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Dear,
SBED team is pleased to inform you that 40 new FSCA/recalls posted on SFDA website
(Please note: below list of FSCA/ recalls for the period of 11/26/2018 to 12/2/2018

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

NOTE:

FSCA / Recalls are classified into three categories, representing the potential risk to public health:
Class | : High Risk, Class Il : Medium Risk and Class Ill: Low Risk.

FSN ( Field Safety Notice) : A communication to customers and/or users sent out by a manufacturer
or its representative in relation to a Field Safety Corrective Action

‘Hospltal Name H

Active Implantable Devices

# Update TB-Temporary Bipolar ~ 11/28/201 Oscor Inc. Medical Technology FSN  Attac
Pacing Leads 8 Trading Company hed

Assistive products for persons with disability

New PremierPro Aluminum 11/26/201 SVS LLC N/A 2  https
Adjustable Walker 8 ://nc

Diagnostic and therapeutic radiation devices

New DX-D 600 X-ray 11/28/201 AGFA Corp. Gulf Medical Co. FSN  https
system , 8 //nc
New Multiple GE MRI 11/28/201 GE Healthcare GE Healthcare FSN htt

ps
systems . 8 //nc


http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13529
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13549
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13548
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[Critical Priority ] - A31467 01 : Oscor—TB-Temporary Bipolar Pacing Leads: Connector Cap Housing
May Slide, Potentially Exposing Connection Wire and Leading to Interruption of Pacing System

[Update]

Medical Device Ongoing Action
Published: Tuesday, November 20, 2018

UMDNS Terms:

® Leads, Implantable Defibrillator/Cardiac Pacemaker [17964]
Product Identifier:

[Consumable]
Oscor Inc
Product Model No. GTIN
4 Fr TB Temporary Bipolar Pacing Leads 020016 00836559009849
with Unshrouded Connectors
6 Fr TB Temporary Bipolar Pacing Leads TBVK06110USG 00885672004354
with Unshrouded Convenience Kits
5 Fr TB Temporary Bipolar Pacing Leads TBRHKO05110USG 00885672004392

with Unshrouded Convenience Kits

Geographic Regions: Worldwide
Manufacturer(s): Oscor Inc 3816 DeSoto Blvd., Palm Harbor, FL 34683, United States
Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Critical Care, OR/Surgery, Home Care, Materials Management

Summary:

OUpdate Reason: Recall expansion to include expired inventory. This Alert provides additional information based on a November 12, 2018, Company
Announcement posted by FDA regarding Alert A31467 . Oscor states that the recall scope is being expanded to include expired inventory for devices
distributed between December 21, 2011, and May 17, 2018. New information is provided in the Product Identifier field. For the previoudly listed
product, see Alert A31467 .

Problem:

00In a September 26, 2018, Product Recall Action Required letter submitted by an ECRI Institute member hospital and a September 27, 2018, Company
Announcement posted by FDA, Oscor states that the connector cap housing on the above products may slide and potentially expose the connection wire,
potentially causing the wire to be more susceptible to loss of connectivity or breakage during movement of the cables, which may cause interruption of
the pacing system. Oscor also states that this problem occurs because of a design change of the cap housing of the pins. Oscor further states that in the
last six years, it received four reports of serious injury, which were attributed to a connector cap malfunction. No deaths were reported; however, the risk
for injury isaconcern if the connectors separate during use. For pacing-dependent patients, an interruption of pacing system could result in serious injury
or death if not detected. Continuous monitoring is required.

Action Needed:

Identify, isolate, and discontinue use of any affected product in your inventory, and identify any affected patientsin your practice. If you have affected
product and/or patients, verify that you have reviewed the Company Announcement . Continuous patient monitoring is required. O The following actions
arethose listed in Alert A31467 . Do not destroy affected product. Regardless of whether you have affected product, complete the Exhibit A Form, and
return it to Oscor using the instructions on the form. Upon receipt of the form, Oscor will provide your facility with a returned goods authorization
(RGA) number with shipping instructions for product return. To request replacement product, contact Oscor by e-mail using the information below. 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:

Oscor customer relations department

Tel.: (727) 937-2511, 8:30 am. to 5:30 p.m. Eastern Time, Monday through Friday

E-mail: TB@oscor.com

Website: Click here

O
References:
United States:

e Food and Drug Administration. Company announcement—QOscor Inc. issues recall product expansion of TB — temporary bipolar pacing
lead (unshrouded 2 mm pins models) [online]. 2018 Nov 12 [cited 2018 Nov 20]. Available from Internet: Click here.

e Food and Drug Administration. MedWatch. Oscor Inc. issues recall product expansion of TB — temporary bipolar pacing lead (unshrouded 2
mm pins models) [online]. 2018 Nov 15 [cited 2018 Nov 20]. Available from Internet: Click here.

Comments:

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

Source(s):

e 2018 Nov 20. FDA. Class |. Company Announcement Download
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https://www.fda.gov/Safety/Recalls/ucm625786.htm?utm_campaign=Oscor%20Inc.%20Issues%20Recall%20Product%20Expansion%20of%20TB%20%E2%80%93%20Temporary%20Bipolar%20Pacing%20Lead&amp;utm_medium=email&amp;utm_source=Eloqua
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https://www.fda.gov/Safety/MedWatch/HowToReport/DownloadForms/default.htm

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

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

mailto:TB@oscor.com

http://www.oscor.com/
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https://www.fda.gov/Safety/Recalls/ucm625786.htm?utm_campaign=FDA%20MedWatch%20Recall%20Notice%20-%20TB%20Unshrouded%20Bipolar%20Pacing&amp;utm_medium=email&amp;utm_source=Eloqua

https://www.fda.gov/Safety/Recalls/ucm625786.htm?utm_campaign=FDA%20MedWatch%20Recall%20Notice%20-%20TB%20Unshrouded%20Bipolar%20Pacing&amp;utm_medium=email&amp;utm_source=Eloqua

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/183579/20181112OscorTBLeadsFDA.pdf



e 2018 Nov 20. FDA. Class |. MedWatch Download
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ORT300) mdr.
# New RADREX-i Digital 11/28/201 Canon Inc Gulf Medical Co. 2 Attac
Radiography System 8 hed
Wireless Flat-Panel
Detectors
New RayStation 3.5, 11/29/201 RaySearch Laboratories Creative Healthcare 2  https
RayStation 4.0, 8 AB Establishment ://nc
RayStation 4.5, mdr.
RayStation 4.7, sfda.
RayStation 5, RayStation oV.S
6, RayStation 7, and a/Sec
RayStation 8A ure
# New Xper Flex Cardio Patient  11/28/201 Philips Healthcare Philips Healthcare 2 Attac
Monitoring Systems 8 Saudi Arabia Ltd. hed
(FC2010, FC2020)
Electro mechanical medical devices
# New General-Purpose 11/28/201 Med-link N/A 2  Attac
Temperature Probes 8 hed
New  Heater-Cooler Unit HCU  11/27/201 Maquet Al-Faisaliah Medical FSN  https
40 , HCU40 8 Cardiopulmonary AG System //nc
New Medtronic HeartWare  12/2/2018 Medtronic SA Medtronic Saudi Arabia = 1  https
HVAD System Battery ://nc
Charger , mdr.
# New Optiflux F1I60NR Dialyzers ######### Fresenius Medical Care. 'senius Medical Care Gmt 2  ttache g
# New Synovis GEM4183C 11/28/201 Synovis Surgical Al-Nozha Medical Est 2  Attac
Coupler Forceps 8 Innovations Div Synovis hed

Healthcare facility products and adaptations

New Salus-10-AM-EU R SciCan Ltd. 'n Medical Instruments Cc FSN |A/Ca\


https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13542
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13551
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13539
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13553
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13534
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[High Priority ] - A31769 : Canon—RADREX-i Digital Radiography System Wireless Flat-Panel

Detectors: May Display Message Stating That Image Transmission Was Not Complete
Medical Device Ongoing Action

Published: Tuesday, November 20, 2018

UMDNS Terms:
® Detectors, X-Ray, Digital Radiography [20791]
Product Identifier:
[Capital Equipment]
For affected serial numbers, see the letter sent to your facility.
Canon Medical Systems

Product Ltd Model No. Software Version
Model

Digital Radiography Systems RADREX-i DRAD-3000E/W8 Not listed

Wireless Flat Panel Detectors TFP-4336W Not listed V5.00ER005

(FPDs)

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): Canon Medical Systems Ltd Boundary Court, Gatwick Road, Crawley, West Sussex, RH10 9AX, United Kingdom
Suggested Distribution: Clinical/Biomedical Engineering, Diagnostic Imaging, Information Technology

Problem:

In aField Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Canon states that it has received a
report of an operator performing radiography using the above wireless FPD devices, in which a message window on the monitor was displayed stating
that image transmission was not completed and no image was displayed. Canon also states that the message showed the "OK" button to reacquire image
data from the FPD, and the "Cancel" button to cancel the reacquisition; however, when the operator attempted to select the "OK" button to reacquire the
image data, the same message window appeared. The operator repeated this action several times and selected the "Cancel" button to quit the reacquisition
mode. After the system was restarted, it worked normally; however, all image data was lost. Canon further states that this problem was caused by a
software problem in the wireless FPD control when congestion of the wireless channel occurs which disrupts communication. The manufacturer has not
confirmed the information provided in the source material.

Action Needed:

Oldentify any affected devices in your inventory. If you have affected devices, verify that you have received the Field Safety Notice |etter and Reply
Form from Canon. Complete the Reply Form, and return it to Canon using the instructions on the form. To correct this problem, modified software will
beinstalled on your system. When the new software becomes available, a Canon service representative will contact your facility to schedule an
appointment for installation. Until installation occurs, Canon recommends that you switch off all WiFi devicesin the area. Thiswill prevent congestion
from occurring on the wirel ess communication channel and minimize the chance of this problem occurring. 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:

Canon service hotline

Tel.: (0808) 13121110 or (01293) 653710

Website: Click here

References:

Great Britain. Medicines and Healthcare Products Regulatory Agency. Canon Medical Systems Corporation: Radrex-i [onlin€]. London:
Department of Health; 2018 Nov 19 [cited 2018 Nov 20]. (Field safety notice; reference no. 2018/011/001/487/018). Available from Internet:
here.

Comments:
e [JFor information on asimilar and potentialy related Canon action, see Alert A30897, Alert A31319, and Alert A3131901 .
e Thisalertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2018 Nov 20. MHRA FSN. 2018/011/001/487/018 Download
e 2018 Nov 20. MHRA FSN. EU-8811 (includes reply form) Download
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https://uk.medical.canon/service-and-support/contact/

https://www.gov.uk/drug-device-alerts/field-safety-notice-12-november-to-16-november?utm_source=441aa2cf-947f-43a5-a21e-10d37032adb7&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notice-12-november-to-16-november?utm_source=441aa2cf-947f-43a5-a21e-10d37032adb7&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate
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www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1636210

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/183556/20181119CanonRadrexiMHRACP.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/183557/UndatedCanonRadrexiMHRA_Redacted.pdf
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[High Priority ] - A31781 : Philips—Xper Flex Cardio Patient Monitoring Systems: Various Problems

May Occur
Medical Device Ongoing Action

Published: Tuesday, November 20, 2018

UMDNS Terms:

® Monitoring Systems, Physiologic, Cardiac Catheterization [12648]
Product Identifier:
[Capital Equipment]

Philips Healthcare

Model Model No. Service No.

Product

Patient Monitoring Systems Xper Flex Cardio FC2010, FC2020 453564241901, 453564241911,
453564483321, 453564483331,
453564621791, 453564621801,
453564669081

Geographic Regions: O(Impact in additional regions has not been identified or ruled out&#160;at the time of this posting), U.S.
Manufacturer(s): Philips Healthcare3000 Minuteman Rd, Andover, MA 01810, United States

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

Problem:
OlIn aNovember 2018 Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, Philips states that the following
problems may occur on the above systems:

e Real-time electrocardiography (ECG) and pressure waveform anomaly: Under certain conditions, real time waveforms may not be
accurately plotted or displayed. This problem isrelated to the display of waveforms only, and all numeric dataincluding invasive blood
pressure (I1BP), non-invasive blood pressure (NIBP), respiratory rate, and end tidal CO2 are correct. If this occurs during the plotting of an
ECG QRS complex on the ECG channel, the R wave may be shortened or missing or the ORS complex may appear slightly broader. A
pressure or other phasic waveform may appear to have a"notch” or a“flattened" appearance. The problem may lead to misinterpretation of
ECG or other phasic physiological data, potentialy leading to delayed diagnosis or misdiagnosis of the patient's condition, delaying the
delivery of therapy, or causing the clinician to deliver inappropriate therapy.

e The oxygen saturation (SpO2) measurement may not update on the display: SpO2 numeric value displayed on the device may freeze,
potentially resulting in the display of measurements that are not current. If this problem occurs, current SpO2 measurements would no
longer be available on the system. The SpO2 waveform (if displayed) would flatline, and any alarms set for SpO2 would not function,
potentially resulting in adelay in detecting and, therefore, delaying treatment for changesin a patient's condition.

o NIBP measurement may not update on the display: In auto cycle mode, if the NIBP communication is lost, the pump may not cycle and the
NIBP numeric value displayed on the device may not update, potentially resulting in the display of measurements that are not current. If this
problem occurs, current NIBP measurements would no longer be available on the system, and any alarms set for NIBP would not function,
potentially resulting in adelay in detecting and, therefore, delaying treatment for changesin a patient's condition.

Seethe |etter for examples of each 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 November 2018 Urgent Medical Device
Correction letter from Philips. A Philips representative will contact your facility to arrange for a software update at no cost. Philips will also replace all
Software and Documentation Media Kits. Until the software update is complete, you may continue to use affected systems as long as each monitored
patient is closely observed by a qualified healthcare professional. If the user observes amissing or broader QRS complex on ECG, the patient should be
assessed and clinical correlation with other monitoring parameters established. Regarding the SpO2 problem, users should activate the display of the
SpO2 plethysmograph waveform during use. If aflat-line waveform is observed, the patient's respiratory and oxygenation status should be

assessed. Regarding the NIBP problem, initiate manual NIBP readings only on the Flex Cardio device; do not use the device's NIBP auto cycle function.
Should the user notice that the SpO2 or NIBP measurement is no longer updating, the device can be reset by cycling the power. The current patient case
must be closed before powering down the Flex Cardio system. Once the Flex Cardio system is power cycled and fully operational, the patient case should
then be closed and reopened. Power cycling does not prevent the problem from recurring. For Further Information:

Philips

Tel.: (800) 669-1328 (select option 2, then option 3)

Website: Click here

Comments:

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

Source(s):
e 2018 Nov 20. Member Hospital. Philips | etter submitted by a 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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[High Priority ] - A31058 : Med-Link— General-Purpose Temperature Probes: Blue Outer Sheath
May Detach from Internal Wiring during Probe Removal, Potentially Causing Sheath to Remain inside
Patient

Medical Device Ongoing Action

Published: Monday, November 19, 2018
Last Updated: Wednesday, November 21, 2018

UMDNS Terms:

® Probes, Thermometer [13125]
Product Identifier:
[Consumable]

Shenzhen Med-link Electronics Tech
Product Co Ltd Lot No.
Reference No.

General-Purpose Temperature Probes PRTP11109 JA20180105001

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

Manufacturer(s): Shenzhen Med-link Electronics Tech Co Ltd Building A, Ying Tailong Ind Park, Dalang South Road, Longhua, Shenzhen,
People's Republic of China

Suggested Distribution: OR/Surgery, Materials Management

Problem:

OInaJduly 6, 2018, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Med-Link
states that the blue outer sheath may detach from the internal wiring when a user removes the above temperature probes by pulling on the internal wiring,
potentialy resulting in the wiring being pulled free and leaving the blue outer sheath inside the patient. Med-Link also states that it has received one
report of this problem occurring and in the reported incident, the blue outer sheath had to be removed using biopsy forceps. Med-Link further states that
thereis no immediate danger to the patient related to this problem; if the problem occurs, the blue outer sheath can be removed by hand or suitable
instruments. The manufacturer has not confirmed the information provided in the source material .

Action Needed:
Oldentify any affected probesin your inventory. If you have affected probes, verify that you have received the July 6, 2018, Urgent Field Safety
Notice from Med-Link. The product's instructions for use (IFU) contain the following instructions regarding this problem:

e "Carefully remove probe after use by holding protective sheath to avoid damaging the wires or thermistor."

Med-Link states that the |FU will be updated to include further specific guidance to leave at least 5 cm of the blue outer sheath outside of the patient to
alow for safe removal. For future batches, the construction of the probes has been updated to ensure that the blue outer sheath has a stronger attachment
to the internal wiring. Adhere to following the actions below when using affected probes:

o When inserting the general purpose temperature probe, ensure that there is at least 5 cm of the blue outer sheath outside of the patient.

e \When removing the general purpose temperature probe, ensure that the product is held by the blue outer sheath, not the internal wiring or
connector.

e Ensure that the updated IFU’ s are read and followed during use, and the old version of IFU’s are disposed of .

Inform all relevant personnel at your facility of theinformation in the letter, retain a copy of the letter for your records, and forward a copy of the letter to
any facility to which you have further distributed affected product.

For Further Information:

Med-Link

Tel.: 86 (755) 61120299

E-mail: sales@medlinket.com
Website: Click here

References:

Great Britain. Medicines and Healthcare Products Regulatory Agency. Shenzhen Med_Link Elelctronics [sic]: temperature probe general
purpose 9F [online]. London: Department of Health; 2018 Jul 23 [cited 2018 Nov 19]. (Field safety notice; reference no.
2018/007/013/291/010). Available from Internet: Click here.

Comments:

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

Source(s):
e 2018 Nov 19. MHRA FSN. 2018/007/013/291/010 Download
e 2018 Nov 19. MHRA FSN. FSN2018052001 Download
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https://www.gov.uk/drug-device-alerts/field-safety-notices-16-to-20-july-2018?utm_source=b4f68c3f-9459-410e-b88d-fd0aa628eab2&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/183758/20180723MedLinkTempProbesMHRACP.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/183759/20180706MedLinkTempProbesMHRA.pdf
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[High Priority ] - A31779 : Fresenius—Optiflux F160NR Dialyzers: External Blood Leak from Dialyzer

Header May Occur
Medical Device Ongoing Action

Published: Tuesday, November 20, 2018

UMDNS Terms:

® Diayzers, Hemodialysis [11232]
Product Identifier:

[Consumable]
Fresenius Medical Care North America
Product Product No. Lot No.
Optiflux F160NR Dialyzers (Electron Beam 0500316E 18HU06016, 18HU06017, 18HU06018, 18HU06019
Sterilized)

Geographic Regions: U.S.
Manufacturer(s): Fresenius Medical Care North AmericaReservoir Woods, 920 Winter St, Waltham, MA 02451-1457, United States
Suggested Distribution: Dialysis’Nephrology, Infection Control, Materials Management

Problem:

In aNovember 6, 2018, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Fresenius states that the above dialyzers
may exhibit external blood leaks at the dialyzer header. Fresenius also states that this problem may be caused by improper torque and that possible health
consequences from blood loss include hypovolemia, low blood pressure, dizziness, shortness of breath, confusion, chest pain, loss of consciousness, and
shock. Blood leaksin rare cases can lead to blood stream infection.

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 November 6, 2018, Urgent Medical Device Recall letter and Reply Form from Fresenius. To arrange for product return and replacement,
contact Stericycle by telephone at (888) 731-7986, referencing Event No. 6273. Complete the Reply Form, and return it to Fresenius using the
information on the form.

For Further Information:

Fresenius customer service department
Tel.: (855) 616-2309

Website: Click here

Comments:

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

Source(s):

e 2018 Nov 20. Member Hospital. Fresenius letter submitted by ECRI Institute member hospital (includes reply form). Fresenius reference
no. FA-2018-36-U Download

e 2018 Nov 20. Manufacturer. Manufacturer confirmed information

©2018 ECRI Ingtitute
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[High Priority ] - A31755 : Baxter—Synovis GEM4183C Coupler Forceps: Rust May Be Present
Medical Device Ongoing Action

Published: Monday, November 19, 2018
Last Updated: Wednesday, November 21, 2018

UMDNS Terms:
® Forceps[11774]

® Anastomosis Couplers, Vascular [18137]
Product Identifier:

[Consumable]
Heaithgare Gorp Sub-Lot No.
Product subsidiary (Etched on Lot No. uDlI
Forceps Handle)
Product No.
Synovis GEM4183C 5193-06001-010 90828 SP18E29-1307852 00844735002850
Coupler Forceps

Geographic Regions: Australia, Japan, Germany, South Africa, U.K., &#160;U.S.
Manufacturer(s): Synovis, a Baxter Healthcare Corp subsidiaryOne Baxter Pkwy, Deerfield, IL 60015-4625, United States
Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Infection Control, OR/Surgery, Materials Management

Problem:

In aNovember 2, 2018, Urgent Product Recall letter submitted by an ECRI Institute member hospital, Baxter states that rust may be present on the above
forceps. Baxter also states that the presence of rust on an instrument that is used in direct contact with open vessels may lead to medically-reversible
adverse health consequences. Baxter further states that it has received no reports of seriousinjury associated with this problem.

Action Needed:

Locate and remove any affected forcepsin your inventory. Affected forceps were distributed between June 15 and July 10, 2018, in the U.S. The product
code and lot number can be found on the individual product packaging. For opened product in use, the sub-lot number is etched on the forceps handle
near the CE mark (see theimagein the letter ). If you received the Customer Reply Form directly from Baxter, complete and return it to Baxter using the
instructions on the form. If you did not receive aletter and reply form directly from Baxter, do not return areply form to Baxter. To arrange for product
return and to receive credit, contact Synovis by telephone using the information below with your Synovis account number, product code, lot number, and
quantity of product to be returned. 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 any adverse events associated with the use of affected product to Synovis 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; fax at (800) 332-0178; by mail (using postage-
paid FDA form 3500, available here) at MedWatch, FDA, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website .

For Further Information:

Synovis MCA

Tel.: (800) 510-3318 or (205) 941-0111, 8 am. to 5 p.m. Central time, Monday through Friday
Website: Click here

Comments:

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

Source(s):
e 2018 Nov 14. Member Hospital. Baxter letter submitted by an ECRI Institute member hospital: FA-2018-054 Download
e 2018 Nov 19. Manufacturer. Baxter confirmed the information provided in the source material.
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[High Priority ] - A31780 : Tosoh— Hemoglobin Alc Controls: May Degrade before Claimed 60-Day

Product Stability
Medical Device Ongoing Action

Published: Tuesday, November 20, 2018

UMDNS Terms:

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

[Consumable]
Tosoh Bioscience Inc
Product Part No. Lot No.
Hemoglobin Alc Controls 220232 7055

Geographic Regions: O(Impact in additional regions has& #160;not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Tosoh Bioscience Inc6000 Shoreline Ct Suite 101, South San Francisco, CA 94080, United States
Suggested Distribution: Clinical Laboratory/Pathology, Materials Management

Problem:

OIn an October 5, 2018, Urgent Medical Device Recall Correction letter submitted by an ECRI Institute member hospital, Tosoh states that athough
HbA1c levels 1 and 2 have a stahility claim of 60 days for opened vials, degradation may still occur, potentially resulting in POO peaks and the % HbA1c
control values drifting higher than the assigned range. Tosoh also states that this problem can be recognized when reviewing the chromatograms and the
calculated % HbA1c value. If degradation of the control lot occurs, this may result in delays when performing routine instrument quality control (QC),
potentially leading to delaysin testing and reporting patient test results. Tosoh has received two reports of this problem occurring; however, it has
received no reports of serious injuries related to this problem. Tosoh further states that this problem occurs because of improper storage. The
manufacturer has not confirmed the information provided in the source material.

Action Needed:

Oldentify any affected product in your inventory. If you have affected product, verify that you have received the October 5, 2018, Urgent Medical Device
Recall Correction letter and Acknowledgment Form from Tosoh. Complete the Acknowledgment Form, and return it to Tosoh using the instructions on
the form. Tosoh states that to avoid product degradation, exposure to light during storage should be avoided. Store the product away from direct light to
ensure a 60-day shelf life for the open product. Tosoh also states that affected product's instructions for use (IFU) and product labeling do not include
instructions to avoid exposure to light during storage. The storage and stability statement in the HbA 1c control IFU has been revised beginning with lot
number 7065 to indicate that the product must be stored away from light. If early degradation occurs, new controls should be used to verify the
instrument performance before use. If you obtained unexpected test results, experienced delays in test result reporting, or received any reports of illness
or adverse events associated with the use of affected product, contact the Tosoh technical support department using the information below. 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, and retain a copy of the letter with your records.

For Further Information:

Tosoh technical support department

Tel.: (800) 248-6764

Bernadette O'Connell, Tosoh

Tel.: (800) 248-6764, 9 am. to 5 p.m. Pacific time, Monday through Friday

E-malil: bernadette.oconnell @tosoh.com

Website: Click here

Comments:

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

Source(s):

e 2018 Nov 20. Member Hospital. Tosoh letter submitted by an ECRI Institute member hospital (includes reply form) Download

©2018 ECRI Ingtitute
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[High Priority ] - A31003 : OrthoSolutions—Double Trocar and Trocar Tip K-Wires: May Be

Mislabeled
Medical Device Ongoing Action

Published: Wednesday, November 21, 2018

UMDNS Terms:

® Drill Bits, Surgical, Bone, Wire Pass [33886]
Product Identifier:

[Consumable]
Ortho Solutions Ltd
Product Product No. Lot No.
1.6 x 75 mm Double Trocar K-Wires 0821675 110681
1.25 x 150 mm Trocar Tip K-Wires 05292120 1100576

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): Ortho Solutions LtdWest Station Business Park, Maldon, CM9 6FF, England
Suggested Distribution: OR/Surgery, Orthopedics, Materials Management

Problem: InaJuly 4, 2018, Urgent Field Safety Notice |etter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA),
OrthoSolutions states that the above K-wires may be mislabeled; the packaged K-wire does not match the label on the carton, pouch, or blister.

OrthoSol utions also states that that this problem could delay surgery if the mislabeled K-wires cannot be used for the procedure. This problem could also
lead to non-union or bone fracture if an incorrect K-wire is used for fracture fixation. Detectability of this problem is high because the incorrect K-wireis
noticeably different and is either half or double the length of the correct K-wire. OrthoSolutions further states that it has received no reports of patient
injury or adverse incidents related to the affected product. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the July 4, 2018, Urgent Field
Safety Notice and Field Safety Corrective Action Declaration Form from OrthoSolutions. Notify all relevant personnel at your facility of the information
in the Urgent Field Safety Notice letter, and forward a copy of the letter to any facility to which you have further distributed affected product. An
OrthoSol utions business devel opment manager will contact your facility to arrange for the isolation, removal, and replacement of unused affected
product. When affected product has been removed, complete the Field Safety Corrective Action Declaration Form and return it to OrthoSolutions.
For Further Information:

Samuel Chong, OrthoSolutions regulatory engineer

Tel.: 44 (1621) 878698

E-mail: sam.chong@orthosol.com

Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Ortho Solutions: K-wire [online]. London: Department of Health;
2018 Jul 16 [cited 2018 Nov 16]. (Field safety notice: reference no. 2018/007/009/601/003). Available from Internet: Click here.

Comments:

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

Source(s):
e 2018 Nov 16. MHRA FSN. 2018/007/009/601/003 Download
e 2018 Nov 16. MHRA FSN. CAPA 008-18 Download

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



mailto:sam.chong@orthosol.com

https://orthosol.com/contact/

https://orthosol.com/contact/

https://www.gov.uk/drug-device-alerts/field-safety-notices-09-to-13-july?utm_source=337e63a0-b4ff-463b-8b8f-d3e952390967&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notices-09-to-13-july?utm_source=337e63a0-b4ff-463b-8b8f-d3e952390967&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/183467/20181116OrthoSolutionsKWireMHRACover.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/183468/20181116OrthoSolutionsKWireMHRA.pdf



AFHajlan
(A31003) OrthoSolutions-Double Trocar and Trocar Tip K-Wir.pdf


www.ecri.org . Printed from Health Devices Alerts on Tuesday, November 27, 2018 Page 1

[High Priority ] - A31790 : Fresenius Kabi—0.9% Sodium Chloride Injections: Labeling May

Incorrectly Indicate That Stopper Does Not Contain Latex
Medical Device Ongoing Action, Pharmaceuticals Ongoing Action

Published: Wednesday, November 21, 2018

UMDNS Terms:

® |ntravenous Fluid Containers[12172]
Product Identifier:
[Consumable]

Fresenius Kabi USA

NDC Product No. Batch No.

Product

0.9% Sodium Chloride Injections, 63323-186-10, 63323-186-01 918610 6013112, 6013113, 6013114,
USP, 10 mL Fill ina10 mL Via 6013180, 6013181, 6013182,
6013237, 6013238, 6013239,
6013468, 6013512, 6013513,
6013551, 6013552, 6013553,
6013607, 6013608, 6013610,
6013627, 6013678, 6013679,
6013822, 6013823, 6013824,
6013924, 6013925, 6013926,
6014003, 6014004, 6014005,
6014260, 6014301, 6014302,
6014303, 6014304, 6014305,
6014306, 6014307, 6014384,
6014404, 6014405, 6014453,
6014454, 6014455, 6014479,
6014557, 6014558, 6014606,
6014649, 6014650, 6014704,
6014766, 6014767, 6014768,
6014841, 6014842, 6014843,
6014861, 6014862, 6014863,
6015049, 6015050, 6015088,
6015118, 6015127, 6015128,
6015186, 6015187, 6015188,
6015233, 6015234, 6015235,
6015285, 6015286, 6015287,
6015408, 6015409, 6015410,
6015452, 6015453, 6015454,
6015572, 6015573, 6015574,
6015616, 6015617, 6015618,
6015922, 6015923, 6015924,
6016002, 6016003, 6016004,
6016077, 6016104, 6016208,
6016209, 6016210, 6016258,
6016259, 6016260, 6016261,
6016262, 6016263, 6016264,
6016323, 6016324, 6016325,
6016383, 6016384, 6016385,
6016386, 6016387, 6016388,
6016389, 6016584, 6016585,
6016621, 6016622, 6016623,
6016765, 6016766, 6016767,
6016768, 6016769, 6016875,
6016876, 6016877, 6016878,
6016879, 6017288, 6017289,
6017290, 6017291, 6017382,
6017425, 6017426, 6017427,
6017428, 6017429, 6017470,
6017471, 6017472, 6017473,
6017474, 6017675, 6017726

0.9% Sodium Chloride Injections, 63323-186-20, 6332-186-03 918620 6013062, 6014162, 6014163,

USP, 20 mL Fill ina20 mL Via 6014164, 6014377, 6014378,
6014379, 6016005, 6016071,
6016072, 6016073, 6017383,
6017384, 6017422, 6017423,
6017424

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Fresenius Kabi USAThree Corporate Dr, Lake Zurich, IL 60047, United States
Suggested Distribution: Critical Care, Emergency/Outpatient Services, Nursing, OR/Surgery, Pharmacy, 1V Therapy, Materials Management

Problem: In aNovember 15, 2018, Urgent Drug Recall letter submitted by an ECRI Institute member hospital, Fresenius Kabi states that the product
insert for the above injections indicates that the stoppers do not contain natural rubber latex (see Attachment 1 of the letter ) and the tray label for the
above injections with product number 918620 incorrectly states that the stoppers do not contain latex (see Attachment 2 of the letter ). The above
products do have stoppers containing natural rubber latex. Fresenius Kabi also states that it has received no reports of adverse events related to this
problem. Therisk of exposure to latex alergensin the drug product from these stoppersislow. Reactions to latex because of latex exposure from alatex-
containing rubber stoppered vial arerare. If exposed, areaction in susceptible individuals and for those with severe allergies could be severe. The
manufacturer has not confirmed the information provided in the source material.

Action Needed:

©2018 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
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Identify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the November
15, 2018, Urgent Drug Recall letter, Response Form, and return goods label and packing slip from Fresenius Kabi. Return affected product to Fresenius
Kabi at 600 Supreme Drive, Bensenville, IL 60106, United States using the enclosed label and packing slip. Fresenius Kabi will provide your facility
with credit for returned product. Complete the Response Form, and return it to Fresenius Kabi using the instructions in the | etter.

For Further Information:

For information regarding product return:

Fresenius Kabi quality assurance department

Tel.: (866) 716-2459

For clinical/technical information inquiries and adverse event (ADE) reporting:
Fresenius Kabi vigilance or medical affairs department

Tel.: (800) 551-7176

Website: Click here

Comments:

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

Source(s):

e 2018 Nov 20. Member Hospital. Fresenius Kabi letter submitted by ECRI Institute member hospital (includes reply form) Download
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*  The sign (#) on the left side of the FSN's indicates that the source of this FSN is ECRI

* : 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=10&rid=13552
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[High Priority ] - A31772 : Pennine— Prestrol Suction Catheters: May Be Blocked
Medical Device Ongoing Action

Published: Wednesday, November 21, 2018

UMDNS Terms:

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

[Consumable]
Pennine Healthcare Ltd
Product Product No. Lot No.
7 Fr (2.3 mm) 48 cm Prestrol Suction Catheters 0OSC-1207/48 18F18

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

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

Problem:

OInaNovember 14, 2018, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA),
Pennine states that the above suction catheters may be blocked, causing inability to perform suction. Pennine also states that if an alternative suction
catheter is not available, this problem could cause serious harm. The manufacturer has not confirmed the information provided in the source material .

Action Needed:

Oldentify and isolate any affected product in your inventory. If you have affected product, verify that you have received the November 14, 2018, Urgent
Field Safety Notice letter and Field Safety Notice Acknowledgment Form from Pennine. Complete the form, and return it to Pennine using the
instructions on the form. Upon receipt of the form, Pennine will arrange for return or destruction of affected product. Pennine will provide your facility
with replacement product. Notify all relevant personnel at your facility of the information in the Urgent Field Safety Notice letter, and forward a copy of
the letter to any facility to which you have further distributed affected product. Retain a copy of the letter with your records.

For Further Information:

Pennine

Website: Click here
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