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SBED Weekly Update 24-Oct-17

Dear,
SBED team is pleased to inform you that 30 new FSCA/recalls posted on SFDA website
(Please note: below list of FSCA/ recalls for the period of 10/16/2017 to 10/22/2017

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 IlI: 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

Anaesthetic and respiratory devices

New Pulsavac Plus System 10/17/2017 Zimmer, INC.... Medical Regulations Gate FSN  A/Ca\

# New Pure Stationary Oxygen  10/22/2017 Inovo, Inc N/A 2
Concentrators,

Dental devices

New Abut Gold Friction-Fit 10/19/2017 Biomet 3i Inc Asnan Medical Services 2 A/CaV

Diagnostic and therapeutic radiation devices

New Integra CUSA Clarity 10/17/2017 Integra LifeSciences Bio Standards FSN  https
Footswitch packaged with ://nc
CUSA Clarity Console (Ref mdr.

C7000

New Kalare (DREXKL80) 10/18/2017 »ra Medical Systems Corpo Gulf Medical Co. 2 A/Ca\


http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11630
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11650
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11636
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11641
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www.ecri.org . Printed from Health Devices Alerts on Sunday, October 22, 2017 Page 1

[High Priority ] - A29356 : Inovo—Pure Stationary Oxygen Concentrators: Oxygen Output May Be

below Published Specifications
Medical Device Ongoing Action

Published: Tuesday, October 17, 2017

UMDNS Terms:
® Oxygen Concentrators [12873]

Product Identifier:

OPure Stationary Oxygen Concentrators [Capital Equipment]
Model Nos.: CH5000, CH5000S

All serial numbers

Geographic Regions: O(Impact in additional regions may not be identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Inovo Technology Inc2975 Horseshoe Dr S Suite 600, Naples, FL 34104-6103, United States
Suggested Distribution: Clinical/Biomedical Engineering, Nursing, Pulmonology/Respiratory Therapy, Home Care

Problem:

OInan October 5, 2017, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Inovo states that the above oxygen
concentrators demonstrated an aggregate complaint/service rate greater than 35% for low oxygen purity (output oxygen below the published
specification). Inovo also states that possible use of the above oxygen concentrators during periods of low oxygen purity (<87%) may result in limited
minor impairment or conditions that are temporary and reversible. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Oldentify any affected oxygen concentratorsin your inventory. If you have affected oxygen concentrators, verify that you have received the October 5,
2017, Urgent Medical Device Recall letter and Recall Return Response Card from Inovo. Contact all patients and customers that currently have the above
oxygen concentrators in their homes or facilities, inform them of thisrecall, and collect affected products from their homes or facilities. Destroy all
affected products using Inovo's instructions below:

1 Ensure that the unit is not plugged into an electrical outlet.
2. Cut the power cord of each oxygen concentrator.

3. Take adigital photo of each oxygen concentrator that depicts both the power cord and the serial number of the unit. Note that the serial
number islocated on alabel on the back of the unit.

. Dispose of the oxygen concentrator in accordance with local ordinances.
5. Record the serial number of each unit that is destroyed, and sign and date the enclosed Recall Return Response Card.

E-mail the completed response form and photos documenting destruction to Inovo4209@stericycle.com or fax to (877) 497-2559. Inovo has
discontinued sales of the Pure Stationary Oxygen Concentrators. Units that have been destroyed will be replaced with a DeVilbiss 525DS Oxygen
Concentrator to minimize any interruption in patient's supplemental oxygen therapy. Units that have been returned to Inovo for repair will not be returned
and will be replaced with a DeVilbiss 525DS Oxygen Concentrator. To report any suspected malfunction or adverse event related to this problem, contact
Inovo at the phone number 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 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:

Inovo

Tel.: (888) 679-5132, 8:00 am. to 5:00 p.m. Eastern Time, Monday through Friday

Website: Click here

Comments:

e [JOThisaertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repesat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original aert. For additiona information regarding the format of this dert, refer to our HDA Format Guide .

Source(s):
e 2017 Oct 17. Member Hospital. October 5, 2017, Inovo |etter Download

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



mailto:Inovo4209@stericycle.com

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

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

http://www.inovoinc.com/contact/

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/161784/20171005InovoPureStationaryOxygenConcentratorsCLIENT_Redacted.pdf
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Electro mechanical medical devices

#  New CADD Blue-Striped 10/16/2017 Smiths Medical, Inc MEDICARE DRUG 2
Administration Sets STORE COMPANY
New Carelink iPro Therapy 10/16/2017 Medtronic SA Medtronic Saudi Arabia. FSN  https
Management Software
New Catheter Mount Split 10/16/2017 Fisher & Paykel Saudi Health Services FSN  https
Tubing Cuff Healthcare Inc Co. Ltd.
Update Catheter Mount Split 10/17/2017 Fisher & Paykel Saudi Health Services FSN  https
Tubing Cuff Healthcare Inc Co. Ltd.
#  New eartStart MRx 10/16/2017 Philips Healthcare Philips Healthcare 2
Monitor/Defibrillator Saudi Arabia Ltd.
EtCO2 Modules ,
New O-arm O2 Surgical 10/19/2017 Medtronic SA Medtronic Saudi Arabia 2 https
Imaging System
In vitro diagnostic devices
# New AQUIOS CL Flow 10/16/2017 Beckman Coulter Al-Jeel Medical & 2
Cytometery Systems Trading Co. LTD
New MiSegDx Instrument 10/19/2017 Illumina Inc N/A FSN  A/Ca\
#  New RAPIDQC Complete 10/16/2017  Siemens Healthcare Abdulrauf Ibrahim 2
Solution Used with Diagnostics Batterjee & Bros.
RAPIDLab and Company
RAPIDPoint Systems
New Salmonella Antiserum,  10/18/2017 Bio Rad. lel Medical & Trading Co.  FSN  |A/Ca\
New Xpert EV Assay 10/19/2017 Cepheid A FOUAD HOLDING COI 2 A/CaV
Non-active implantable devices
New Anaconda 10/17/2017 ’ardiovascular Systems Co ULREHMAN AL GOSAIBI  FSN  A/Ca\


http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11628
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11629
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11640
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11647
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11646
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11643
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11649
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11633
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[High Priority ] - A29336 : Smiths—CADD Blue-Striped Administration Sets: Use with Unapproved

Pouches May Cause Leakage
Medical Device Ongoing Action

Published: Monday, October 9, 2017
Last Updated: Thursday, October 12, 2017

UMDNS Terms:
® |nfusion Pump Administration Sets [16579]

Product Identifier:
[JCADD Blue-Striped Administration Sets [Consumable]
Reference No. 21-7036-01

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), Canada
Manufacturer(s): Smiths Medical ASD Inc9 Riverside Rd, Weston, MA 02493, United States

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

Problem: Inan October 2, 2017, Urgent Medica Device Field Safety Notice letter submittedby an ECRI Institute member hospital, Smiths states that
leakage may occur if the above sets are used with unapprovedpouches, potentially resulting in underdelivery of medication to the patient.Smiths has
received atotal of 13 reports of seriousinjury associated withthe problem. Use of unapproved accessories may also void the product warranty.The
manufacturer has not confirmed the information provided in the sourcematerial .

Action Needed: Oldentify any affected product in your inventory. If you have affected product, verify that you have received the October 2, 2017,
Urgent Medical Device Field Safety Notice letter and Urgent Medical Device Field Safety Notice Response Form from Smiths. Smiths advises that you
perform the following actions:

e Verify that only Smiths pouches that are specifically designed for the above sets are being used with any affected product (refer to Table 1
inthe |etter ). Approved pouches will help prevent the kinking or strain on the tubing that causes leaks.

e Discard any unapproved pouches, and contact Smiths by telephone at the number below to purchase approved pouches.
o Notify al relevant personnel at your facility of the information in the letter.
e Complete the Urgent Medical Device Field Safety Notice Response Form, and return it to Smiths using the instructions on the form.

For Further Information:

Smiths Medical customer service department
Tel: (800) 258-5361

Website: Click here

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determinethat it is appropriate for customers to repesat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

Source(s):
e 2017 Oct 9. Member Hospital. Smiths letter submitted by ECRI Institute member hospital (includes reply form) Download

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/161456/20171002SmithsCADDBlueStripedAdminSetsClientRedacted.pdf?option=80F0607

https://www.smiths-medical.com/customer-support/contact-us

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/161612/20171002SmithsCADDBlueStripedAdminSetsClientRedacted.pdf
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[High Priority ] - A29330 : Philips—HeartStart MRx Monitor/Defibrillator EtCO2 Modules: May Not

Display EtCO2 or CO2 Waveform Because of Contamination
Medical Device Ongoing Action

Published: Friday, October 6, 2017

UMDNS Terms:
® Physiologic Monitor Modules, Exhaled Carbon Dioxide [20776]

Product Identifier:

OHeartStart MRx Monitor/Defibrillator End-Tidal CO2 (EtCO2) Modules [Capital Equipment]

Model Nos.: M3535A, M3536A; Serial Nos.: US00597060, US00597964, US00598048, US00598210, US00598784, US00599490, US00599495
US00599508, US00599572, US00599613, US00599615, US00599623, US005997206, US00600362, US00600363, US00600370, US00600422,
US00600423, US00600438, US00600483

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Philips Healthcare 3000 Minuteman Rd, Andover, MA 01810, United States

Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, Critical Care, Emergency/Outpatient
Services, OR/Surgery, Home Care, EM S/Transport

Problem:

OIn a September 2017 Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, Philips states that when operating
EtCO2 monitoring function, the above modules may be unable to obtain EtCOz2 because of contamination; if this occurs, the module will alert the user by
displaying adashed line in the waveform display and question marks in the parameter block. Philips also states that if this problem occurs, patients may
be at risk because of the following hazardous situations:

e The capnogram will not be displayed, which may result in unrecognized intubation/ventilation problems.
o COz/Respiratory rate monitoring will be unavailable.
e EtCO2 will not be displayed, requiring the user to rely on other parameters to adjust ventilation rate and depth.

The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Oldentify any affected product in your inventory (see the letter for an example label). If you have affected product, verify that you have received the
September 2017 Urgent Medical Device Correction letter from Philips. Use an alternative method of non-invasive ventilation monitoring. Philips will
contact your facility to schedule the repair of affected product. Notify al relevant personnel at your facility of the information in the Urgent Medical
Device Correction letter, and retain a copy with the equipment instructions for use.

For Further Information:

Philips

Tel.: (800) 722-9377

Website: Click here

Comments:

e [Thisadertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determinethat it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

Source(s):
e 2017 Oct 5. Member Hospital. Philips letter submitted by an ECRI Institute member hospital Download

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/161395/201709PhlipsHeartStartClient_Redacted.pdf?option=80F0607

https://www.usa.philips.com/healthcare/about/contact

https://members2.ecri.orgwww.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

https://members2.ecri.orgwww.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/161395/201709PhlipsHeartStartClient_Redacted.pdf
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[High Priority ] - A29345 : Beckman Coulter—AQUIOS CL Flow Cytometery Systems: May Duplicate

Sample Requests When Connected to an LIS, Potentially Leading to Sample Misidentification
Medical Device Ongoing Action

Published: Wednesday, October 11, 2017

UMDNS Terms:
® Cytometers, Automated [16582]

Product Identifier:
AQUIOS CL Flow Cytometer Systems [Capital Equipment]
Product No. B30166; All software versions (2.0, 2.0.1, 2.1)

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): Beckman Coulter Inc 250 S Kraemer Blvd, Brea, CA 92821-6232, United States
Suggested Distribution: Clinical/Biomedical Engineering, Clinical Laboratory/Pathology, Information Technology

Problem:

In a September 28, 2017, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Beckman Coulter states that when the
above systems are connected to alaboratory information system (L1S), they may duplicate sample requests leading to sample misidentification. This
problem can occur if the following conditions are met:

e The system isconnected to an LIS, and

e The system hasthe DEFAULT TEST enabled, and

e Host Query isenabled in the LIS setup screen on the system, and

e There are multiple cassettes in the autoloader, and

e TheLlShost query responseis received in abrief time window before the L1S response timeout occurs.

Beckman Coulter also states that when all of these conditions are met, a sample will follow two paths of test creation (LIS and DEFAULT TEST).
Beckman Coulter further states that all applications used on the above systems are affected by this problem and that when this problem occurs it will
result in sample misidentification and erroneous results will be generated. Beckman Coulter also states that the system will not always identify or flag the
erroneous results; however, some erroneous results may be flagged with "Sample ID reused.” The frequency will not be predictable; from the limited data
set that Beckman Coulter has analyzed, this random misidentification occurred 24 times out of 92,000 runs. Beckman Coulter further states that once the
duplicate test is created, the following events will occur:

e The software will continue to create multiple tests as long as there are tubes available (in the cassette in the autol oader).
e The system may associate an incorrect sample 1D with the run data

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 September 28, 2017, Urgent Medical
Device Recall letter and Response Form from Beckman Coulter. Perform an adjustment to the software options on affected systems by turning off the
DEFAULT TEST using the instructions in Attachment 1 of the letter . Thiswill eliminate the problem and result in one sample producing one set of
results. After doing this, samples with no LIS test requests will become entries in the incomplete tab. For instructions on how to run samples after the
DEFAULT TEST isturned off, see Attachment 2 of the letter. Beckman Coulter will contact your facility to assist in determining if any samples
previously run in your laboratory were affected. Beckman Coulter states that it is working on a permanent resolution to correct and eliminate this
problem. Notify all relevant personnel at your facility of the information in the letter, forward a copy of the letter to any facility to which you have further
distributed affected product, and retain a copy of the letter as part of your laboratory quality system documentation. If you received the letter through e-
mail, confirm that you have received it electronically. Otherwise, complete the Response Form and return it to Beckman Coulter using the instructions on
the form.

For Further Information:

Outside the U.S. and Canada:

Beckman Coulter local representative

U.S. and Canada:

Beckman Coulter customer service department

Tel.: (800) 369-0333

E-mail: L ScustomerL etter@beckman.com Wehsite: Click here

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repesat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original aert. For additiona information regarding the format of this dert, refer to our HDA Format Guide .

Source(s):

e 2017 Oct 9. Member Hospital. Beckman Coulter letter submitted by an ECRI Institute member hospital: FA-31978 (includes reply
form) Download

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/161477/20170928BeckmanCoulterAQUIOSSystemsClientRedacted.pdf?option=80F0607

mailto:LScustomerLetter@beckman.com

http://www.beckmancoulter.com/customersupport/support

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/161477/20170928BeckmanCoulterAQUIOSSystemsClientRedacted.pdf
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[High Priority ] - A29327 : Siemens —RAPIDQC Complete Solution Used with RAPIDLab and

RAPIDPoint Systems: Incorrect Value Assignments for Glucose and Lactose May Occur
Medical Device Ongoing Action

Published: Friday, October 6, 2017
Last Updated: Thursday, October 12, 2017
UMDNS Terms:
® Analyzers, Laboratory, Blood Gas/pH [15709]
® Analyzers, Point-of-Care, Whole Blood, Gas/pH [18510]
® |VD Test Reagent/Kits, Clinical Chemistry, Blood Gas/pH [17126]

Product Identifier:
Level 2 RAPIDQC Complete Solution used with the following RAPIDLab and RAPIDPoint Systems: (1) 400, (2) 405, (3) 500, (4) 1260, (5) 1265 [Capit
al Equipment, Consumable]

Solution Siemens Material No. 10309926
Solution Lot Nos.:

Geographic Regions: (Impact in additional regions has not been identified or rule out at the time of this posting), & #160;U.S.
Manufacturer(s): Siemens Healthcare40 Liberty Blvd, Malvern, PA 19355-9998, United STates
Suggested Distribution: Clinical/Biomedical Engineering, Clinical Laboratory/Pathology, Materials Management

Problem: In an October 2017 Customer Notification letter submitted by ECRI Institute member hospitals, Siemens states that incorrect value
assignments for glucose and lactose may occur with the above solutions when used with the above systems, potentially causing the recovery of the
quality control to be at the high end of the acceptable range or out of range. Siemens further states that patient results and operator safety are not affected
by this problem. 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 2017 Customer Notification |etter
from Siemens. Refer to tables 2 and 3 of the |etter for corrected targets and ranges for glucose and lactose. Retain a copy of the letter with your records,
and forward a copy of the |etter to any facility to which you have further distributed affected product.

For Further Information:

Siemens customer care center or Siemenslocal technical support representative

Website: Click here

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repesat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

Source(s):

e 2017 Oct 5. Member Hospital. October 2017 Siemens letter submitted by ECRI Institute member hospitals Download

Expiration Dates:

362601 MAY 31 2018
362602 JUL 31 2018
362603 OCT 31 2018
362701 JAN 31 2019

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/161622/201710SiemensRapidCompletesolutionClientRedacted.pdf?option=80F0607

http://www.usa.siemens.com/en/contact.php

https://members2.ecri.orgwww.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

https://members2.ecri.orgwww.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/161663/201710SiemensRapidCompletesolutionClientRedacted.pdf
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N/A
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11634
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11635
http://Attached
http://UCA
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11631
http://Attached
http://Attached
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11637
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11645
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www.ecri.org . Printed from Health Devices Alerts on Tuesday, October 17, 2017 Page 1

[High Priority ] - A29318 : Medicrea—PASS OCT Pedicle Screwdriver Shafts: May Be Incompatible

with Associated Screws
Medical Device Ongoing Action

Published: Friday, October 6, 2017

UMDNS Terms:
® Screwdrivers, Surgical, Bone/Bone Prosthesis [13517]

Product Identifier:
OPASS OCT Pedicle Screwdriver Shafts [Consumable]
Product No. A17210100; Batch Nos.: 14E0058, 16E0028, 1610027, 16K 0432

Geographic Regions: OO(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): Medicrea International 14 porte du Grand Lyon, F-01700 Neyron, France
Suggested Distribution: OR/Surgery, Orthopedics, Materials Management

Problem:

O0InaJduly 13, 2017, Safety Corrective Action Recall letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA),
Medicrea states that it has detected noncompliance during a functional control of a screw with the above screwdriver shafts, resulting in an inability to
screw in the associated screw and difficulty removing the screwdriver from the prosthesis. Medicrea further states that the screwdriver may be
incompatible with the associated screws, potentially rendering the tool unusuable during surgery. 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 July 13, 2017, Safety Corrective Action
Recall |etter from Medicrea. Return affected product to Medicrea. Medicreawill provide your facility with replacement product.

For Further Information:

Medicrea

Tel.: 33 (4) 72018787

Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. MEDICREA: PASS OCT/pedicle screwdriver shaft A17210100
[online]. London: Department of Health; 2017 Oct 2 [cited 2017 Oct 3]. (Field safety notice; reference no. 2017/009/020/291/003).
Available from Internet: Click here.

Comments:

e [J00O0OThisaertisaliving document and may be updated when ECRI Institute receives additional information. In circumstancesin which
we determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been
identified), we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations,
and/or source documents, to the original alert. For additiona information regarding the format of this alert, refer to our HDA Format Guide

Source(s):
e 2017 Oct 3. MHRA FSN. 2017/009/020/291/003 Download
e 2017 Oct 3. MHRA FSN. Download

©2017 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/161087/20171002MedicreaScrewdriverShaftMHRA.pdf
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[High Priority ] - A29331 : MicroPort—Schanz Self-Drilling Screws: Sterility May Be Compromised
Medical Device Ongoing Action

Published: Monday, October 9, 2017

UMDNS Terms:
® Screws, Bone[16101]

Product Identifier:
OSchanz Self-Drilling Screws [Consumable] Model/Catalog No. 20070057; Lot/Serial No. 1723305

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), Canada
Manufacturer(s): MicroPort Orthopedics Inc 5677 Airline Rd, Arlington, TN 38002, United States
Suggested Distribution: Infection Control, OR/Surgery, Orthopedics, Materials Management

Problem: Health Canada states that the pouches containing the above screws may have an inadequate seal, potentially resulting in serious adverse
events such as localized and/or systemic infections. Health Canada al so states that the manufacturer initiated a recall on September 19, 2017. 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 been contacted by MicroPort.
For Further Information:MicroPort Orthopedics

Website: Click here

OReferences:

e Health Canada. Recalls and safety aerts. Schanz screw self drill [online]. 2017 Oct 5 [cited 2017 Oct 6]. Available from Internet: Click
here.

Comments:

e [Thisdertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

Source(s):
e 2017 Oct 6. Health Canada Recall Listings. Type Il. RA-64752 Download

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
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http://www.microport.com/en/investor.php?curr_page=investor_contact

http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2017/64752r-eng.php

http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2017/64752r-eng.php

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf
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[High Priority ] - A29341 : Intrinsyk—Microdot 28 G x 1.8 mm Safety Lancets: Automatic Safety

Mechanism May Not Engage after Use
Medical Device Ongoing Action

Published: Thursday, October 19, 2017

UMDNS Terms:
® | ancets, Blood [10440]
® Lancets, Blood, Protective [18865]

Product Identifier:
OMicrodot 28 G x 1.8 mm Safety Lancets [Consumable]
Catalog No. CS-PA28-200; Lot No. 160005 EXP MAR 2021

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): Intrinsyk LLC15 Ermer Rd Suite 205, Salem, NH 03079, United States

Suggested Distribution: Critical Care, Emergency/Outpatient Services, Infection Control, Nursing, Diabetes Education/Coordination, Home Care,
Phlebotomy, Point-of-Care Coordination, Materials Management

Problem:

Inan April 18, 2017, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Intrinsyk

states that the automatic safety mechanism on the above lancets may not engage correctly after use. Intrinsyk also states that this may leave the needle

exposed, potentially posing arisk of needle-stick injury to the clinician or patient. 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 April 18, 2017, Urgent Field
Safety Notice letter from Intrinsyk. To arrange for product return and replacement, contact Intrinsyk. Report any adverse events associated with this
problem to Paul Fuller, Intrinsyk, using the information below. 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.

For Further Information:

Paul Fuller, Intrinsyk president/COO

Tel.: (603) 898-2422

E-mail: Paul.Fuller@Intrinsyk.com

Website: Click here

References:
e Great Britain. Medicines and Healthcare Products Regulatory Agency. Intrinsyk Medical Devices [online]. London: Department of Health;
2017 Oct 9 [cited 2017 Oct 16]. (Field safety notice; reference no. 2017/008/017/601/017). Available from Internet: Click here.
Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repesat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original aert. For additiona information regarding the format of this aert, refer to our HDA Format Guide .

Source(s):

e 2017 Oct 16. MHRA FSN. 2017/008/017/601/017 Download
e 2017 Oct 16. MHRA FSN. Download

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
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http://intrinsyk.com/www/
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www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/162000/20171009IntrinsykMicrodotLancetsMHRACover.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/162001/20170418IntrinsykMicrodotLancetsMHRA.pdf
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[High Priority ] - A29311 : AngioDynamics—5 Fr x 65 cm Soft-Vu Omni Flush Angiographic

Catheters: Distributed before Completion of All Required Poststerilization Release Activities
Medical Device Ongoing Action

Published: Tuesday, October 10, 2017

UMDNS Terms:
® Catheters, Cardiac, Angiography [18679]
® Catheters, Vascular, Angiography [10688]

Product Identifier:

5 Fr x 65 cm Soft-Vu Omni Flush Angiographic Catheters [Consumable]

Product No. H787107322015; Reference/Catalog No. 10732201; Batch/L ot No. 5229642

Units distributed beginning September 14, 2017

For product information specific to your facility (i.e., quantity shipped, date shipped, sales order number), see the Reply Verification Tracking Formin
the letter sent to your facility.

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): AngioDynamics Inc 603 Queensbury Ave, Queensbury, NY 12804, United States
Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Infection Control, OR/Surgery, Materials Management

Problem:

In an October 4, 2017, Urgent Voluntary Medical Device Recall letter submitted by an ECRI Institute member hospital, AngioDynamics states that the
above catheters were placed into distribution before completion of all required poststerilization release activities. AngioDynamics also states that,
athough there are no known problems with the use of the above catheters, without the completion of the required poststerilization release activities, it is
unable to assure the safety and efficacy of the catheters. AngioDynamics further states that it has received no complaints or reports of patient injuries
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 cathetersin your inventory. The reference/catalog number and lot/batch number are located on the
labeling. If you have affected product, verify that you have received the October 4, 2017, Urgent Voluntary Medical Device Recall letter, Reply
Verification Tracking Form, and RMA/address label from AngioDynamics. Regardless of whether you have affected product to return, complete the
Reply Verification Tracking Form and return it to AngioDynamics using the instructions on the form. To obtain replacement product or credit for
returned product, contact the AngioDynamics customer service department by telephone using the information below. Return affected product to
AngioDynamics, Attn: Soft-Vu Omni Flush Recall Coordinator, at the address above using the instructions in the letter. 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.

For Further Information:

AngioDynamics customer service department

Tel.: (800) 772-6446, 8 am. to 7 p.m. Eastern time, Monday through Friday
E-mail: recall @angiodynamics.com

Website: Click here

Comments:

e Thisalertisaliving document and may be updated when ECRI Institute receives additional information. In circumstancesin which we
determine that it is appropriate for customers to repesat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original aert. For additional information regarding the format of this aert, refer to our HDA Format Guide .

Source(s):

e 2017 Oct 5. Member Hospital. AngioDynamics letter submitted by an ECRI Institute member hospital (includes reply form) Download

©2017 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 ] - A29323 : Cardinal Health—Degania Silicone Jackson-Pratt Drains: Sterile Pouch May
Have a Weak Seal
Medical Device Ongoing Action

Published: Friday, October 6, 2017

UMDNS Terms:
® Drains, Wound [11305]

Product Identifier:
24 Fr Jackson-Pratt (JP) Channel Silicone Round Hubless Drains [Consumable]
Catalog No. JP-2234; Lot No. P1607442

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

Distributor(s): ® Cardinal Health Medical Products & amp; Services Group1450 Waukegan Rd, McGaw Park, IL 60085-3975, United States
Manufacturer(s): Degania Silicone LtdDegania Bet, 1513000, |srael

Suggested Distribution: Critical Care, Emergency/Outpatient Services, Infection Control, Nursing, OR/Surgery, Home Care, Materials
Management

Problem:

In an October 4, 2017, Urgent Product Recall |etter submitted by an ECRI Institute member hospital, Cardinal Health states that the sterile pouch
containing the above drains may have aweak seal. Cardinal Health also states that it has received no reports of injury related to this problem. The
manufacturer and distributor have 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 4, 2017, Urgent Product Recall
letter and Recall Acknowledgment Form from Cardinal Health. Open the white box of ten units and evaluate each product. Ensure that the pouches
contain alabel on the paper side. Regardless of whether you have affected product, complete the Recall Acknowledgment Form and return it to Cardina
Health using the instructions on the form. To arrange to return unlabeled product, contact Judy Paguette, Degania Silicone, by e-mail at
judyp@deganiasilicone.com .

For Further Information:

Cardinal Health customer advocacy department
Tel.: (800) 292-9332

Website: Click here

Comments:

e Thisalertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repesat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original aert. For additiona information regarding the format of this aert, refer to our HDA Format Guide .

Source(s):
e 2017 Oct 6. Member Hospital. Cardinal Health letter submitted by ECRI Institute member hospital (includes reply form) Download
e 2017 Oct 6. Member Hospital. Degania Silicone (includes reply form) Download

©2017 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 ] - A29296 04 : *McKesson—Medline Aplicare Povidone lodine Prep Pads: May Not
Meet lodine Assay Level Requirements to Support 36-Month Expiration Dating [Update]
Medical Device Ongoing Action

Published: Thursday, October 12, 2017
Last Updated: Friday, October 13, 2017

UMDNS Terms:
® Procedure Kit/Trays [28961]

Product Identifier:
Aplicare Povidone lodine Prep Pads contained in Medline Kits [Consumable]
Units distributed beginning October 6, 2015

Description: Lot Nos.: NDC Nos.: UPC Nos.: Econo Nos.:

rovone 00 £5664 12 587 2020
PREP PAD APL ’
200 63974 EXP JUN 30 2019,
61998 EXP OCT 31 2018

52380000105 35238000015 2742187

POVIDONE 10D 65864 EXP FEB 29 2020,

64701 EXP SEP 30 2019,
S(F)QSP PAD APL 63974 EXP JUN 30 2019, 52380011101 N/A 3447638

61998 EXP OCT 31 2018

POVIDONE 10D

66916 EXP JUN 30 2020,
SSEP PAD APL 66549 EXP APR 30 2020 52380411101 N/A 3666443

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

Distributor(s): ® McKesson CorpOne Post St, San Francisco, CA 94104, United States
Manufacturer(s): Medline Industries IncOne Medline Place, Mundelein, IL 60060, United States
Suggested Distribution: Dialysis’Nephrology, Infection Control, Nursing, OR/Surgery, Home Care, IV Therapy, Materials Management

Summary:

O0OThis dert provides information on a McKesson subrecall of the above products based on an October 9, 2017, Urgent Recall I1tem List Corrected letter.
The distributor has not confirmed the information provided in the source material. For information on the action initiated by Medline, see Alert A29296 .
Problem:

OIn a September 28, 2017, Immediate Action Required letter submitted by ECRI Institute member hospitals, Medline states that stability reviews of the
above pads indicate that they are not meeting the iodine assay level requirements to support 36-month expiration dating, and the manufacturer is updating
it to two-year expiration dating. Medline also states that the above product was additionally used as a component in the above kits. The manufacturer has
not confirmed the information provided in the source material.

Action Needed:

Oldentify and isolate any affected kitsin your inventory. If you have affected product, verify that you have received the October 9, 2017, Urgent Recall
Item List Corrected letter from McKesson. To obtain credit, McKesson customers should transmit arequest for return authorization as unsaleable,
manufacturer recall, and return within 30 days to your McKesson servicing distribution center using your McK esson Connect, Mobile Manager, or
Telestock. McKesson customers currently participating in a McK esson administered Return to Vendor program should return affected product to their
designated returns processor. All other customers should follow the instructions provided below. The following actions are those listed in Alert A29296 .
If you have affected product, verify that you have received the September 28, 2017, Immediate Action Required letter, Verification Form, and stickers

from Medline. Regardless of whether you have affected product, complete the Verification Form, and return it to Medline by e-mail at
recalls@medline.com or by fax at (866) 767-1290. Attach enclosed stickers to affected kits; if additional stickers are needed, contact Medline by

telephone at (866) 359-1704. Do not use the affected Aplicare povidone iodine prep pad components; use another approved product from your sterile
supply. Forward a copy of the letter to any facility to which you have further distributed affected product.

For Further Information:

McKesson

Website: Click here

Benita Aponte, Medline

Tel.: (203) 630-4829

E-mail: BAponte@medline.com

Website: Click here

Comments:
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e [OThisaertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or

source documents, to the original alert. For additional information regarding the format of this aert, refer to our HDA Format Guide .

Source(s):
e 2017 Oct 12. Distributor. RC: 17-170A Download
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*  The sign (#) on the left side of the FSN's indicates that the source of this FSN is ECRI
* Dndicates 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. re/CA, mpositeListing.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=11648
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=3&rid=11644
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx

