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SBED Weekly Update 07-Nov-17

Dear,
SBED team is pleased to inform you that 44 new FSCA/recalls posted on SFDA website
(Please note: below list of FSCA/ recalls for the period of 10/30/2017 to 11/5/2017

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 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

Assistive products for persons with disability

# Update A-series lift - A625 10/30/2017 = Ergosafe Products LLC N/A 2 ttacheg

Dental devices

New  SimplylnterActive Implant, 11/2/2017 | Direct Sybron Manufactu Abdullah Alzoman Est. foi  FSN A/Ca\

Diagnostic and therapeutic radiation devices

New Ablatherm Integrated 10/30/2017 EDAP TMS FRANCE SAS, Dar Al-Zahrawi Medical 2 https

Imaging device Co. LLC
New Drystar DT 2 C Hardcopy  11/2/2017 AGFA Corp. Gulf Medical Co. 2 https
Film 14" x 17"

Electro mechanical medical devices

# Update ARCTIC SUN 5000 10/30/2017 CRBard Inc C.R. BARD Saudi Arabia 2 Attac

Temperature hed g
Management Systems ,



http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11707
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11686
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11710
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[High Priority ] - A29354 : Handicare—Prism Medical A-625 Patient Lifts: Lift Strap May Wear

Prematurely at Max Load
Medical Device Ongoing Action

Published: Monday, October 23, 2017
Last Updated: Thursday, October 26, 2017

UMDNS Terms:
® Lifts, Patient Transfer [12330]

Product Identifier:

Prism Medical A-625 Non-A/C-Powered Max Load 625 |b (283 kg) Patient Lifts [Capital Equipment]

Serial Nos.: A6M0001526, A6M 0001527, A6M 0001528, A6M 0001529, A6M 0001530, A6M 0001485, A6M 0001486, A6M 0001498
Units manufactured between April 25 and June 12, 2017

8 units distributed

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), Canada, U.S.
Manufacturer(s): Prism Medical, Handicare company 2201 Hangar Pl Suite 200, Allentown, PA 18109, United States
Suggested Distribution: Clinical/Biomedical Engineering, Nursing, Facilities/Building Management, Physical Therapy/Rehabilitation

Problem:

FDA's Center for Devices and Radiological Health (CDRH) states that the lift strap for the above lifts may wear prematurely at max load (625 Ib) because
of asupplied component that was not manufactured to specification. FDA's CDRH also states that if the strap wears during use, the individual being
supported by the lift may fall. FDA's CDRH further states that the manufacturer initiated a recall by e-mail on September 8, 2017. 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 been contacted by Handicare. A Handicare
representative will contact your facility to arrange for product replacement.

For Further Information:
Handicare

Tel.: (866) 891-6502
Website: Click here

References:
United States:

e Food and Drug Administration. Center for Devices and Radiological Health. Class 2 device recall PRISM MEDICAL A625 [onling]. 2017
Sep 15 [cited 2017 Oct 16]. Available from Internet: Click here.

e Food and Drug Administration. FDA Enforcement Report. Event ID: 78096 [onling]. 2017 Oct 18 [cited 2017 Oct 18]. Available from
Internet: Click here.
Comments:

e [or information on arelated action initated by Handicare, see Alert A28227 01 .

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 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 16. FDA CDRH Database. Class |1. Z-0013-2018 Download
e 2017 Oct 18. FDA Enforcement Report. Class |1. Z-0013-2018

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



http://www.handicare.com/us/contact-us.aspx

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRes/res.cfm?ID=158653

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRes/res.cfm?ID=158653

https://www.accessdata.fda.gov/scripts/ires/index.cfm

https://www.accessdata.fda.gov/scripts/ires/index.cfm

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1632070

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1632070

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/162448/20170908HandicarePrismMedicalA-625PatientLiftsCDRH.pdf
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[High Priority ] - A28364 01 : Bard—ARCTIC SUN 5000 Temperature Management Systems:

Components May Fail If Preventive Maintenance Is Not Performed
Medical Device Ongoing Action

Published: Thursday, October 26, 2017

UMDNS Terms:
® Warming/Cooling Units, Patient [12068]

Product Identifier:

ARCTIC SUN® 5000
Temperature
Management
Systems:

Product Nos.:

220-240 V Europe  5000-01-01
220-240V UK 5000-01-02
230V Switzerland  5000-01-07
230 V South Africa  5000-01-08

[Capital Equipment]
Previous Product Listing: Alert A28364

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), Europe, U.K., &#160;U.S.
Manufacturer(s): Bard Medical8195 Industria Blvd, Covington, GA 30014, United States
Suggested Distribution: Anesthesia, Clinical/Biomedical Engineering, Critical Care, Emergency/Outpatient Services, Nursing, OR/Surgery

Summary:

OThis Alert provides additional information regarding Alert A28364 based on an Urgent Field Safety Notice letter posted by the U.K. Medicines and
Health Products Regulatory Agency (MHRA). New information is provided in the Product I dentifier, Geographic Regions, and Action Needed fields.
Problem: InaMarch 31, 2017, Urgent Customer Notification letter submitted by ECRI Institute member hospitals, Bard states that continued use of the
above systems in excess of 2,000 system hours, without conducting preventive maintenance, may result in failure of certain componentsin the system,
most notably the mixing pump, which runs continuously during operation. These mixing pump failures may cause the system to be unavailable for use,
which may result in the inability of the system to cool or rewarm the patient, as intended. 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 Urgent Field Safety Notice letter and
Reply Effectiveness Check Form from Bard. Complete the Reply Effectiveness Check Form, and return it to Bard using the information in the letter.
Notify al relevant personnel at your facility of the information in the letter and forward a copy of the letter to any facility to which you have further
distributed affected product. Contact your local Bard representative to purchase a preventative maintenance program or to purchase individual
components. Product return is not required. The following actions are those listed in Alert A28364 . To determine how many system hours are on your
temperature management system, turn the device on and from the Therapy Selection screen pressthe “Help” button on the lower left then, pressthe
“Help Index™ button, select “Maintenance and Service” topic, select “ System Diagnostics’ subtopic, press “Display” and scroll to the bottom of the page
to find the system hours. If you have affected product, verify that you have received the March 31, 2017, Urgent Customer Notification letter

and Acknowledgment Receipt Form from Bard. In an effort to support customers in maintaining system performance, Bard is offering a Preventive
Maintenance Program for the above systems. This program is being implemented to encourage you to periodically service key components of the
temperature management system to maintain system performance. If you have a system approaching or exceeding 2,000 system hours, contact Bard
customer service department by telephone at (800) 526-4455 (select option 5 then option 5) to obtain more details regarding Bard's Preventive
Maintenance Program. If your system has less than 2,000 hours, be aware that that Bard offers the Preventive Maintenance Program to address potential
problems before they occur and to maintain device availability. Forward a copy of the letter to any facility to which you have further distributed affected
product. Complete the Acknowledgment Receipt Form and return it to Bard using the instructions on the form. If the system becomes unavailable for use,
the following alternative conventional methods to control the patient's temperature should be used:

e Troubleshoot and restore temperature management.
e Switch to another ARCTIC SUN 5000 Temperature Management System, if available.
e Select different surface or intravascular targeted temperature management device, if available.

e Revert to conventional means for inducing and maintaining hypo- or normothermia such asice, cold packs, wet towels, fans or intravenous
infusion of chilled saline to induce hypothermia.

For Further Information:
Bard
Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Medivance: Arctic Sun® temperature management system [online].
London: Department of Health; 2017 Oct 24 [cited 2017 Oct 25]. (Field safety notice; reference no. 2017/008/004/701/010). Available from
Internet: Click here.

Comments:
©2017 ECRI Institute

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



www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1630039

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1630039

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1630039

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1630039

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1630039

http://www.bardmedical.com/about-us/Contact

https://www.gov.uk/drug-device-alerts/field-safety-notice-16-to-20-october-2017

https://www.gov.uk/drug-device-alerts/field-safety-notice-16-to-20-october-2017
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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 aert, refer to our HDA Format Guide .

Source(s):

e 2017 Oct 25. MHRA FSN. 2017/008/004/701/010 Download
e 2017 Oct 25. MHRA FSN. (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.



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/162412/20171024BardArcticSunMHRACover.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/162413/2017BardArcticSunMHRA.pdf
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11698
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11687
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11700
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11694
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11709
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11697
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11706
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[High Priority ] - A29437 : GE—Giraffe OmniBed, Incubator, OmniBed Carestation, and Incubator

Carestation Systems: Relay Board May Fail
Medical Device Ongoing Action

Published: Monday, October 30, 2017

UMDNS Terms:
® |ncubators, Infant [12113]

Product Identifier:
OGiraffe Systems: (1) Incubator, (2) Incubator Carestation, (3) OmniBed, (4) OmniBed Carestation [Capital Equipment]
Units distributed between September 2016 and June 2017

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): GE Healthcare9900 Innovation Dr, Wauwatosa, WI 53226, United States
Suggested Distribution: Clinical/Biomedical Engineering, Nursery, Nursing, Facilities/Building Management, NICU

Problem:

OIn an October 23, 2017, Important Product Information |etter submitted by an ECRI Institute member hospital, GE states that the relay boards of the
above systems may fail, potentially causing the system to display a"System Failure 25" message during power up or a"Fan Failure" alarm during use. If
this message or alarm is present, the system will no longer function until the relay board is replaced.

Action Needed:

Oldentify any affected systemsin your inventory. If you have affected systems, verify that you have received the October 23, 2017, Important Product
Information letter and Reply Form from GE. If systems at your facility work without displaying the above message or alarm, you can continue to use
them. If the system displays the message or alarm, discontinue use of the system. Indicate that you need a replacement kit on the Reply Form, and return
it to GE using the information on the form. Do not return the form to GE if you do not need a replacement kit.

For Further Information:

GE service department

Tel.: (800) 437-1171

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 aert. For additiona information regarding the format of this aert, refer to our HDA Format Guide .

Source(s):

e 2017 Oct 27. Member Hospital. Reference No. 32055 (includes reply form) Download
e 2017 Oct 30. Manufacturer. The manufacturer confirmed the information provided in the source material .

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



http://www3.gehealthcare.com/en/global_gateway

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/162584/20171223GEGiraffeSystemsCLIENT_Redacted.pdf
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[High Priority ] - A28934 01 : *Baxter—HomeChoice and HomeChoice PRO Automated PD Cyclers:
Failure to Adhere to Disposable Set Opening Instructions May Cause Cassette Damage, Potentially

Leading to Delivery of Air into Patient Line [Update]
Medical Device Ongoing Action

Published: Tuesday, October 24, 2017
Last Updated: Thursday, October 26, 2017

UMDNS Terms:
® Peritoneal Dialysis Units[11226]

Product Identifier:

e e produc
Cyclers: "
115V/230V Claria 5C6M10
230V 5C4474
230 V Claria 5C6MO00
230 VPRO R5C8320

[Capital Equipment]
All serial numbers
Previous Product Listing: Alert A28934

Geographic Regions: Algeria, Austria, Bahrain, Belarus, Belgium, & #160;Bosnia and Herzegovina, Bulgaria, Croatia, Czech Republic, Denmark,
Egypt, Estonia, Finland, France, Georgia, Germany, Greece, Hungary, Iran, Ireland, Isragl, Italy, Jordan, Kazakhstan, Kuwait, Latvia, Lebanon,
Lithuania, Luxembourg, Macedonia, Malta, Montenegro, Morocco, The Netherlands, Norway, Oman, Poland, Portugal, Qatar, Russia, Saudi Arabia,
Serbia, Slovakia, Slovenia, South Africa, Spain, Sweden, Switzerland, Tunisia, Turkey, Ukraine, United Arab Emirates, U.K.

Manufacturer(s): Baxter Healthcare CorpOne Baxter Pkwy, Deerfield, IL 60015-4625, United States
Suggested Distribution: Clinical/Biomedical Engineering, Critical Care, DialysisNephrology, Nursing, Home Care

Summary:

OThis Alert provides additional information based on a July 2017 Important Product Information letter, an August 1, 2017, Important Product
Information letter, and manufacturer correspondence regarding Alert A28934 . Additional information is provided in the Product Identifier and
Geographic Regions fields. The manufacturer states that although this is a worldwide action, the above Product Identifier information is specific to the
EMEA Geographic Regions listed above.

Problem:

Inaduly 5, 2017, Important Product Information letter submitted by an ECRI Institute member hospital, Baxter states that it has been made aware that
users may not be following the instructions in the operator's manual of the above cyclers and may be incorrectly opening the disposable set packaging
while setting up PD therapy, potentially damaging the cassettes for the cyclers. Baxter also states that the operator's manual specifically instructs the
operator to open the disposable set packaging by hand and not to use tools that may damage the cassette sheeting, such as knives, scissors, and clamp
accessories. If the user does not follow these instructions for opening the disposable set packaging, the patient valve portion of the cassette sheeting (see
Figure 1 in the letter ) may be damaged and the damage may go undetected by the cycler and the user. If this occurs, delivery of air into the patient line
at arate of 10 to 30 mL/minute may result during thefill or dwell phase of PD therapy. Baxter further states that this may result in pneumoperitoneum
(air in the peritoneal cavity), which, if clinically significant, would present as pain. With increased intraperitoneal pressure from significant volume of air,
thereis potential for serious adverse health consequences.

Action Needed:

The following actions are those listed in Alert A28934 . Asinstructed in the operator's manual and the patient at-home guide, open the packaging of
disposable sets by hand. Do not use a knife, scissors, or other sharp object to open the packaging. Be aware that flow of fluid out of the connector at the
end of the patient line after the prime phase of PD therapy isavisual indication of the potential for air delivery because of an undetected hole over the
patient valve area in the cassette sheeting. Baxter is updating the HomeChoice labeling to include the additional risk information described above,
including the following excerpt:

e "NOTE: Fluid flow out of the connector at the end of the patient line when only the heater bag is on the heater pan and when the patient line
or extension lineis correctly positioned in the organizer may indicate a hole in the cassette sheeting and could lead to delivery of non-sterile
air to your peritoneal cavity.

e "End therapy. Return the disposable set to Baxter by calling Baxter Technical Assistance at the number located in Numbersto Call for
Assistance on page 1-1. Restart your therapy using al new supplies (solution bags and disposable set).”

For the complete new labeling, see the enclosure in 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. Notify
al relevant personnel at your facility of theinformation in the letter, and forward a copy of the letter to any facility to which you have further distributed
affected product. Report any adverse events associated with the use of affected product to the Baxter.

For Further Information:

Baxter continuous quality assurance (CQA) department
Tel.: (01604) 704603

E-mail: uk_shs fca@baxter.com

Baxter renal clinical helpline

©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/156151/20170705BaxterHomeChoiceAndHomeChoicePROAutomatedPDCyclersClientRedacted.pdf?option=80F0607

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1631085

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1631085

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/156151/20170705BaxterHomeChoiceAndHomeChoicePROAutomatedPDCyclersClientRedacted.pdf?option=80F0607
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Tel.: (888) 736-2543 (select option 2), 8 am. to 4:30 p.m. Central time, Monday through Friday
Outside U.K.:

Baxter or Baxter local representative

Website: Click here

OReferences:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Baxter: HomeChoice Pro; Homechoice Claria APD cycler [onlin€].
London: Department of Health; 2017 Aug 21 [cited 2017 Oct 20]. (Field safety notice; reference no. 2017/007/027/291/006). Available
from Internet: 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 alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

Source(s):

e 2017 Oct 20. MHRA FSN. 2017/007/027/291/006 Download

e 2017 Oct 20. MHRA FSN. FCA-2017-017 (includes reply form) Download

e 2017 Oct 24. Manufacturer Letter. Baxter letter submitted by the manufacturer: FCA-2017-017 Download

e 2017 Oct 24. Manufacturer. Baxter confirmed the information provided in the source material.

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



http://www.baxter.com/baxter_worldwide.html

https://www.gov.uk/drug-device-alerts/field-safety-notice-14-to-18-august-2017

https://www.gov.uk/drug-device-alerts/field-safety-notice-14-to-18-august-2017

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/162452/20170821BaxterHomeChoiceAPDCyclersMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/162453/20170801BaxterHomeChoiceAPDCyclersMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/162454/201707xxBaxterHomeChoiceAPDCyclersMFR.pdf
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[High Priority ] - A29396 : NordicNeuroLab—Slim Headphones for Audio Systems: May Overheat
Medical Device Ongoing Action

Published: Thursday, October 26, 2017

UMDNS Terms:
® Audio Systems [35854]

Product Identifier:
Slim Headphones for Audio Systems [Capital Equipment] Serial Nos.: HPS-1.0-2015-001 through HPS-1.0-2016-051, 160052 through 160074

Geographic Regions: OO(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): NordicNeuroLab Inc234 W Florida St Suite 210, Milwaukee, WI 53204, United States
Suggested Distribution: Clinical/Biomedical Engineering, Diagnostic Imaging

Problem: Ina September 28, 2017, Field Safety Notice letter posted by the U.K. Medicinesand Healthcare Products Regulatory Agency (MHRA),
NordicNeuroL ab states that it has received areport that, during a patient scan, the above headphonesbecame uncomfortably warm. Investigation showed
clear indications ofoverheating. Neither thepatient nor the operator were injured; however, the headphones weresufficiently heatedto potentially cause
inj ury_.aIThe incident occurred on a 1.5T scanner during a spineexamination. The manufacturer has not confirmed the information provided in thesource
material.

Action Needed: Identify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have
received the September 28, 2017, Field Safety Notice letter and Customer Reply Form from NordicNeuroL ab. Complete the Customer Reply Form, and
return it to NordicNeuroL ab using the instructions on the form. Return affected product to the manufacturer using the instructions on the Customer Reply
Form. 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:

NordicNeuroLab

America

Tel.: (855) 665-3674 (select option 1)

Outside America

Tel.: 47 (55) 707095 (select option 3)

E-mail: customerservice@nordicneurolab.com

Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. NordicNeuroLab: AudioSystem—Headphone Slim [onlineg]. London:
Department of Health; 2017 Oct 23 [cited 2017 Oct 24]. (Field safety notice; reference no. 2017/010/005/291/018). 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 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 24. MHRA FSN. 2017/010/005/291/018 Download
e 2017 Oct 24. MHRA FSN. FSCA ldentifier: 20170928-001 (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 ] - A29413 : CooperSurgical—Summit Doppler 2 MHz Waterproof OB Probes: May Be

Mislabeled as 3 MHz Probes
Medical Device Ongoing Action

Published: Friday, October 27, 2017

UMDNS Terms:
® Detectors, Fetal Heart, Ultrasonic [11696]

Product Identifier:
OSummit Doppler 2 MHz Waterproof OB Probes [Consumable] Part No. SDW; Lot/Serial Nos.: 2017070001, 2017070002, 2017070003, 2017070004,
2017070005, 2017070006, 2017070007, 2017070008, 2017070009, 2017070010, 2017070011, 2017070012, 2017070013, 2017070014

Geographic Regions: Canada, U.K., U.S.
Manufacturer(s): CooperSurgical Inc 75 Corporate Dr, Trumbull, CT 06611, United States
Suggested Distribution: Nursing, Obstetrics/Gynecology/Labor and Delivery, Materials Management

Problem: OIn an October 6, 2017, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency
(MHRA), CooperSurgical states that the above probes may be mislabeled as 3 MHz probes. The firm has received no reports of injuries or adverse events
in connection with the use of the above probes. CooperSurgical discovered the problem during an internal product complaint investigation.

Action Needed: Oldentify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have
received the October 6, 2017, Urgent Field Safety Notice letter and Acknowledgment and Receipt Form from CooperSurgical. Refer to the |etter for
illustrations of product label and serial number |ocations. Complete the Acknowledgment and Receipt Form, and return it to CooperSurgica using the
instructions on the form. 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 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:

CooperSurgical

Tel.: (203) 601-5200

Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. CooperSurgical: 2MHz waterproof OB probe [onlineg]. London:
Department of Health; 2017 Oct 24 [cited 2017 Oct 25]. (Field safety notice; reference no. 2017/010/013/291/002). 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 dert, refer to our HDA Format Guide .

Source(s):

e 2017 Oct 25. MHRA FSN. 2017/010/013/291/002 Download

e 2017 Oct 25. MHRA FSN. (includes reply form) Download

e 2017 Oct 27. Manufacturer. Manufacturer confirmed information contained in source material

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
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www.ecri.org . Printed from Health Devices Alerts on Monday, October 30, 2017 Page 1

[High Priority ] - A29390 : Abbott—Alinity hg Analyzers: May Overestimate White Blood Cell Counts

and Underestimate Nucleated Red Blood Cells
Medical Device Ongoing Action

Published: Thursday, October 26, 2017

UMDNS Terms:
® Analyzers, Laboratory, Hematology [17740]

Product Identifier:
OAlinity hq Analyzers [Capital Equipment]
List No. 09P68-01; Serial Nos.: hq00102, hq00103, hq00105, hq00106, hg00107

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): Abbott GmbH & Co KGMax-Planck-Ring 2, D-65205 Wiesbaden, Germany
Suggested Distribution: Clinical/Biomedical Engineering, Clinical Laboratory/Pathology

Problem:

OInan October 5, 2017, Urgent Field Safety Notice Product Correction letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency
(MHRA), Abbott states that the above analyzers may overestimate white blood cell (WBC) counts and underestimate nucleated red blood cell (NRBC)
counts in the presence of very high NRBC concentrations and very low WBC concentrations. Abbott also states that this problem was identified in a
specimen from a neonatal patient and was accompanied by variant lymphocyte and blast flags and a data invalidation flag for monocytes. Abbott further
states that preliminary investigations indicate that this problem may have occurred because of the analyzer algorithm using WBC populations to
determine the position of the NRBC population and that in the described case, WBC concentration was very low and the analyzer misclassified both
NRBC and WBC populations. Additionally, Abbott states that patient management may be affected if WBC or NRBC counts are not validated before
being reported to a healthcare provider; however, these types of specimens are expected to generate differential flags or datainvalidations indicating a
problem with the specimen, prompting further review. 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 October 5, 2017, Urgent Field Safety
Notice Product Correction letter from Abbott. Validate results for specimens that yield WBC-related flags or an invalidation flag for MONO by another
method, including microscopic examination, before the results are rel eased to the healthcare provider. Ensure that slides for neonatal patients are prepared
in accordance with International Society for Laboratory Hematology recommendations upon first test. Forward a copy of the Urgent Field Safety Notice
Prodléct Correction letter to any facility to which you have further distributed affected product, and retain a copy of the letter with your laboratory
records.

For Further Information:

Abbott local customer service department

Website: Click here

References:
e Great Britain. Medicines and Healthcare Products Regulatory Agency. Abbott:Alinity hg analyzer [online]. London: Department of Health;
2017 Oct 23 [cited 2017 Oct 23]. (Field safety notice; reference no. 2017/010/012/291/010). 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 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 23. MHRA FSN. 2017/010/012/291/010 Download
e 2017 Oct 23. 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.



https://www.corelaboratory.abbott/int/en/contact.html

https://www.gov.uk/drug-device-alerts/field-safety-notice-9-to-13-october-2017

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/162184/20171023AbbottAlinityhqMHRACover.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/162186/20171005AbbottAlinityhqMHRA.pdf



MMOqalaa
(A29390) Abbott-Alinity.pdf


www.ecri.org . Printed from Health Devices Alerts on Monday, October 30, 2017 Page 1

[High Priority ] - A29246 : Siemens—Enzygnost HBsAg Assay Kits: May Exhibit Increased Number of

Reactive Results When Testing Plasma Samples
Medical Device Ongoing Action

Published: Thursday, October 26, 2017

UMDNS Terms:
® |VD Test Reagent/Kits, Serology, Virus, Hepatitis B, Surface Antigen, Confirmatory [17361]

Product Identifier:
Enzygnost HBsAg 6.0 Kits: ~ Catalog Nos.:  Siemens Material Nos.: Lot Nos.—Expiration Dates:

47023—JAN 19 2019,

10 x 96 OPFMO05 10446017 7119—FEB 7 2019,
47352—APR 6 2019
2x96 OPFMO03 10446016 47118—FEB 7 2019

[Consumable]

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), & #160;U.K.
Manufacturer(s): Siemens Healthcare40 Liberty Blvd, Malvern, PA 19355-9998, United States

Suggested Distribution: Clinica Laboratory/Pathology, Materials Management

Problem: In a September 2017 Urgent Field Corrective Action letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency
(MHRA), Siemens states that the above kits may exhibit an increased number of reactive results when testing plasma samples. Siemens also states that
there is anegligible health risk associated with false-positive results. Siemens further states that, based on its current knowledge, serum samples 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 September 2017 Urgent Field Corrective
Action letter and Field Correction Effectiveness Check Form from Siemens. Do not use any kind of human plasma samples for the qualitative detection
of hepatitis B (surface) antigen with affected product. Inform al 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 with your records.

For Further Information:

Siemens

Website: Click here

References:
e Great Britain. Medicines and Healthcare Products Regulatory Agency. Siemens: Enzygnost HBsAg 6.0 [onlineg]. London: Department of
Health; 2017 Sep 18 [cited 2017 Oct 16]. (Field safety notice; reference no. 2017/009/014/291/020). Available from Internet: Click here .
Comments:

e [IOThisaertisaliving 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 additional information regarding the format of this aert, refer to our HDA Format Guide .

Source(s):
e 2017 Oct 16. MHRA FSN. 2017/009/014/291/020 Download
e 2017 Oct 16. MHRA FSN. September 2017 Siemens letter posted by MHRA (includes reply form) Download

©2017 ECRI Ingtitute
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www.ecri.org . Printed from Health Devices Alerts on Monday, October 30, 2017 Page 1

[High Priority ] - A29401 : Stryker— Tactys Distal Stems: Packaging May Contain Incorrect Size

Stems
Medical Device Ongoing Action

Published: Thursday, October 26, 2017

UMDNS Terms:
® Prostheses, Joint, Hip, Femoral Component [16095]

Product Identifier:

Tactys :
Distal Q:)t;d € Lot Nos.:
Stems: "

Size S WIPTD11 166219
SizeM WIPTD13 166221

[Consumable]

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): Stryker UK Ltd Stryker House, Newbury RG14 5AW, England

Suggested Distribution: OR/Surgery, Orthopedics, Materials Management

Problem: In an October 2017 Urgent Field Safety Notice |etter posted by the U.K. Medicines and Healthcare Product Regulatory Agency (MHRA),
Stryker states that the packaging labeled as containing the above size S stems may contain the above size M stems and vice-versa. Stryker also states that
this problem may result in delay of surgery or bone damage or necessitate a change of surgery method or revision surgery.

Action Needed:

Oldentify and isolate any affected product in your inventory. If you have affected product, verify that you have received the October 2017 Urgent Field
Safety Notice letter and PFA Acknowledgment Form from Stryker. Inform al relevant personnel at your facility of the information in the letter.
Regardless of whether you have affected product, complete the PFA Acknowledgment Form and return it to Stryker using the information on the form.
Stryker states that affected customers will be contacted directly by Stryker: upon receipt of the form, a Stryker representative will contact your facility to
arrange applicable ongoing actions. Notify Stryker of the transfer if you have further distributed affected product to another facility. Return affected
product to your Stryker local representative.

For Further Information:

Stryker

Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Stryker: Tactys—IPP prosthesis—distal stem size Sand M [onling].
London: Department of Health; 2017 Oct 23 [cited 2017 Oct 23]. (Field safety notice; reference no. 2017/010/006/701/013). 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 additional information regarding the format of this aert, refer to our HDA Format Guide .

Source(s):
e 2017 Oct 23. MHRA FSN. 2017/010/006/701/013 Download
e 2017 Oct 23. MHRA FSN. Stryker Reference No. RA2017-085 (includes reply form) Download

e 2017 Oct 26. Manufacturer. The manufacturer confirmed the information in the source material.
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www.ecri.org . Printed from Health Devices Alerts on Monday, October 30, 2017 Page 1

[High Priority ] - A29382 : Zimmer Biomet—TunnelLoc Tibial Fixation Devices: Sterility May Be
Compromised
Medical Device Ongoing Action

Published: Friday, October 20, 2017
Last Updated: Monday, October 23, 2017

UMDNS Terms:
® Prostheses, Joint, Knee, Tibia Component [16098]

Product Identifier:

. Item
Products: NoS.:

g mmACL ina 906532
TIbiA Fition 906512
gmm ACLina 906533
S Doy 906513
]é(c)))r(nm ACL ina 906534
s ey 906514
]E-B%) )r(nm ACL ina 906535

11 mm TunneLoc
Tibial Fixation 206915

[Consumable]
All lot numbers
Units distributed between August 2011 and December 2016

Geographic Regions: Australia, Chile, Europe, India, Malaysia, Singapore, Thailand, U.S.
Manufacturer(s): Zimmer Biomet345 E Main St, Warsaw, IN 46580, United States
Suggested Distribution: Infection Control, OR/Surgery, Orthopedics, Materials Management

Problem:

OInan October 16, 2017, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Zimmer Biomet states that the gamma
sterilization validation testing associated with external pack vendors indicates that the sterilization dose received by the above products may not be
adequate. Zimmer Biomet also states that this problem may lead to infection that is treatable with antibiotic therapy or that may necessitate revision
surgery.

Action Needed:

Oldentify and isolate any affected product in your inventory. If you have affected product, verify that you have received the October 16, 2017, Urgent
Medical Device Recall letter and Certificate of Acknowledgment form from Zimmer Biomet. Complete the Certificate of Acknowledgment form, and
return it to Zimmer Biomet using the instructions on the form. Y our Zimmer Biomet sales representative will remove affected product from your facility.
There are no specific patient monitoring instructions beyond the surgeon's existing follow-up schedule. Report any adverse events associated with the use
of affected product to Zimmer Biomet by e-mail at product.experience@zimmerbiomet.com . U.S. customers should also report adverse events or
product quality problems relating to the use of affected product to FDA’s MedWatch Adverse Event Reporting program by tel ephone at (800) 332-1088;
by fax at (800) 332-0178; by mail (using postage-paid FDA Form 3500, available here) at Food and Drug Administration, HF-2, 5600 Fishers Lane,
Rockville, MD 20852-9787; or online at the MedWatch website .

For Further Information:

Zimmer Biomet customer service department

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

E-mall: CorporateQuality.PostMarket@zimmerbiomet.com

Website: Click here

Comments:

e [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 aert, refer to our HDA Format Guide .

Source(s):

e 2017 Oct 19. Member Hospital. ZFA 2017-426 (includes reply form) Download
e 2017 Oct 20. Manufacturer. The manufacturer confirmed the information provided in the source material.
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[High Priority ] - A29462 : Olympus—Model TIF-Q180V Duodenoscopes: Quality Problems May Be
Associated with Repairs Involving Application of Adhesive
Medical Device Ongoing Action

Published: Thursday, November 2, 2017

UMDNS Terms:
® Duodenoscopes, Video [17654]
® Duodenoscopes [11359]

Product Identifier:
OModel TIJF-Q180V Duodenoscopes [Capital Equipment] For affected serial numbers, see the letter sent to your facility.

Geographic Regions: Canada
Manufacturer(s): Olympus CorpShinjuku Monolith, Tokyo, 163-0914, Japan
Suggested Distribution: Clinical/Biomedical Engineering, OR/Surgery, Gastroenterology

Problem:
In aNovember 1, 2017, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Olympus states that it has discovered a
potential quality problem associated with the application of adhesive to the distal end tip of the above duodenoscopes during previous repair work.

Action Needed:

Identify and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the November 1, 2017,
Urgent Medical Device Recall |etter and Reply Form from Olympus. Complete the Reply Form, and return it to Olympus by e-mail at the address

below. Return affected devices to Olympus using the instructions on the Reply Form. To arrange to obtain a loaner device, contact Olympus by e-mail
using the information below and provide a purchase order number. Inform all relevant personnel of the information in the | etter, and forward a copy of
the letter to any facility to which you have further distributed affected product. Report any adverse events or quality problems experienced with the use of
affected devices to Olympus by e-mail at OCI-Regulatory@olympus.com or to Health Canada.

For Further Information:

Olympus

E-mail: OCI-TJFRecall @olympus.com

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 dert, refer to our HDA Format Guide .

Source(s):
e 2017 Nov 1. Member Hospital. Olympus letter submitted by ECRI Institute member hospital (includes reply form) Download
e 2017 Nov 2. Manufacturer. Manufacturer confirmed information
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[High Priority ] - A29419 : Medline— Green Polyisoprene Surgical Gloves with Aloe Vera: Seal at

Top of Package May Be Open
Medical Device Ongoing Action

Published: Wednesday, October 25, 2017

UMDNS Terms:
® Gloves, Surgical [11883]

Product Identifier:
[1Size 8.5 Green Polyisoprene Surgical Gloves with Aloe Vera[Consumable]
Product No. MSG1285; Lot No. 701893369485

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S
Manufacturer(s): Medline Industries Inc One Medline Place, Mundelein, IL 60060, United States

Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Critical Care, Emergency/Outpatient Services, Infection Control,
Nursing, OR/Surgery, EMS/Transport, IV Therapy, Materials Management

Problem:

OIn an October 23, 2017, Immediate Action Required letter submitted by an ECRI Institute member hospital, Medline states that the sedl at the top of the
package of the above surgical gloves may be open. Medline further states that it has received one report of an open seal. 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 October 23, 2017, Immediate
Action Required letter and Urgent Remedial Action Response Form from Medline. Regardless of whether you have affected product, complete the form
and return it to Medline using the instructions on the form. Upon receipt of the form, Medline will provide your facility with return labels, if applicable.
Return affected product to Medline using the return labels. Upon receipt of affected product, Medline will provide your facility with credit. Forward a
copy of theletter to any facility to which you have further distributed affected product.

For Further Information:

Medline

Tel.: (866) 359-1704

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 25. Member Hospital. R-17-196 Download
e 2017 Oct 25. 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 ] - A29439 : Arrow—Arrow-Clarke Pleura-Seal Thoracentesis, Large-Volume
Abdominal Paracentesis, and Pneumothorax Kits: Sterility May Be Compromised
Medical Device Ongoing Action

Published: Tuesday, October 31, 2017

UMDNS Terms:
® Procedure Kit/Trays, Drainage, Pleural [20551]
® Catheters, Pleural [20549]

Product Identifier:
Kits: (1) OArrow-Clarke Pleura-Seal Thoracentesis, (2) Large-Volume Abdominal Paracentesis, (3) Pneumothorax [Consumable]

Product Nos.: Lot Nos.:
AK-00376 23F17D0362, 23F17D0363

13F17A0325,
23F17C0334, 23F17C0359,
; 23F17D0137,

AK-01000 23F17D0138,
23F17D0454,
23F17D0525,

AK-01000-J 13F17A0133, 13F17B0121

13F17B0066, 23F17C0806,

AK-01000-T

23F17D0142
AK-01500 23F17D0332
ASK-01000-CHP 23F17D0397
CA-01500 13F17A0104, 13F17E0437

Geographic Regions: Bermuda, Canada, Ecuador, Puerto Rico, U.S
Manufacturer(s): Teleflex Medical2400 Bernville Rd, Reading, PA 19605, United States

Suggested Distribution: Critical Care, Emergency/Outpatient Services, Infection Control, OR/Surgery, Puimonology/Respiratory Therapy,
Materials Management

Problem:

OInan Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Arrow states that the packaging of the above kits may not
be completely sealed, potentially compromising product sterility. Arrow also states that an infection may occur if a nonsterile product is used. Arrow
further states that it has received no reports of patient injuries as a result of this problem.

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 Urgent
Medical Device Recall letter and Recall Acknowledgment Form from Arrow. Regardless of whether you have affected product, complete the Recall
Acknowledgment form and return it to Arrow, Attn: Customer Service, by fax at (855) 419-8507 or by e-mail at recalls@teleflex.com . Upon receipt of
the form, Arrow will provide a return goods authorization (RGA) number and instructions for product return.

For Further Information:

Arrow

Tel.: (866) 246-6990

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 additional information regarding the format of this aert, refer to our HDA Format Guide .

Source(s):

e 2017 Oct 30. Member Hospital. (includes reply form) Download

e 2017 Oct 31. Manufacturer. The manufacturer confirmed the information provided in the source material .

e 2017 Oct 31. Manufacturer Letter. Teleflex Reference No. EIF-000199 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 ] - A29388 : Maquet—Circulatory Technology Better-Bladder Contained in Maquet

Custom Tubing Kits: Seal May Separate
Medical Device Ongoing Action

Published: Thursday, October 26, 2017

UMDNS Terms:
® Catheters, Vascular, Angioplasty, Balloon, Coronary, Perfusion [17521]
® Heart-Lung Bypass Unit Tubing Sets [15012]

Product Identifier:
Circulatory Technology Better-Bladders contained in Maguet/Getinge Custom Tubing Kits [Consumable]
Better-Bladder Product No. BB14NS; Better-Bladder Lot Nos.: 17062201, 17062202, 17062203

Custom Tubing Kits: Getinge Catalog Nos.: Getinge Batch Nos.: Quantity!
BEQ-TOP 5210 ECC Set, Respiratory 701055604R01 3000056130 14
BEQ-TOP 33500 3/8 Inch ECC Pack 701053752 3000056255 3
BEQ-TOP 40700 HUNTINGDON 701062899 3000057630 4
BEQ-TOP 22702 ECC W/HMOD 30000 701051179 3000058051 1

Geographic Regions: U.S.

Manufacturer(s): Circulatory Technology Inc21 Singworth St, Oyster Bay, NY 11771, United States (Better-Bladder manufacturer)
Datascope Angioplasty Div Datascope Corpl5 Law Drive, Fairfield, NJ 07004, United States (kit manufacturer)

Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, OR/Surgery, Puimonology/Respiratory Therapy, Perfusion, Materials
Management

Problem: In an October 19, 2017, Urgent Amended Product Recall letter submitted by an ECRI Institute member hospital, Maquet states that a seal
between the small tubing with the Luer fitting (pigtail) may separate from its housing, allowing air to enter and causing the balloon to collapse. Maguet
further statesthat it has received no reports of patient injury related to this problem.

Action Needed:

Identify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the October
19, 2017, Urgent Amended Product Recall |etter, Customer Response Form, and a copy of the October 13, 2017, Circulatory Technology Urgent
Amended Product Recall letter from Maquet. Test the bond integrity of affected product by pulling on the pigtail before using it; if it fails, contact
Maguet using the information below to request a return authorization (RA) number and shipping instructions. Return affected product to Maquet using
the provided instructions. Complete the Customer Response Form, and return it to Maguet using the instructions on the form.

For Further Information:

Maguet customer service department

Tel.: (888) 627-8383 (select option 2, then option 2), 8 am. to 6 p.m. Eastern time, Monday through Friday

E-mall: fieldactions@getinge.com

Website: Click here

Comments:

e [JO0OThisaert isaliving 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 23. Member Hospital. October 19, 2017 Maguet/Getinge 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.
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[High Priority ] - A29455 : Ecolab—Disposable Light Handle Covers: Sterile Packaging May Be

Compromised
Medical Device Ongoing Action

Published: Wednesday, November 1, 2017
Last Updated: Thursday, November 2, 2017

UMDNS Terms:
® Covers, Camera[15765]

Product Identifier:

ODisposable Light Handle Covers [Consumable]

Product No. B1-715-65; Lot Nos.: 14224, 14225, 14226, 14237, 14238, 14239, 14240, 14252, 14253, 14254, 14255, 14258, 14260, 14261, 14262,
14265, 14266, 14269, 14272, 14273, 14274, 14275, 14276, 14279, 14280, 14281, 14282, 14283, 14286, 14287, 14288, 14289, 14307, 14308, 14309,
14310, 14311, 14335, 14336, 14337, 14338, 14339, 14342, 14343, 14344, 14345, 14346, 15009, 15012, 15013, 15015, 15019, 15020, 15021, 15022,
15026, 15027, 15028, 15029, 15030, 15033, 15034, 15035, 15036, 15037, 15041, 15042, 15043, 15044, 15047, 15048, 15049, 15050, 15051, 15054,
15055, 15056, 15068, 15070, 15072, 15078, 15079, 15082, 15083, 15084, 15085, 15086, 15089, 15090, 15091, 15092, 15096, 15097, 15098, 15100,
15103, 15142, 15146, 15147, 15148, 15149, 15153, 15154, 15211, 15212, 15215, 15216, 15218, 15222, 15224, 15226, 15229, 15230, 15231, 15232,
15237, 15239, 15240, 15243, 15247, 15251, 15252, 15261, 15264, 15265, 15266, 15267, 15268, 15271, 15272, 15274, 15275, 15279, 15280, 15282,
15286, 15294, 15295, 15296, 15300, 15301, 15302, 15306, 15308, 15313, 15315, 15316, 15317, 15321, 15322, 15323, 15324, 15327, 15328, 15334,
15336, 15337, 15341, 15342, 15343, 15344, 15351, 15352, 15357, 16006, 16007, 16008, 16071, 16076, 16078, 16081, 16082, 16083, 16089, 16091,
16092, 16098, 16099, 16103, 16106, 16109, 16110, 16116, 16134, 16137, 16139, 16140, 16141, 16144, 16145, 16168, 16169, 16172, 16173, 16174,
16175, 16176, 16190, 16193, 16194, 16195, 16196, 16208, 16209, 16210, 16211, 16214, 16217, 16221, 16222, 16223, 16224, 16225, 16228, 16229,
16230, 16232, 16235, 16236, 16237, 16242, 16245, 16251, 16252, 16253, 16256, 16257, 16258, 16270, 16271, 16272, 16273, 16277, 16349, 16350,
16351, 16354, 16355, 16356, 16357, 17002, 17004, 17009, 17011, 17012, 17013, 17039, 17040, 17041, 17044, 17045, 17046, 17052, 17053, 17054,
17058, 17060, 17061, 17065, 17066, 17081, 17086, 17088, 17089, 17090, 17093, 17094, 17095, 17097, 17100, 17177, 17180, 17186, 17188, 17191,
17192

Skytron units distributed between September 24 and October 18, 2017

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

Distributor(s): ® Skytron LLC5085 Corporate Exchange Blvd SE, Grand Rapids, MI 49512, United States
Manufacturer(s): Ecolab Inc370 N Wabasha St, St Paul, MN 55102-2233, United States
Suggested Distribution: Infection Control, OR/Surgery, Materials Management

Problem:

OInan October 13, 2017, Urgent Medical Device Recall Immediate Action Required letter submitted by ECRI Institute member hospitals, Ecolab states
that the sterile packaging of the above disposable light handle covers may contain gapsin the seal of the pouch, potentially compromising sterility.
Ecolab also states that this may result in a non-sterile surgical light handle cover being used during a surgical procedure. Additionally, Ecolab states that
there have been no reports of patient injury associated with this problem and that serious adverse health consequences associated with this problem are
unlikely. In an October 20, 2017, Urgent Medical Device Corrective Action letter, Skytron initiated a subrecall of the above light handle covers. 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 October 13, 2017, Urgent
Medical Device Recall Immediate Action Required letter and Recall Response Form from Ecolab and/or the October 20, 2017, Urgent Medical Device
Corrective Action letter from Skytron. If you obtained affected product from Ecolab, complete the Recall Response Form and return it to Ecolab using
theinformation in the letter. Forward a copy of the Urgent Medical Device Recall Immediate Action Required |etter to any facility to which you have
further distributed affected light handle covers. If you obtained affected product from Skytron, contact Skytron by e-mail at returns@skytron.com to
arrange for product return and replacement. Skytron will replace affected product or provide your facility with credit. 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 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:

Alex Withers, Ecolab

Tel.: (903) 597-2568

E-mail: alexander.withers@ecolab.com

Website: Click here

Skytron

Greg Hewitt, Skytron director of quality

Tel.: (616) 656-2840

E-mail: ghewitt@skytron.com

John TerMeer, Skytron quality supervisor

Tel.: (616) 656-2994

E-mall: jtermeer@skytron.com

Website: 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 Nov 1. Member Hospital. Skytron letter submitted by ECRI Institute member hospitals Download

©2017 ECRI Ingtitute
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e 2017 Nov 1. Member Hospital. Ecolab letter submitted by ECRI Institute member hospitals Download
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[High Priority ] - A29375 : Spiegelberg—External Ventricular Drainage Kits: Underpressure May
Occur in Drip Chamber When Stopcock is Opened, Potentially Leading to Overdrainage of CSF
Medical Device Ongoing Action

Published: Tuesday, October 24, 2017
Last Updated: Thursday, October 26, 2017

UMDNS Terms:
® Catheters, Spinal, Intrathecal, Lumbar, Hydrocephalic [18694]

Product Identifier:

Kits: Product Nos.:

External
Ventricular  EVD30.001.01
Drainage

External

Ventricular

Drainage with EVD30.004.01
Plate and

Clamp

[Consumable]

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): Spiegelberg GmbH & Co KG Tempowerkring 4, D-21079 Hamburg, Germany

Suggested Distribution: Nursing, OR/Surgery, Neurology, Materials Management

Problem:

OIn a September 5, 2017, Urgent Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Spiegelberg
states that when the stopcock that controls the outlet at the bottom of the drip chamber in the above kits is opened to empty the drip chamber, an
underpressure may occur in the drip chamber, potentially leading to an overdrainage of cerebrospinal fluid (CSF). If the air filter above the drip chamber
becomes wet, the underpressure is increased. Spiegelberg also states that if this problem occurs with the above EVD30.001.01 kits, an underpressure of
up to 18 mmHg may occur for aduration of up to 90 seconds and that if this problem occurs with the above EV D30.004.01 kits, an underpressure of up
to 12 mmHg may occur for up to 18 seconds. Spiegelberg further states that this problem may lead to overdrainage, which may be further increased if the
air filter of the drip chamber becomes wet. 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 September 5, 2017, Urgent Field Safety
Notice letter from Spiegelberg. To avoid overdrainage while emptying the drip chamber, adhere to the following warnings and procedure (for diagrams of
each kit with components labeled with numbers, see the |etter ):

o WARNING! After draining CSF from the drip chamber, the stopcock closest to the patient must be opened again. Otherwise, underdrainage
may occur.

o WARNING! If the stopcock closest to the patient is not closed while emptying the drip chamber, an underpressure may act on the patient
(EVD30.001.01: 18 mmHg for approximately 90 seconds; EVD30.004.01: 12 mmHg for approximately 180 seconds). The acting
underpressure may lead to overdrainage.

Close the tubing by closing the stopcock closest to the patient.

Make sure that the stopcock of the air filter above the drip chamber isin the open position. The same applies for the clamp above the
drainage bag.

3. Open the stopcock below the drip chamber.
Once the drip chamber is fully drained, close the stopcock below the drip chamber.

5. Wait for 90 or 180 seconds, for EVD30.001.01 or EV D30.004.01, respectively, after opening the stopcock below the drip chamber
before reopening the stopcock closest to the patient.

6.  Check thekit for leaks and functionality.

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. Retain a copy of the letter for your records.

For Further Information:
Spiegelberg

Tel.: 49 (40) 79017820
E-mail: sales@spiegelberg.de
Website: Click here

g
[OReferences:
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e Great Britain. Medicines and Healthcare Products Regulatory Agency. Spiegelberg: external ventricular drainage kit/external ventricular
drainage kit [online]. London: Department of Health; 2017 Sep 25 [cited 2017 Oct 19]. (Field safety notice; reference no.
2017/009/011/701/004). Available from Internet: Click here.

Comments:

e [0OThisalert isaliving document and may be updated when ECRI Institute receives additiona 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 19. MHRA FSN. 2017/009/011/701/004 Download
e 2017 Oct 19. MHRA FSN. Download
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[High Priority ] - A29387 : Cook—Gastrostomy and Gastrojejeunostomy Sets: Wire Guides May Be

Incorrectly Loaded into Wire Guide Holder
Medical Device Ongoing Action

Published: Wednesday, October 25, 2017
UMDNS Terms:
® Tubes, Gastrostomy, Feeding [27141]
® Guide Wires[11925]
® Procedure Kit/Trays, Feeding, Enteral [11677]

Product Identifier:

Percutaneous Sets: Catalog Nos.: Lot Nos.:

6869315, 6908857,
7034661, 7106057,

Mallinckrodt Institute 7193431, 7252317,

WOGS-1400-MKDT-A

Gastrostomy 7635697, 7744001,
7811587, 8025220,
8076495

Gastrojejunostomy \é\é%ggélzoo‘WH' NS7587941

6709866, 7092684,
7225148, 7315120,
7360624, 7428977,
Wills-Oglesby Gastrostomy WOGS-1200 7464543, 7523606,
7580747, 7580749,
7852593, 7897499,
7981709, 8032023

[Consumable]

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Cook Medical 700 Daniels Way, PO Box 489, Bloomington, IN 47402-1608, United States
Suggested Distribution: Critical Care, OR/Surgery, Pediatrics, Gastroenterology, Materials Management

Problem:

OIn an October 19, 2017, Urgent Medical Device Recall |etter submitted by ECRI Institute member hospitals, Cook states that the above sets may
contain wire guides that were incorrectly loaded into the wire guide holder. This could lead to the tiff tip of the wire guide being introduced into the
patient instead of the flexible tip. Cook also states that potential adverse events that could result from this problem include a delay in procedure or
damage ranging from minor injury to full perforation of the stomach wall. The manufacturer has not confirmed the information provided in the source
material.

Action Needed:

Identifyand isolate any affected product in your inventory. If you have affectedproduct, verify that you have received the October 19, 2017, Urgent
Medica Device Recall letter and Acknowledgment and Recelpt Form from Cook. Regardless of whether you have affected product, complete

the Acknowledgment and Receipt Form and return it to Cook using the information in the letter. Return affected product using the information on the
form. Report any adverse events related to use of affected product to the Cook Medica customer relations department using the information below.
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. U.S. customers should report adverse events or product quality problems relating to the use of affected product to FDA's
MedWatch Adverse Event Reporting program by telephone at (800) 332-1088

: by fax at (800) 332-0178

; by mail (using postage-paid FDA Form 3500, available here) at Food and Drug Administration, HF-2, 5600 Fishers Lane, Rockville, MD 20852-9787,
or online at the MedWatch website .

For Further Information:

Cook Medical customer relations department

Tel.: (800) 457-4500 or (812) 339-2235

, 7:30 am. to 5 p.m. Eastern time, Monday through Friday
E-mail: CustomerRelationsNA @cookmedical.com
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),
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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 23. Member Hospital. Cook letter submitted by ECRI Institute member hospitals (includes reply form) Download
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[High Priority ] - A29296 01 : Cardinal Health—Medline Aplicare Povidone lodine Prep Pads: May Not
Meet lodine Assay Level Requirements to Support 36-Month Expiration Dating
Medical Device Ongoing Action

Published: Monday, October 9, 2017

UMDNS Terms:
® Procedure Kit/Trays [28961]

Product Identifier:

Aplicare Povidone | odine Prep Pads contained in Medline Kits [Consumable]

Cardinal Health Catalog No. P1001A; Aplicare Catalog No. P-1001; Lot Nos.: 58471, 59003, 59723, 60373, 60807, 61187, 61523, 61998, 63974, 64701,
65864, 66549

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

Distributor(s): ® Cardina Health7000 Cardinal P, Dublin, OH 43017, United States
Manufacturer(s): Medline Industries Inc One Medline Place, Mundelein, IL 60060, United States
Suggested Distribution: Dialysis’Nephrology, Infection Control, Nursing, OR/Surgery, Home Care, IV Therapy, Materials Management

Summary:

OThis Alert provides information on a Cardinal Health subrecall of the above products based on an October 3, 2017, Urgent Product Recall |etter
submitted by an ECRI Institute member hospital. The distributor has not confirmed the information provided in the source material. For information on
the action initiated by Medline, see Alert A29296 .

Problem:

In a September 21, 2017, Product Recall Notification letter submitted by an ECRI Institute member hospital, 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. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Identify, isolate, and discontinue use of any affected productsin your inventory. If you have affected product, verify that you have received the October
3, 2017, Urgent Product Recall letter, Recall Acknowledgment Form, and copy of the September 21, 2017, Medline Product Recall Notification letter
from Cardinal Health. Regardless of whether you have affected product, complete the Recall Acknowledgment Form and return it to Cardinal Health
using the instructions on the form. Forward a copy of the |ettersto any facility to which you have further distributed affected product. To arrange for
product return and to obtain credit, contact the Cardinal Health customer service department by telephone at (800) 964-5227 (U.S. hospital customers), at
(800) 444-1166 (U.S. federal government facilities), or at (888) 444-5440 (all other customers).

For Further Information:

Deborah Vinson, Cardinal Health senior quality assurance specialist

Tel.: (800) 292-9332

Website: Click here

Medline

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 9. Member Hospital. October 3, 2017, Cardinal Health letter submitted by an ECRI Institute member hospital Download
e 2017 Oct 9. Member Hospital. September 21, 2017, Medline letter submitted by an ECRI Institute member hospital Download
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[High Priority ] - A28423 01 : *Maquet/Getinge—SENSATION PLUS Intra-Aortic Balloon Catheters with

Insertion Kits and STATLOCK: Tip Seal May Leak, Potentially Causing Balloon to Leak [Update]
Medical Device Ongoing Action

Published: Friday, October 20, 2017

UMDNS Terms:
® Catheters, Vascular, Intra-Aortic Balloon [10725]

Product Identifier:

8 Fr 50 cc SENSATION PLUS Intra-Aortic Balloon Catheters (IABCs) with Insertion Kits and STATLOCK [Consumable]

Product/Part No. 0684-00-0576-01U; Additional Lot Nos.: 3000043374, 3000043375 (distributed to Australia, Europe, and South Africa), 3000045513
Units manufactured on October 13, 2016, and distributed between December 28, 2016 and February 17, 2017

Previous Product Listing: Alert A28423

Geographic Regions: Australia, Europe, South Africa
Manufacturer(s): Datascope Corpl5 Law Drive, Fairfield, NJ 07004, United States
Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Critical Care, OR/Surgery, Materials Management

Summary: This Alert provides new information based on an October 16, 2017, Urgent Medical Device Recall Expansion (Removal) Notice letter
submitted by an ECRI Institute member hospital regarding Alert A28423 . New information is provided in the Product Identifier and Geographic fields.
Problem:

Olnan April 12, 2017, Urgent Medical Device Recall Removal Notice letter submitted by ECRI Institute member hospitals, Maquet/Getinge states that
thetip seal of the above IABCs may leak potentially causing a balloon leak, which may lead to an interruption of therapy, resulting in the need to replace
the affected IABC with anew catheter. If this occurs, it may cause momentary hemodynamic instability or potential complications related to vessel
bleeding from replacement of the |AB catheter. Maquet/Getinge further states that it has received no reports of serious injury associated with this
problem. The firm states that the above |ABCs work in conjunction with the intra-aortic balloon pump (IABP) that is designed to alarm if a balloon leak
oCCurs.

Action Needed: Identify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have
received the April 12, 2017, Urgent Medical Device Recall Removal Notice letter and/or the October 16, 2017, Urgent Medical Device Recall Expansion
(Removal) Notice letter and Response Form from Maquet/Getinge. The following actions are those listed in Alert A28423 . Complete the Response
Form, and return it to Maguet/Getinge using the instructions on the form. To obtain a return authorization (RA) and shipping instructions, contact the
Maguet/Getinge customer service department by telephone using the information below. Return affected product, along with appropriate return
documents, using the shipping instructions provided. Inform al relevant personnel at your facility of the information in the letter, and forward a copy of
the letter to any facility to which you have further distributed affected product. 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 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:

Maquet/Getinge customer support department

Tel.: (888) 627-8383 (select option 2, then option 1), 8 am. to 6 p.m. Eastern time, Monday through Friday

Website: Click here

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information. 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 18. Member Hospital. October 16, 2017 Getinge |etter submitted by ECRI Institute member hospital (includes reply
form) Download

e 2017 Oct 20. Manufacturer. Manufacturer confirmed information
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[High Priority ] - A29411 : A&E Medical—Surgical Punches: Packaging May Be Damaged, Potentially

Compromising Component Sterility
Medical Device Ongoing Action

Published: Friday, October 27, 2017
Last Updated: Tuesday, October 31, 2017

UMDNS Terms:
® Punches, Surgical, Skin [22718]

Product Identifier:
OSurgica Punches [Consumable]
All Model Numbers, 0090P-0230P

Geographic Regions: Worldwide
Manufacturer(s): A & E Medica Corp 5206 Asbury Rd, Farmingdale, NJ 07727, United States
Suggested Distribution: Infection Control, OR/Surgery, Materials Management

Problem:

OIn an October 20, 2017, Recall Notice Action Required letter submitted by ECRI Institute member hospitals and posted by the U.K. Medicines and
Healthcare Products Regulatory Agency (MHRA), A& E Medical states that the packaging of the above surgical punches may have been damaged during
transportation, potentially resulting in aloss of sterility. This was detected during recent validation testing in which certain shipping configurations
resulted in damage to the sterile barrier pouch because of excessive movement from multiple drops during transport testing. A& E Medical confirmed that
no customer complaints or field failures have been reported. A& E Medical further states that it has validated and implemented specific transport
configurations that will protect the surgical punch packaging from damage during transportation, ensuring that the product will remain sterile until use.

Action Needed:

Identify any affected punchesin your inventory. If you have affected punches, verify that you received the October 20, 2017, Recall Notice Action
Required letter and Customer Acknowledgement form from A& E Medical. Refer to the affected inventory listing included with the Recall Notice Action
Required letter for acomplete listing of affected product shipped to your facility. Complete the Customer Acknowledgement form, and return it, along
with unused affected product, to A& E Medical using the instructions on the form. Upon receipt of the form and returned product, A& E Medical will
provide your facility with replacement punches. Inform all relevant personnel at your facility of the information in the |etter.

For Further Information

A&E Medica

Tel.: (732) 938-2266 or (800) 323-4035

Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. A& E Medical Corporation: MY O/Punch, A& E Surgical Punch
[online]. London: Department of Health; 2017 Oct 30 [cited 2017 Oct 30]. (Field safety notice; reference no. 2017/010/026/291/005).
Available from Internet: 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 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 24. Member Hospital. (includes reply form) Download

e 2017 Oct 27. Manufacturer. The manufacturer confirmed the information provided in the source material.

e 2017 Oct 30. MHRA FSN. 2017/010/026/291/005 Download

e 2017 Oct 30. MHRA FSN. (includes reply form) Download

e 2017 Oct 31. Hedlth Canada Recall Listings. RA-64998 Download
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[High Priority ] - A29444 : Teleflex—Various Central Venous Catheter Kits: Packaging May Contain
Incorrect Springwire Guide
Medical Device Ongoing Action

Published: Wednesday, November 1, 2017
Last Updated: Thursday, November 2, 2017

UMDNS Terms:
® Catheters, Vascular, Infusion, Central Venous, Peripherally-Inserted [18017]

Product Identifier:

Central Venous Catheters (CVC)/Kits: (1) AGB+ Multi-Lumen Kits, (2) AGB+ Two-Lumen Kits, (3) Arrow Multi-Lumen Kits, (4) ARROWg+ard Blue
Plus, (5) ARROWGg+ard Blue Two-Lumen Hemodialysis Catheterization Kits, (6) CVC Kitswith Blue FlexTip Catheters, (7) Multi-Lumen Kits with
Blue FlexTip Catheters, (8) Multi-Lumen Kits, (9) Pressure Injectable ARROWg+ard Blue PLUS Multi-Lumen Kits, (10) Pressure Injectable Multi-
Lumen Kits with Blue FlexTip Catheters [Consumable]

Product  Batch/Lot

Nos.: Nos.:
ASK-

42703 53 16MO
PUHC

CDC- 13F16M0
15703-1A 241

ASK-  13r16MO
15703 13¢

NYP

CDC-  23r16MO
42703 23F
XP1A

ASK-  23r16MO
45703-  23F
PNHS

ASK-

dorog.  2FITAS
PGMCL

coe-

irrop.  ZFFLTAOS
XP1A

ASK-

dorog.  23FI7801
PNW

AK-45703- 13F17C01
ACDC 02

ASK-

15705 Z3FLTC0S
HH2

ASK-

oros.  L3RI7C04
PRWJ

ASK-

torog.  ZFLTCOT
WMCL

ASK-

dorog. 237001
PHF2

ASK-

lorog.  13FI7C04
PRWJ

AK-04301 S3FL7C05

AK-45703- 13F16M0O
ACDC 264

AK-22142- 13F17A00
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cDC 21
13F17B03
38,
AK-22142-1 331 7e 0
67
AK-25142- 13F17E03
cDC 40
13F17A02
AK-25142-1 55

AK-22142- 13F17A03
CcDC 15

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

Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Critical Care, Diaysis/Nephrology, Nursing, OR/Surgery, Diagnostic
Imaging, IV Therapy, Materials Management

Problem: In an Urgent Medical Device Recall letter submitted by ECRI Institute member hospitals, Teleflex states that the above finished goods kits
may contain the incorrect springwire guide (SWG), potentially delaying therapy or, if the SWG has been inserted before it is discovered to be
incompatible with the catheter, necessitating withdrawal of the SWG and repetition of the insertion procedure.

Action Needed:

Identify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the Urgent
Medica Device Recall letter and Recall Acknowledgment Form from Teleflex. Regardless of whether you have affected product, complete the Recall
Acknowledgment Form and return it to your Teleflex distributor, Attn: Customer Service, by fax at (855) 419-8507 or by e-mail at recalls@teleflex.com
. If you have affected product, upon receipt of the form, a customer service representative will provide your facility with a return goods authorization
(RGA) number and instructions for the return of products to Arrow International.

For Further Information:

Teleflex customer service department

Tel.: (866) 246-6990

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 additional information regarding the format of this aert, refer to our HDA Format Guide .

Source(s):

e 2017 Oct 30. Member Hospital. Teleflex letter submitted by ECRI Institute member hospitals. Download
e 2017 Oct 31. Manufacturer. The manufacturer confirmed the information provided in the source material .
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#  New Various Teleflex Central ~ 11/5/2017 Cardinal Health.. Medical Technology 2  Attac
Venous Catheter Kits. Establishment
New Veletri Consumables Kit ~ 11/2/2017 Actelion N/A 2  https
with non Flow-Stop Pharmaceuticals //nc
CADD Medication Australia Pty Ltd mdr.
Cassette Reservoirs

New Volumed Set ( Infusion 11/2/2017 Arcomed AG Al-Faisaliah Medical FSN  https
set) System

*  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.sa/Secure/CA/CaCompositeListing.aspx

In case you find an effected medical devices by any of the published FSN/Recalls, we
urges you to contact the local representative and the National Center for Medical
Device Reporting in order to ensure corrective or planed action been implemented.


https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11711
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11708
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx
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[High Priority ] - A29444 01 : Cardinal Health—Various Teleflex Central Venous Catheter Kits:

Packaging May Contain Incorrect Springwire Guide
Medical Device Ongoing Action

Published: Wednesday, November 1, 2017
Last Updated: Thursday, November 2, 2017

UMDNS Terms:
® Catheters, Vascular, Infusion, Central Venous, Peripherally-Inserted [18017]

Product Identifier: Various Teleflex Pressure Injectable ARROWg+ard Blue PLUS Multi-Lumen Central Venous Catheter (CVC) Kits with Blue
FlexTip Catheters [Consumable]

Cardinal Health Catalog Centurion .

NOS. Catalog Nos.: Batch/Lot Nos.:

AAK-04301, AAK 04304 AK-04301 13F17C0501

AAK-04302 AK-22142-F 13F17E0067

AAK-04303 AK-25142-F 13F17A0207

AAK-04305 AK-22142-CDC 13F17A0021

AAK-04306 AK-22142-CDC [J13F17E0067

AAK-04307 AK-25142-CDC  13F17E0340

AAK-04308 AK-45703-ACDC 13F16M0264

AAK-04309 AK-45703-ACDC 13FC170102

AAK-04310 ASK-15703-NYP 13F16M0196
ASK-45703-

AAK-04311 PNW 23F17B0116
CDC-47702-

AAK-04312 XP1A 23F17A0533

AAK-04313 CDC-15703-1A 13F16M0241
CDC-42703-

AAK-04314 XP1A 23F16M0507
ASK-45703-

AAK-04315 PHF2 23F17D0182

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

Distributor(s): ® Cardina Health Medical Products & amp; Services Group1450 Waukegan Rd, McGaw Park, IL 60085-3975, United States
Manufacturer(s): Arrow Internaional Inc, a Teleflex company2400 Bernville Rd, Reading, PA 19605, United States

Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Critical Care, Dialysis/Nephrology, OR/Surgery, Home Care, 1V
Therapy, Materials Management

Summary:

OThis Alert provides information on a Cardinal Health subrecall of the above catheter kits based on an October 27, 2017, Urgent Product Recall letter
submitted by an ECRI Institute member hospital. For information regarding the action initiated by Teleflex, see Alert A29444 . The distributor has not
confirmed the information provided in the source material.

Problem: In an Urgent Medical Device Recall |etter submitted by an ECRI Institute member hospital, Teleflex states that the above kits may contain the
incorrect springwire guide (SWG), potentially delaying therapy or necessitating withdrawal of the SWG and repetition of the insertion procedure.

Action Needed: Identify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have
received the October 27, 2017, Urgent Product Recall |etter, Recall Acknowledgment Form, and copy of the Teleflex Urgent Medical Device Recall letter
from Cardinal Health. Regardless of whether you have affected product, complete the Recall Acknowledgment Form and return it to Cardinal Health by
fax at (847) 689-9101 or (614) 652-9648. Forward a copy of the letters to any facility to which you have further distributed affected product. To arrange
for product return and to obtain credit, contact the Cardinal Health customer service department by telephone at (800) 964-5227 (U.S. hospital
customers), at (800) 444-1166 (U.S. federal government facilities), or at (888) 444-5440 (all other U.S. customers). Customers outside the U.S. should
contact their Cardinal Health local representative.

For Further Information:

Joyce Hill, Cardinal Health regulatory management specialist

Tel.: (800) 292-9332

Website: Click here

Teleflex customer service department
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Tel.: (866) 246-6990

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 2014 Oct 30. Member Hospital. Cardinal Health letter submitted by an ECRI Institute member hospital. Cardinal Health Reference No.
Event-2017-01078 (includes reply form) Download
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