
SBED Weekly Update 03-Jul-17

Dear,                   
SBED team is pleased to inform you that                   new FSCA/recalls posted on 
(Please note:  below list of FSCA/ recalls for the period of                                to 
In order to view more details, click the links and for ECRI alerts see the attachments 

28 SFDA website
6/26/2017 7/1/2017

NOTE:
FSCA / Recalls are classified into three categories, representing the potential risk to 
public health:  Class I  : High Risk, Class II : Medium Risk and Class III: 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

Ref: WU1727

MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Active Implantable Devices

Implantable Pulse 

Generators Used with 

Neuromodulation Systems

7/1/2017 Thoratec Corp 2 Attac

hed

Arabian Trade House 

Est.

# New

Diagnostic and therapeutic radiation devices

Artis, X-Workplace, Sensis 

and ARCADIS Systems

6/27/2017 SIEMENS FSN httpsSiemens Medical 

Solutions

New

HITACHI ARIETTA 

Prologue.

6/29/2017 Hitachi Medical Corp FSN httpsABDULREHMAN AL 

GOSAIBI GTB

New

iGUIDE® Software 2.2 6/27/2017 Elekta Limited FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11231Medical Regulations GateNew

JiveX , 6/27/2017Visus Technology Transfer GmbH FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11225N/ANew

http://www.sfda.gov.sa
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11226
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11237
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11231
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11225
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[High Priority ] - A28728 : Abbott—Implantable Pulse Generators Used with Neuromodulation Systems: Neuromodulation Therapy May Cease during
Monopolar Electrosurgical Procedures


[High Priority ] - A28728 : Abbott—Implantable Pulse Generators Used with Neuromodulation
Systems: Neuromodulation Therapy May Cease during Monopolar Electrosurgical Procedures
Medical Device Ongoing Action
Published: Wednesday, June 21, 2017


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


Product Identifier:
�Implantable Pulse Generator (IPG) Devices used with Neuromodulation (NM) Systems [Consumables]
Description: Model Nos.:
Infinity DBS  6660, 6662
Infinity DBS with MDT Header 6661, 6663
Proclaim Elite SCS  3660, 3662


  


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


Manufacturer(s): Abbott/Thoratec6035 Stoneridge Drive, Pleasanton, CA 94588, United States


Suggested Distribution: OR/Surgery, Information Technology, Neurology, Materials Management


Problem: In a June 2, 2017, Important Medical Device Advisory letter submitted by ECRI Institute member hospitals, Abbott states that NM therapy
may be lost when the above IPGs are exposed to monopolar electrosurgical (ESU) devices during medical procedures. If this occurs, the patient controller
(PC) displays the message “Generator Not Ready—Wait 30 Seconds,” indicating that the IPG has entered a state in which therapy is not delivered. To
restore therapy, replacement surgery is required. Abbott further states that as of April 30, 2017, approximately 189 devices have resulted in loss of NM
therapy because of monopolar ESU exposure; most required new device implantation to restore neurostimulation therapy. Abbott also states that of the
189 device reports it has received, 185 were for SCS therapy and 4 were for DBS therapy. Abbott further states that it has received no reports of patient
death or harm beyond early IPG replacement and that the overall occurrence rate is 1.30%. 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 June 2, 2017, Important Medical Device
Advisory letter from Abbott. A new feature called "Surgery Mode" is now available in the updated PC and clinician programmer (CP) software. This
feature will increase the IPG's resistance to the effects of monopolar ESU; however, “Surgery Mode” does not completely eliminate the risk of an IPG
becoming nonresponsive and requiring replacement surgery. The Surgery Mode feature may also be able to restore therapy to affected product that has
been exposed to monopolar ESU. The updated CP and PC software should be enabled by the patient, caregiver, or Abbott field representative before
surgical procedures in which ESU equipment may be used. For update instructions, see the Appendix in the letter . Abbott recommends using bipolar
ESU only. For information on using ESU devices during a procedure, see the revised warning in Figure 1 of the letter .
For Further Information:
Abbott support department
Tel.: (888) 397-8828
Website: Click here
Comments:


● �This alert is a living 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):


● 2017 Jun 15. Member Hospital. June 2, 2017 Abbott letter submitted by ECRI Institute member hospitals Download
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https://www.vascular.abbott/us/customer-service.html

https://www.vascular.abbott/us/customer-service.html

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/154997/20170602AbbottNMIPGsClientRedacted.pdf
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Nicolet Elite Probe 6/29/2017 Natus Neurology FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11236Medical supplies & Services Co.Ltd MediservNew
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Electro mechanical medical devices

Hemofiltration Standard 

Packs Including BC 60 

Plus-T 8036 Tubing Sets

7/1/2017 MAQUET Inc 2 Attac

hed

Gulf Medical Co.# New

HL7-

WorklistServer/Command

er

6/26/2017 Getemed Medizin FSN https

://nc

GE HealthcareNew

Maquet/Datascope CS 

Intra-Aortic Balloon 

Pumps

6/30/2017 MAQUET Cardiovascular 

LLC

1 Attac
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Al-Jeel Medical & 

Trading Co. LTD

# New

PhotonBlade 

Electrosurgical Devices

7/1/2017 Invuity, Inc 2 AttacN/A# New

PrisMax Hemodialysis 

Machine

6/29/2017 Baxter Healthcare FSN httpsBaxter AGNew

In vitro diagnostic devices

FLACON POUR ULTRA-

TURRAX AVEC BILLES ET 

EAU BIO MOL STERILE

6/29/2017 CENTRE EUROPEEN DE 

BIOTECHNOLOGIE (CEB) 

SA

FSN https

://nc

N/ANew

Non-active implantable devices

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11236
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11227
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11233
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11223
http://Attached
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11234
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11238
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[Critical Priority ] - A28803 : Maquet/Getinge—Maquet/Datascope CS Intra-Aortic Balloon Pumps: Electrical Test Failure Code May Occur, Resulting in Pump Failure


[Critical Priority ] - A28803 : Maquet/Getinge—Maquet/Datascope CS Intra-Aortic Balloon Pumps:
Electrical Test Failure Code May Occur, Resulting in Pump Failure
Medical Device Ongoing Action
Published: Thursday, June 22, 2017
Last Updated: Friday, June 23, 2017


UMDNS Terms:
•  Circulatory Assist Units, Cardiac, Intra-Aortic Balloon  [10846]


Product Identifier:
Maquet/Datascope CS Intra-Aortic Balloon Pumps (IABPs): Part Nos.:
CS100  0998-00-3013-XX, 0998-UC-3013-XX
CS100i 0998-UC-0446HXX, 0998-UC-0479HXX
CS300 0998-00-3023-XX, 0998-UC-3023-XX


[Capital Equipment]
Units distributed between March 24, 2003, and December 11, 2013
System 98 and System 98XT IABPs that were converted to CS100i or CS300 IABPs are also affected


Geographic Regions: Worldwide


Manufacturer(s): MAQUET Medical Systems USA A Getinge Group Co45 Barbour Pond Dr, Wayne, NJ 07470, United States


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


Problem: In a June 19, 2017, Urgent Product Recall Medical Device Field Correction letter submitted by ECRI Institute member hospitals,
Maquet/Getinge states that it has received a report of an incident in which one of the above IABPs failed to pump because of electrical test failure code
#58 (power up vent tests fail), maintenance code #3, and an autofill failure, which has been associated with a patient death caused by the failure of the
device to initiate therapy. Maquet/Getinge also states that electrical test failure code #58 occurs when a solenoid valve requires more power than the
solenoid driver board can deliver to open the valve. The lack of power prevents the coil from moving the plunger, causing the valve not to open. This is
recognized by the system as an electrical test failure code #58 upon powering on the IABP. Maquet/Getinge states that an additional hazard associated
with a sudden shutdown is related to the static condition (no inflating or deflating) of the balloon during the interruption of therapy, which, as stated in
the operating instructions manual, can lead to thrombus formation if the balloon remains inactive in the patient for more than 30 min. Maquet/Getinge
also states that, because patients receiving IABP therapy are in critical condition, sudden interruption of therapy could result in unsafe, hemodynamic
instability. FDA states that Maquet/Getinge initiated a worldwide field correction.


Action Needed:
Identify any affected IABPs in your inventory. If you have affected IABPs, verify that you have received the June 19, 2017, Urgent Product Recall
Medical Device Field Correction letter and Medical Device Field Correction Response Form from Maquet/Getinge and that you have reviewed the June
16, 2017, FDA Company Announcement  and June 19, 2017, FDA MedWatch Safety Alert . A Maquet/Getinge service representative will contact your
facility to arrange to replace the solenoid driver boards on affected IABPs. Assess the risks and benefits of using affected IABPs for each patient when no
alternative IABP or alternative therapy is available. Do not leave patients unattended during IABP therapy, as stated in the WARNINGS section of the
Operating/User Instructions. The patient balloon should not remain inactive in the patient (i.e., not inflating, deflating) for more than 30 min. Until
service is performed on affected IABPs, power on the IABP before inserting the IAB catheter to allow the IABP to successfully complete a self-test,
which should take less than 60 sec. If the IABP fails to successfully complete a self-test and exhibits electrical test failure code #58, remove the affected
IABP from service and contact your local Maquet/Getinge sales and service office. If interruption of therapy occurs, transfer the patient to an alternative
IABP. If an alternative IABP is not available, manually inflate the IAB with air or helium and immediately aspirate. Refer to the intra-aortic balloon
catheter instructions for use (IFU), Manually Inflating and Deflating a Catheter. As an alternative, remove the intra-aortic catheter from the patient. The
patient should be treated according to your facility's treatment protocols and caregivers' clinical judgment to ensure hemodynamic stability. Complete the
Medical Device Field Correction Response Form, and return it to Maquet/Getinge using the instructions on the form. Inform all relevant personnel at
your facility of the information in the letter, and forward a copy of the letter to any facility to which you have further distributed affected product. 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 3), 8 a.m. to 6 p.m. Eastern time, Monday through Friday (U.S. customers)
Website: Click here


References:
United States:


● Food and Drug Administration. Company announcement—Datascope Corp/MAQUET issues worldwide voluntary recall of the System
CS100, CS100i and CS300 intra-aortic balloon pumps for potential electrical test failure code [online]. 2017 Jun 16 [cited 2017 Jun 22].
Available from Internet: Click here .


● Food and Drug Administration. MedWatch. System CS100, CS100i and CS300 intra-aortic balloon pumps by Datascope: field
correction—potential electrical test failure code [online]. 2017 Jun 19 [cited 2017 Jun 22]. Available from Internet: Click here .


Comments:


● �This alert is a living 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 .
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https://www.fda.gov/Safety/Recalls/ucm563583.htm?source=govdelivery&amp;utm_medium=email&amp;utm_source=govdelivery

https://www.fda.gov/Safety/MedWatch/SafetyInformation/SafetyAlertsforHumanMedicalProducts/ucm563615.htm?source=govdelivery&amp;utm_medium=email&amp;utm_source=govdelivery

https://www.fda.gov/Safety/MedWatch/SafetyInformation/SafetyAlertsforHumanMedicalProducts/ucm563615.htm?source=govdelivery&amp;utm_medium=email&amp;utm_source=govdelivery

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

https://www.accessdata.fda.gov/scripts/medwatch/index.cfm?action=reporting.home

http://www.maquet.com/us/Contact

https://www.fda.gov/Safety/Recalls/ucm563583.htm?source=govdelivery&amp;utm_medium=email&amp;utm_source=govdelivery

https://www.fda.gov/Safety/Recalls/ucm563583.htm?source=govdelivery&amp;utm_medium=email&amp;utm_source=govdelivery

https://www.fda.gov/Safety/MedWatch/SafetyInformation/SafetyAlertsforHumanMedicalProducts/ucm563615.htm?source=govdelivery&amp;utm_medium=email&amp;utm_source=govdelivery

https://www.fda.gov/Safety/MedWatch/SafetyInformation/SafetyAlertsforHumanMedicalProducts/ucm563615.htm?source=govdelivery&amp;utm_medium=email&amp;utm_source=govdelivery

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

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





Source(s):


● 2017 Jun 21. Member Hospital. June 19, 2017 Maquet/Getinge letter submitted by ECRI Institute member hospitals (includes reply 
form) Download


● 2017 Jun 21. FDA. FDA MedWatch Download
● 2017 Jun 21. FDA. FDA Company Announcement Download
● 2017 Jun 22. Manufacturer. Manufacturer confirmed information.
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/155348/20170619MaquetDatascopeballoonClientRedacted.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/155349/20170616MaquetDatascopeBalloonFDAMedWatch.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/155350/20170616MaquetDatascopeBalloonFDA.pdf
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[High Priority ] - A28784 : Getinge—Hemofiltration Standard Packs Including BC 60 Plus-T 8036 Tubing Sets: May Have Been Distributed after Expiration Date


[High Priority ] - A28784 : Getinge—Hemofiltration Standard Packs Including BC 60 Plus-T 8036
Tubing Sets: May Have Been Distributed after Expiration Date
Medical Device Ongoing Action
Published: Friday, June 16, 2017
Last Updated: Thursday, June 22, 2017


UMDNS Terms:
•  Hemodialysis Tubing Sets [11225]


Product Identifier:
�Hemofiltration Standard Packs including BC 60 Plus-T 8036 Tubing Sets [Consumable]
Part No. 701066990; Lot No. 3000001571; EXP SEP 2015
Units manufactured between January 29, 2015 and distributed between October 15 and December 24, 2015


Geographic Regions: U.S.


Manufacturer(s): MAQUET Inc A Getinge Group Co45 Barbour Pond Dr, Wayne, NJ 07470, United States


Suggested Distribution: Critical Care, Dialysis/Nephrology, Nursing, OR/Surgery, Home Care, Materials Management


Problem: In a May 22, 2017, Urgent Medical Device Recall Removal Notice letter submitted by an ECRI Institute member hospital, Getinge states that
the above hemofiltration packs and tubing sets may have been distributed after the product expiration date. Getinge further states that although affected
product is labeled with the correct expiration date of September 2015, failure to notice the expiration date could result in affected product being used.
Getinge also states that it has received no reports of serious injury related to this problem. The manufacturer has not confirmed the information provided
in the source material.


Action Needed:
Identify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the May 22,
2017, Urgent Medical Device Recall Removal Notice letter and Response Form from Getinge. To arrange for product return and to obtain return
authorization (RA), contact the Getinge customer service department by telephone using the information below. Pack and return affected product to
Getinge according to the instructions in the letter. Complete the Response Form, and return it to Getinge using the instruction on the form. 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 the preaddressed reporting form available here , or online at the MedWatch 
website . 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:
Maquet/Getinge customer support
Tel.: (888) 627-8383 (select option 2, then option 1), 8 a.m. to 6 p.m. Eastern time, Monday through Friday
Website: Click here
Comments:


● �This alert is a living 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):


● 2017 Jun 13. Member Hospital. May 22, 2017 Getinge letter submitted by ECRI Institute member hospitals (includes reply form) Download
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https://www.fda.gov/Safety/MedWatch/HowToReport/DownloadForms/default.htm

https://www.accessdata.fda.gov/scripts/medwatch/medwatch-online.htm

https://www.maquet.com/us/contact/

https://www.maquet.com/us/contact/

https://members2.ecri.orgwww.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/155324/20170522GetingeHemofiltrationStandardPacksCLIENTRedacted.pdf
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[High Priority ] - A28797 : Invuity—PhotonBlade Electrosurgical Devices: Unintended Energy Discharge May Damage Tissue


[High Priority ] - A28797 : Invuity—PhotonBlade Electrosurgical Devices: Unintended Energy
Discharge May Damage Tissue
Medical Device Ongoing Action
Published: Wednesday, June 21, 2017


UMDNS Terms:
•  Electrodes, Electrosurgical, Active, Hand-Controlled [11499]


Product Identifier:
�PhotonBlade Electrosurgical Devices [Consumable]
Catalog No. PB1; All lot numbers


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


Manufacturer(s): Invuity 39 Stillman St, San Francisco, CA 94107, United States


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


Problem: In a June 12, 2017, Urgent Medical Device Recall letter submitted by ECRI Institute member hospitals, Invuity states that it received reports
of unintended energy discharge from the above devices, potentially resulting in tissue damage to patients. The manufacturer has not confirmed the
information provided in the source material.


Action Needed: Identify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have
received the June 12, 2017, Urgent Medical Device Recall letter from Invuity. Notify all relevant personnel at your facility of the information in the
letter. Complete the Acknowledgment Form, and return it to Invuity, using the instructions on the form. Return affected product, if applicable, along with
a copy of the form, to Invuity. The firm will contact your facility with information regarding product availability.
For Further Information:
Invuity customer service department
Tel.: (866) 711-7768 (select option 8), 6 a.m. to 6 p.m. Pacific time
Website: Click here
Comments:


● �This alert is a living 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):


● 2017 Jun 20. Member Hospital. Invuity letter submitted by ECRI Institute member hospital (includes reply form) Download
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11230
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11224
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11221
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11219
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11228
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11232
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http://Attached
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http://Attached
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[High Priority ] - A28799 : Medline—BD 22 G × 1 ½-Inch SafetyGlide Needles Contained in Kits: May Contain Foreign Matter


[High Priority ] - A28799 : Medline—BD 22 G × 1 ½-Inch SafetyGlide Needles Contained in Kits: May
Contain Foreign Matter
Medical Device Ongoing Action
Published: Wednesday, June 21, 2017
Last Updated: Thursday, June 22, 2017


UMDNS Terms:
•  Syringes, Plunger, Hypodermic, Protective  [18070]


Product Identifier:
�Kits containing BD 22 G × 1 ½-Inch Nonsterile Bulk SafetyGlide Needles [Consumable] For affected Medline kit and kit lot numbers, see the
attachment to the letter sent to your facility.


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


Manufacturer(s): BD 1 Becton Dr, Franklin Lakes, NJ 07417-1884, United States (needle manufacturer)
Medline Industries IncOne Medline Place, Mundelein, IL 60060, United States (kit manufacturer)


Suggested Distribution: Anesthesia, Infection Control, Nursing, Obstetrics/Gynecology/Labor and Delivery, OR/Surgery, Pediatrics, Pharmacy,
IV Therapy, Materials Management


Problem: In a June 15, 2017, BD Subrecall Immediate Action Required letter submitted by ECRI Institute member hospitals, Medline states that the
above needles contained in the above kits may contain loose polypropylene foreign matter above release specification. Loose polypropylene particulate in
the fluid path could be expelled from the needle during injection, potentially resulting in downstream embolization and infarction if the injection is
intraarterial. The distributor has not confirmed the information provided in the source material.


Action Needed: Identify and isolate any affected kits in your inventory. If you have affected kits, verify that you have received the June 15, 2017, BD
Subrecall Immediate Action Required letter, stickers, and Urgent Remedial Action Verification Form from Medline. Affix the stickers to affected kits. If
you need additional stickers, contact Medline by telephone at the number below. Do not use the affected needles in the kits; pull another approved
product from sterile supply when the kit is to be used. Regardless of whether you have affected kits, complete the Urgent Remedial Action Verification
Form and return it to Medline using the instructions on the form.
For Further Information:
Kassandra Cotner, Medline recall coordinator
Tel.: (866) 359-1704
Website: Click here
Comments:


● �This alert is a living 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):


● 2017 Jun 21. Member Hospital. Medline letter submitted by ECRI Institute member hospital (includes reply form) Download


www.ecri.org . Printed from Health Devices Alerts on Saturday, July 1, 2017 Page 1


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



https://www.medline.com/pages/about-us/contact-us/

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

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/155278/20170615MedlineBDSafetyGlideClientRedacted.pdf



AFsaif
( A28799) Medline-BD 22 G × 1 ½-Inch SafetyGlide Needles Contained in Kit.pdf




[Critical Priority ] - A28790 : �Penumbra—3D Revascularization Devices: Delivery Wire May Break


[Critical Priority ] - A28790 : �Penumbra—3D Revascularization Devices: Delivery Wire May Break
Medical Device Ongoing Action
Published: Tuesday, June 20, 2017
Last Updated: Thursday, June 22, 2017


UMDNS Terms:
•  Catheters, Cardiac, Laser Percutaneous Myocardial Revascularization  [20382]


Product Identifier:
�3D Revascularization Devices [Consumable]
Reference No.: PSR3D; Lot Nos.: C00644, C00645, C00646, C00717
Units distributed between May 15 and June 7, 2017


Geographic Regions: U.S.


Manufacturer(s): Penumbra Inc One Penumbra Place, Alameda, CA 94502, United States


Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, OR/Surgery, Neurology, Materials Management


Problem: In a June 9, 2017, Urgent Voluntary Field Removal Notice letter submitted by ECRI Institute member hospitals, Penumbra states that
Penumbra has identified an issue in these four lots involving a raw material component of the delivery wire. This issue could result in breakage of the
delivery wire, which could potentially lead to serious patient injury or death.


Action Needed: All affected sites have been contacted by Penumbra. Product returns are on-going.
For Further Information:
Penumbra customer service department
Tel.: (888) 272-4606, 8 a.m. to 5 p.m. Pacific time
E-mail: RAQA@penumbrainc.com
Website: Click here
Comments:


● �This alert is a living 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):


● 2017 Jun 20. Member Hospital. FCA-PSR3D-06-17 (includes reply form) Download
● 2017 Jun 22. Manufacturer. Manufacturer confirmed information contained in source material
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[High Priority ] - A28795 : Medspira—mcompass� Balloon 2-Channel Catheters: Potential Failure May Cause Balloon to Separate from Inner Stem and Lodge in Rectal Cavity


[High Priority ] - A28795 : Medspira—mcompass� Balloon 2-Channel Catheters: Potential Failure
May Cause Balloon to Separate from Inner Stem and Lodge in Rectal Cavity
Medical Device Ongoing Action
Published: Friday, June 16, 2017
Last Updated: Thursday, June 22, 2017


UMDNS Terms:
•  Catheters, Rectal, Manometric [17745]


Product Identifier:
�mcompass Balloon 2-Channel Catheters [Consumable]
Part No. RMD-002-004; Lot Nos.: 160627-10, 160627-11


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


Manufacturer(s): Medspira LLC 2718 Summer Street NE, Minneapolis, MN, 55413, United States


Suggested Distribution: Nursing, Gastroenterology, Materials Management


Problem:
�In a letter submitted by an ECRI Institute member hospital, Medspira states that the balloon may separate from the inner stem of the above catheters,
potentially causing the balloon to become lodged in the patient's rectal cavity. Medspira also states that this condition may require removal of the balloon
using flexible sigmoidoscopy. Medspira further states that this recall does not include the entire mcompass Anorectal Manometry system (tablet PC and
FOB). The manufacturer has not confirmed the information provided in the source material.


Action Needed:
�Identify, isolate, and discontinue use of any affected catheters in your inventory. If you have affected catheters, verify that you have received the letter
and return form from Medspira. Regardless of whether you have affected product, complete the return form and return it to Medspira using the
instructions on the form. Medspira will provide your facility with a returned goods authorization (RGA) number for product return and replacement.
Return affected catheters using the same shipment orientation as received. If affected catheters have been in contact with a patient, decontaminate the
component using your facility's internal procedures, or return the device in a biohazard container to avoid exposure during shipment.
For Further Information:
Paul Bradik, Medspira
Tel.: (612) 789-0013
E-mail: pbradik@medspira.com
Website: Click here
Comments:


● ��This alert is a living 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):


● 2017 Jun 16. Member Hospital. Medspira letter submitted by an ECRI Institute member hospital Download
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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.

*      Indicates that medical devices subject to  removal and/ or destroyed action. 

* SBED Team Recommend ensuring The listed Distributors in this report as they may 
differ from the distributors you are dealing with

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

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11218
http://Attached
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx
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[High Priority ] - A27663 02 : *Medline—Unna Z Unna Boot Bandages with Zinc and Calamine: May Be Contaminated with Mold [Update]


[High Priority ] - A27663 02 : *Medline—Unna Z Unna Boot Bandages with Zinc and Calamine: May Be
Contaminated with Mold [Update]
Medical Device Ongoing Action
Published: Wednesday, June 21, 2017


UMDNS Terms:
•  Bandages, Medicated [25174]
•  Bandages, Medicated, Zinc Oxide [25175]


Product Identifier:
Unna Z Unna Boot Bandages with Zinc and Calamine [Consumable]
Catalog Nos.: NONUNNA3, NONUNNA4; Lot Nos.: 63600 through 70067
Previously listed: see Alert A27663


Geographic Regions: �(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 Pl, Mundelein, IL 60060, United States


Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Infection Control, Nursing, Diabetes Education/Coordination, Home
Care, Dermatology, Materials Management


Summary: This Alert provides additional information based on a June 6, 2016, Immediate Action Required letter submitted by ECRI Institute member
hospitals regarding Alert A27663 . Additional information is provided in the Product Identifier and Action Needed fields.
Problem:
In a November 23, 2016, Immediate Action Required letter submitted by an ECRI Institute member hospital, Medline states that the above bandages may
be contaminated with a non-pathogenic common mold, which may cause discoloration. Medline also states that it has received no reports of patient injury
or adverse events because of the contamination. Medline further states that the mold poses little risk to end users. The manufacturer has not confirmed the
information provided in the source material.


Action Needed:
Identify, isolate, and destroy any affected product in your inventory. If you have affected product, verify that you have received the June 5, 2016
Immediate Action Required letter and Urgent Remedial Action Destruction 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 issue an account credit (if
applicable). 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:
Medline
Tel.: (866) 359-1704
Website: Click here
Comments:


● �This alert is a living 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):


● 2017 Jun 19. Member Hospital. June 5, 2016 Medline letter submitted by ECRI Institute member hosopitals (includes reply form)
Download
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[High Priority ] - A28805 : Shippert—Various Tissu-Trans Products: Sterility May Be Compromised


[High Priority ] - A28805 : Shippert—Various Tissu-Trans Products: Sterility May Be Compromised
Medical Device Ongoing Action
Published: Wednesday, June 21, 2017
Last Updated: Monday, June 26, 2017


UMDNS Terms:
•  Aspirators, Surgical, Liposuction [17103]
•  Cannulae, Liposuction [17640]
•  Autologous Fat Transfer Units [27649]


Product Identifier:
Tissu-Trans
Products: Catalog Nos.: Lot Nos.:


Filtron 100 3-TT-FILTRON 100 12018, 12045, 12076,
12109


Filtron 250 3-TT-FILTRON 250 12005, 12019, 12044,
61286, 61421


Filtron 500 3-TT-FILTRON 500
11934, 11948, 11984,
12002, 12020, 12046,
61118, 61287, 61363,
61446


Filtron 1000 3-TT-FILTRON 1000 12047, 12077, 61235


Filtron 2000 3-TT-FILTRON 2000 11947, 12003, 12078,
12110


MEGA 1500 3-TT-MEGA 1500
12082, 12111, 61116,
61236, 61288, 61364,
61464


Syringe Fill 360 3-TT-SFILL 360 12079, 61117, 61143,
61405


[Consumable]


Geographic Regions: Europe, Japan, Middle East, U.S.


Manufacturer(s): Shippert Medical Technologies Inc 6248 South Troy Circle, Suite A, Centennial, CO, 80111, United States


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


Summary:
�This Alert has been updated with additional information from the manufacturer in the following section:


● Geographic Distribution
Problem:
�In a May 30, 2017, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Shippert states that the seal integrity of the
packaging of the above products cannot be assured before use without a visual inspection of the seal. Shippert also states that if an improperly sealed
pouch were subjected to contamination, the product may become contaminated. Shippert further states that it has received no reports of serious injuries
and/or deaths 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 May 30,
2017, Urgent Medical Device Recall letter and Medical Device Recall Return Response Form from Shippert. Regardless of whether you have affected
product, complete the Medical Device Recall Return Response Form, and return it to Shippert using the instructions on the form. Return affected product
to Shippert. Upon receipt of affected product, Shippert will provide your facility with replacement products. Inform all relevant personnel at your facility
of the information in the letter, and forward a copy of the letter to any facility to which you have further distributed affected product.
For Further Information:
Shippert customer service department
Tel.: (800) 888-8663


Website: Click here
Comments:


● �This alert is a living 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):
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● 2017 Jun 21. Member Hospital. (includes reply form) Download
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