 1804CE0372,
1804CE0373, 1804CE0386,
1804CE0387, 1804CE0388,
1804CE0390, 1804CE0391,
1804CE0392, 1804CE0393,
1804CE0394, 1804CE0411,
1804CE0412, 1804CE0413,
1804CE0415, 1804CE0416,
1804CE0417, 1804CE0418,
1804CE0419, 1804CE0420,
1804CE0578, 1804CE0579,
1804CE0580, 1804CE0581,
1804CE0582, 1804CE0583,
1804CE0584, 1804CE0585,
1804CE0586, 1804CE0587,
1804CE0588, 1804CE0590,
1804CE0591, 1804CE0592,
1804CE0593, 1804CE0594,
1804CE0595, 1804CE0597,
1804CE0628, 1804CE0629,
1804CE0630, 1804CE0631,
1804CE0632, 1804CE0633,
1804CE0634, 1804CE0635,
1804CE0636, 1804CE0637,
1804CE0G68, 1804CE0669,
1804CE0671, 1804CE0672,
1804CE06/3, 1804CE0674,

1804CED675, 1804CE0676,
1804CE0677, 1804CE0709,
1804CE0710, 1804CE0711,
1804CE0712, 1804CE0713,
1804CE0714, 1804CE0715,
1804CE0716, 1804CE0717,
1804CE0718, 1804CE0757,
1804CE0758, 1804CE0759,
1804CE0760, 1804CE0761,
1804CE0762, 1804CE0763,
1804CE0764, 1804CE0765,
1804CE0766, 1804CEQ775,
1804CE0776, 1804CE0777,
1804CE0778, 1804CEQ779,
1804CE0780, 1804CE0781,
1804CE0782, 1804CE0783,
1804CEQ784, 1804CE0827,
1804CE0828, 1804CE0829,
1804CE0830, 1804CE0831,
1804CE0832, 1804CE0833,
1804CE0834, 1804CE0835,
1804CE0836, 1804CE0861,
1804CE0862, 1804CE0863,
1804CE0864, 1804CE0865,
1804CE0866, 1804CE0867,
1804CE0868, 1804CE0869,
1804CE0870, 1804CE0881,
1804CE0882, 1804CE0883,
1804CE088d, 1804CE0885,
1804CE0886, 1804CE0887,
1804CE0888, 1804CE0889,
1804CE0890, 1804CE0921,
1804CE0922, 1804CE0923,
1804CE0924, 1804CE0925,
1804CE0926, 1804CE0927,
1804CE0928, 1804CE0929,
1804CE0930, 1805CE0004,
1805CE0005, 1805CE0006,
1805CE0007, 1805CE0008,
1805CE0009, 1805CE0010,
1805CE0011, 1805CE0012,
1805CE0057, 1805CE0059,
1805CE0060, 1805CE0061,
1805CE0062, 1805CE0063,
1805CE0064, 1805CE0065,
1805CE0066, 1805CE0067,
1805CE0068, 1805CE0069,
1805CE0070, 1805CE0071,
1805CE0071, 1805CE0073,
1805CE0074, 1805CE0075,
1805CE0076, 1805CE0183,
1805CE0184, 1805CE0185,
1805CE0186, 1805CE0187,
1805CE0188, 1805CE0189,
1805CE0190, 1805CE0191,
1805CE0192, 1805CE0221,
1805CE0222, 1805CE0224,
1805CE0225, 1805CE0226,
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1805CE0227, 1805CE0228,
1805CE0249, 1805CE0250,
1805CE0251, 1805CE0252,
1805CE0253, 1805CE0254,
1805CE0255, 1805CE0256,
1805CE0257, 1805CE0258,
1805CE0288, 1805CE0289,
1805CE0290, 1805CE0291,
1805CE0292, 1805CE0293,
1805CE0294, 1805CE0295,
1805CE0296, 1805CE0297,
1805CE0318, 1805CE0319,
1805CE0320, 1805CE0321,
1805CE0322, 1805CE0323,
1805CE0324, 1805CE0325,
1805CE0326, 1805CE0327,
1805CE0346, 1805CE0347,
1805CE0348, 1805CE0349,
1805CE0350, 1805CE0351,
1805CE0352, 1805CE0353,
1805CE0354, 1805CE0355,
1805CE0392, 1805CE0393,
1805CE0394, 1805CE0395,
1805CE0396, 1805CE0397,
1805CE0398, 1805CE0399,
1805CE0400, 1805CE0401,
1805CE0453, 1805CE0454,
1805CE0455, 1805CE0456,
1805CE0457, 1805CE0458,
1805CE0459, 1805CE0460,
1805CE0461, 1805CE0462,
1805CE0496, 1805CE0497,
1805CE0498, 1805CE0499,
1805CE0500, 1805CE0501,
1805CE0502, 1805CE0503,
1805CE0504, 1805CE0505,
1805CE0620, 1805CE0621,
1805CE0622, 1805CE0623,
1805CE0624, 1805CE0625,
1805CE0626, 1805CE0627,
1805CE0628, 1805CE0629,
1805CE0697, 1805CE0698,
1805CE0699, 1805CE0700,
1805CE0701, 1805CE0702,
1805CE0703, 1805CE0704,
1805CE0706, 1805CE0727,
1805CE0728, 1805CE0729,
1805CE0730, 1805CE0731,
1805CE0732, 1805CE0733,
1805CE0734, 1805CE0735,
1805CE0736, 1805CEQ775,
1805CE0776, 1805CE0777,
1805CEQ0778, 1805CEQ779,
1805CE0780, 1805CE0781,
1805CE0782, 1805CE0783,
1805CE0784, 1805CE0844,
1805CE0845, 1805CE0846,
1805CE0847, 1805CE0848,
1805CE0849, 1805CE0850,
1805CE0851, 1805CE0852,
1805CE0853, 1805CE0885,
1805CE0886, 1805CE0887,
1805CE0888, 1805CE0889,
1805CE0890, 1805CE0891,
1805CE0892, 1805CE0893,
1805CE0894, 1805CE0905,
1805CE0906, 1805CE0907,
1805CE0908, 1805CE0909,
1805CE0910, 1805CE0911,
1805CE0912, 1805CE0913,
1805CE0914, 1806CE0001,
1806CE0002, 1806CE0003,
1806CE0004, 1806CEO0005,
1806CE0006, 1806CE0007,
1806CE0008, 1806CE0009,
1806CE0010, 1806CC0039,
1806CE0040, 1806CE0041,
1806CE0042, 1806CE0043,
1806CE0044, 1806CE0045,
1806CC0046, 1806CE0047,
1806CE0048, 1806CE0061,
1806CE0062, 1806CE0063,
1806CE0064, 1806CE0065,
1806CE0066, 1806CE0067,
1806CE0068, 1806CE0069,
1806CE0070, 1806CE0138,
1806CE0139, 1806CE0140,
1806CE0141, 1806CE0142,
1806CE0143, 1806CE0144,
1806CE0145, 1806CE0146,
1806CE0147, 1806CE0446,
1806CE0447, 1806CE0448,
1806CE0449, 1806CE0450,
1806CE0451, 1806CE0452,
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1806CE0453, 1806CE0454,
1806CE0455, 1806CE0467,
1806CE0468, 1806CE0469,
1806CE0470, 1806CE0471,
1806CE0472, 1806CE0473,
1806CE0474, 1806CE0475,
1806CE0476, 1806CE0489,
1806CE0490, 1806CE0491,
1806CE0492, 1806CE0493,
1806CE0494, 1806CE0495,
1806CE049b, 1806CE0497,
1806CE0549, 1806CE0550,
1806CE0552, 1806CE0553,
1806CE0554, 1806CE0555,
1806CE0556, 1806CE0557,
1806CE0558, 1806CE0599,
1806CE0600, 1806CE0601,
1806CE0602, 1806CE0603,
1806CE0605, 1806CE0606,
1806CE0607, 1806CE0608,
1806CE0635, 1806CE0636,
1806CE0637, 1806CE0638,
1806CE0639, 1806CE0640,
1806CE0641, 1806CE0642,
1806CE0643, 1806CE0644,
1806CE0713, 1806CE0714,
1806CEQ715, 1806CEQ716,
1806CE0717, 1806CE0718,
1806CE0719, 1806CE0720,
1806CE0721, 1806CE0722,
1806CE0907, 1806CE0908,
1806CE0909, 1806CE0910,
1806CE0911, 1806CE0912,
1806CE0913, 1806CE0914,
1806CE0915, 1806CE0916,
1806CE0959, 1806CE0960,
1806CE0961, 1806CE0962,
1806CE0963, 1806CE0964,
1806CE0965, 1806CE0966,
1806CE0967, 1806CE0968,
1807CE0007, 1807CEO0008,
1807CE0009, 1807CE0010,
1807CE0011, 1807CE0012,
1807CE0013, 1807CE0014,
1807CE0015, 1807CE0016,
1807CE0037, 1807CE0038,
1807CE0039, 1807CE0040,
1807CE0041, 1807CE0042,
1807CE0043, 1807CE0044,
1807CE0045, 1807CE0046,
1807CE0073, 1807CE0074,
1807CE0075, 1807CE0Q76,
1807CE0077, 1807CE0078,
1807CE0079, 1807CE0080,
1807CE0081, 1807CE0082,
1807CE0115, 1807CE0116,
1807CE0117, 1807CE0118,
1807CE0119, 1807CE0120,
1807CE0121, 1807CE0122,
1807CE0123, 1807CE0124,
1807CE0125, 1807CE0126,
1807CE0121, 1807CE0128,
1807CE0129, 1807CE0130,
1807CE0219, 1807CE0220,
1807CE0221, 1807CE0222,
1807CE0223, 1807CE0224,
1807CE0225, 1807CE0226,
1807CE0281, 1807CE0282,
1807CE0310, 1807CE0311,
1807CE0312, 1807CE0313,
1807CE0314, 1807CE0315,
1807CE0317, 1807CE0385,
1807CE0386, 1807CE0387,
1807CE0435, 1807CE0436,
1807CE0437, 1807CE0438,
1807CE0439, 1807CE0440,
1807CE0441, 1807CE0442,
1807CE0443, 1807CE0444,
1807CC0480, 1807CE0481,
1807CE0483, 1807CE0484,
1807CE0486, 1807CE0487,
1807CE0505, 1807CE0507,
1807CE0508, 1807CE0509,
1807CE0510, 1807CE0511,
1807CE0512, 1807CE0513,
1807CE0514, 1807CE0515,
1807CE0516, 1807CE0517,
1807CE0518, 1807CE0519,
1807CE0520, 1807CE0521,
1807CE0522, 1807CE0523,
1807CE0524, 1807CE0525,
1807CE0526, 1807CE0527,
1807CE0528, 1807CE0530,
1807CE0591, 1807CE0592,
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1807CE0593, 1807CE0594,
1807CE0595, 1807CE0597,
1807CE0599, 1807CE0623,
1807CE0625, 1807CE0626,
1807CE0627, 1807CE0628,
1807CE0629, 1807CE0630,
1807CE0631, 1807CE0632,
1807CE0644, 1807CE0645,
1807CE0646, 1807CE0647,
1807CE0648, 1807CE0649,
1807CE0650, 1807CE0652,
1807CE0751, 1807CE0752,
1807CE0753, 1807CE0754,
1807CE0755, 1807CEQ756,
1807CEO0757, 1807CEQ758,
1807CE0759, 1807CEO0760,
1807CE0761, 1807CEOQ763,
1807CEQ0764, 1807CEQ765,
1807CE0766, 1807CE0767,
1807CE0768, 1807CE0769,
1807CE0770, 1807CE0945,
1807CE0948, 1807CE0954,
1807CE0962, 1807CE0963,
1807CE0964, 1807CE0965,
1807CE0966, 1807CE0967,
1807CE0968, 1807CE0969,
1807CE0970, 1807CE0971,
1807CE0995, 1807CE0996,
1807CE0997, 1807CE0998,
1807CE0999, 1807CE1000,
1807CE1001, 1807CE1002,
1807CE1003, 1807CE1004,
1808CE0123, 1808CE0125,
1808CE0126, 1808CE0168,
1808CE0169, 1808CE0170,
1808CE0171, 1808CE0172,
1808CE0173, 1808CE0174,
1808CE0175, 1808CE0202,
1808CE0203, 1808CE0204,
1808CE0205, 1808CE0250,
1808CE0251, 1808CE0252,
1808CE0253, 1808CE0304,
1808CE0305, 1808CE0306,
1808CE0307, 1808CE0308,
1808CE0309, 1808CE0310,
1808CE0311, 1808CE0312,
1808CE0313, 1808CE0346,
1808CE0347, 1808CE0352,
1808CE0355, 1808CE0376,
1808CE0377, 1808CE0378,
1808CE0379, 1808CE0380,
1808CE0381, 1808CE0436,
1808CE0439, 1808CE0441,
1808CE0514, 1808CE0522,
1808CE0523, 1808CE0560,
1809CE0074, 1809CE0076,
1809CE0346, 1809CE0795

PneumoClear 0620050010 1703CE0298, 1703CE0299,
1703CE0300, 1703CE0301,
1703CE0302, 1703CE0303,
1703CE0304, 1703CE0305,
1703CE0306, 1703CE0307,
1703CE0573, 1703CE0574,
1703CE0575, 1703CE0576,
1703CE0578, 1703CE0580,
1703CE0581, 1704CE0394,
1704CE0395, 1704CE0396,
1704CE0397, 1704CE0398,
1704CE0400, 1704CE0401,
1704CE0402, 1704CE0403,
1704CE0432, 1704CE0433,
1704CE0434, 1704CE0435,
1704CE0436, 1704CE0437,
1704CE0438, 1704CE0439,
1704CE0440, 1704CEOQ776,
1704CEQ0777, 1704CEQ778,
1704CEQ0779, 1704CE0780,
1704CE0781, 1704CE0782,
1704CE0783, 1704CE0784,
1704CEQ785, 1705CE0150,
1705CE0151, 1705CE0152,
1705CE0153, 1705CE0154,
1705CE0156, 1705CE0158,
1705CE0309, 1705CE0310,
1705CE0312, 1705CE0316,
1705CE0317, 1707CEOQ713,
1707CEQ0714, 1707CEQ715,
1707CE0716, 1707CEQ717,
1707CE0718, 1707CEOQ719,
1707CE0720, 1707CEQ721,
1707CEQ722, 1707CEQ787,
1707CE0788, 1707CE0789,
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1707CE0790, 1707CE0791,
1707CE0792, 1707CE0793,
1707CEQ0794, 1707CEO0795,
1707CE0796, 1712CE0316,
1712CE0317, 1712CE0318,
1712CE0319, 1712CE0320,
1712CE0321, 1712CE0322,
1712CE0323, 1712CE0324,
1712CE0325, 1712CE0346,
1712CE0347, 1712CE0348,
1712CE0349, 1712CE0350,
1712CE0351, 1712CE0352,
1712CE0353, 1712CE0354,
1712CE0355, 1712CE0598,
1712CE0599, 1712CE0600,
1712CE0601, 1712CE0602,
1712CE0603, 1712CE0604,
1712CE0605, 1712CE0606,
1712CE0607, 1712CE0659,
1712CE0660, 1712CE0661,
1712CE0662, 1712CE06G3,
1712CE0664, 1712CE0665,
1712CE0666, 1712CE0667,
1712CE0668, 1712CE0706,
1712CE0707, 1712CEQ708,
1712CE0709, 1712CEQ710,
1712CEO0711, 1712CE0712,
1712CE0713, 1712CE0714,
1712CE0715, 1801CE0153,
1801CE0154, 1801CE0155,
1801CE0156, 1801CE0157,
1801CE0158, 1801CE0159,
1801CE0160, 1801CEO0161,
1801CE0162, 1801CE0202,
1801CE0203, 1801CE0204,
1801CE0205, 1801CE0206,
1801CE0207, 1801CE0208,
1801CE0209, 1801CE0210,
1801CE0211, 1801CE0238,
1801CE0239, 1801CE0240,
1801CE0241, 1801CE0242,
1801CE0243, 1801CE0244,
1801CE0245, 1801CE0246,
1801CE0247, 1807CE0333,
1807CE0334, 1807CE0335,
1807CE0336, 1807CE0337,
1807CE0338, 1807CE0339,
1807CE0340, 1807CE0341,
1807CE0342, 1807CE0405,
1807CE0406, 1807CE0407,
1807CE0408, 1807CE0409,
1807CE0410, 1807CE0411,
1807CE0412, 1807CE0413,
1807CE0414, 1807CEO0703,
1807CE0704, 1807CEO0705,
1807CE0706, 1807CE0707,
1807CE0709, 1807CE0710,
1807CE0711, 1807CE0712,
1807CE0713, 1807CE0714,
1807CE0715, 1807CE0716,
1807CEO0717, 1807CE0718,
1807CE0719, 1807CE0720,
1807CE0721, 1807CEQ722,
1807CE0845, 1807CE0846,
1807CE0847, 1807CE0848,
1807CE0849, 1807CE0850,
1807CE0851, 1807CE0852,
1807CE0853, 1807CE0854,
1807CE0883, 1807CE0884,
1807CE0885, 1807CE0886,
1807CE0887, 1807CE0888,
1807CE0889, 1807CE0890,
1807CE0891, 1807CE0892,
1808CE0746, 1808CE0747,
1808CE0748, 1808CE0749,
1808CE0750, 1808CE0751,
1808CE0752, 1808CE0753,
1808CE0754, 1808CEOQ755,
1808CE0982, 1808CE0983,
1808CE1042, 1808CE1043,
1808CE1044

CO2 Conditioning Insufflators PneumoClear 0620050050 1703CE0630, 1703CE0633,
1703CE0634, 1703CE0637,
1703CE0638, 1703CE0700,
1703CE0701, 1703CE0702,
1703CE0704, 1703CEO0705,
1703CE0706, 1704CE0630

PneumoClear 0620050060 1707CE0864, 1707CE0865,
1707CE0866
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Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S. &#160;

Manufacturer(s): W.O.M. World of Medicine GmbH Salzufer 8, D-10587 Berlin, Germany
Stryker Endoscopy 5900 Optical Ct, San Jose, CA 95138, United States

Suggested Distribution: Clinical/Biomedical Engineering, Emergency/Outpatient Services, Obstetrics/Gynecology/Labor and Delivery,
OR/Surgery, Orthopedics, Information Technology, Gastroenterology

Problem:

In aNovember 2, 2018, Urgent Medical Device Recall Notification letter submitted by ECRI Institute member hospitals, Stryker states that a graphica
user interface (GUI) icon discrepancy may be observed on the consoles of the above insufflators when PneumoClear heated humidified tube sets (catalog
numbers 0620050300 and 0620050500 [smoke evacuation]) are used under certain circumstances, including:

e Extensive usage of the smoke evacuation functionin level 3 or 4
e High flow rates caused by leakages

Stryker also states that, in this case, the humidification status icon on the console screen may remain green even though more than 200 L of humidified
gas has been insufflated and actual humidification might no longer be available. Under normal circumstances, a green humidification icon indicates that
the humidification tube set is sufficiently filled with sterile water or saline; the icon turns red when the humidification is insufficient. Stryker further
states that the tube set can be used to continue insufflation after approximately 200 L of consumed gas without any concerns. The manufacturer has not
confirmed the information provided in the source material.

Action Needed:

Oldentify any affected insufflatorsin your inventory. To determine whether your insufflators are affected, power on the device and check the software
version in the bottom right corner of the boot up screen. If the software is not 1.0.33.17, the device is affected. If you have affected product, verify that
you have received the November 2, 2018, Urgent Medical Device Recall Notification letter and Acknowledgment Form from Stryker. A Stryker sales
representative will update your software, complete the Acknowledgment Form, and return it to Stryker after the software has been updated. The software
update will replace the green and red humidification status icons with a blue icon representing the proper connection of a humidification tube set;
however, the blue humidification icon will no longer reflect the actual humidification status of the tube set anymore. To maintain a high level of gas
humidification, the tube set should be refilled every 200 L to 300 L of consumed gas. Because this upgrade corrects potential symbol discrepancies,
Stryker recommends that al devices be upgraded to the latest software version and that the instructions for use (IFU) be replaced by an updated issue.

For Further Information:
Stryker

E-mail: WOM recall @stryker.com
Website: Click here

WOM World of Medicine
Website: Click here

Comments:

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

Source(s):

e 2018 Nov 15. Member Hospital. Stryker letter submitted by ECRI Institute member hospitals (includes reply form) Download
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[High Priority ] - A31718 : Cardinal Health—Salem Sump Dual-Lumen Stomach Tubes: Packaging

May Be Mislabeled
Medical Device Ongoing Action

Published: Thursday, November 8, 2018
Last Updated: Friday, November 9, 2018

UMDNS Terms:

® Tubes, Nasogastric [14221]
Product Identifier:

[Consumable]
Cardinal Health Medical Products &
Product Services Group Lot No.
Product No.
10 Fr (3.3 mm) x 36-Inch (91 cm) Salem Sump Dual- 8888264911 1812115564

Lumen Stomach Tubes, 0.12 inches (3.3 mm) x 36
inches (91 cm)

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Cardina Heath Medical Products & Services Group1450 Waukegan Rd, McGaw Park, IL 60085-3975, United States
Suggested Distribution: Critical Care, Nursery, Nursing, ObstetricsGynecol ogy/L abor and Delivery, Gastroenterology, Materials Management

Problem: In an October 31, 2018, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Cardinal Health states that the
above tubes may be incorrectly packaged in pouches meant for 16 Fr tubes. Cardinal Health further states that use of a 10 Fr tube when a 16 Fr tubeis
needed may result in decreased fluid collection, which could affect patient care, particularly in an emergency situation in which the correct size is not
readily available. Cardinal Health also states that it has received no reports of injury or harm related to this problem. 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 October
31, 2018, Urgent Medical Device Recall letter and Recall Acknowledgment Form from Cardinal Health. Regardless of whether you have affected
product, complete the Recall Acknowledgment Form and return it to Cardinal Health by using the information on the form. Forward a copy of the |etter
to any facility to which you have further distributed affected product. To arrange for product return and to receive credit, contact Cardinal Health by
telephone at (800) 964-5227 (U.S. hospitals), (800) 444-1166 (U.S. federal government), or (888) 444-54401 (all other customers.). U.S. customers
should report serious adverse events or product quality problems relating to the use of affected product to FDA's MedWatch Adverse Event Reporting
program by telephone at (800) 332-1088; by fax at (800) 332-0178; by mail (using postage-paid FDA Form 3500, available here) at Food and Drug
Administration, HF-2, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website .

For Further Information:

Cardinal Health

Tel.: (800) 292-9332

Website: Click here

Comments:

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

Source(s):

e 2018 Nov 7. Member Hospital. October 31, 2018 Cardinal Health |etter submitted by ECRI Institute member hospital, Event-2018-01707
(includes reply form) Download
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