
SBED Weekly Update 05-Sep-18

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 

26 SFDA website
8/28/2018 9/2/2018

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: WU1836

Hospital Name

MedicalDevice Post Date Manufacturer Class LinkDistrbutorType Affected

 Yes/No

Anaesthetic and respiratory devices

BE-HLS 7050# HLS Set 

Advanced 7.0

8/28/2018 Maquet 

Cardiopulmonary AG

FSN httpsAl-Faisaliah Medical 

System

New

Assistive products for persons with disability

M300 PS, C300 PS, C350 

PS, C500 PS, (PS Seating 

only)

8/30/2018 Permobil AB 2 https

://nc

N/ANew

Diagnostic and therapeutic radiation devices

DX-D 600 Digital 

Radiography Systems    ,

8/30/2018 AGFA Corp. 2 httpsGulf Medical Co.New

http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13090
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13103
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13108


MedicalDevice Post Date Manufacturer Class LinkDistrbutorType Affected

 Yes/No

TrueBeam, TrueBeam STx, 

VitalBeam and EDGE 

treatment delivery 

systems   ,

8/29/2018 Varian Medical Systems FSN https

://nc

mdr.

Varian Medical Systems 

Arabia Commercial 

Limited

New

Electro mechanical medical devices

AlignRT Plus/OSMS 

system   ,

8/30/2018 Vision RT 2 httpsN/ANew

da Vinci S/Si 8 mm 8/29/2018 Intuitive Surgical Inc FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13096Gulf Medical Co.New

HeartStart Infant/Child 

SMART Defibrillator Pads 

Cartridges

8/28/2018 Philips Healthcare FSN Attac

hed

Philips Healthcare 

Saudi Arabia Ltd.

# New

MiniMed™ remote 

controller (MMT-500 or 

MMT-503)

8/28/2018 Medtronic SA FSN https

://nc

Medtronic Saudi ArabiaNew

Organ Care System (OCS) 

Heart system - OCS Heart 

Console

8/30/2018 TransMedics 2 https

://nc

N/ANew

PRISMAFLO II and 

PRISMAFLO II S Blood 

Warmer Heating Profiles

8/30/2018 Stihler Electronic GmbH 2 Attac

hed

Baxter AG# New

Therakos Cellex 

Photopheresis System

8/30/2018 Therakos Inc 2 httpsArabian Medical and 

Hospital Supplies Co.

New

Tools Database v1.288 

CD   ,

8/29/2018 Medtronic SA 2 httpsMedtronic Saudi ArabiaNew

Healthcare facility products and adaptations

Square D Brand General 

Duty Safety Switches

9/2/2018 Schneider Electric SA 2 AttacN/A# New

In vitro diagnostic devices

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13091
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13097
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13096
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13089
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13098
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13099
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13094



[High Priority ] - A31225 : �Stihler Electronic—PRISMAFLO II and PRISMAFLO II S Blood Warmer Heating Profiles: May Become Damaged, Causing Hotspot on Heating Profile


[High Priority ] - A31225 : �Stihler Electronic—PRISMAFLO II and PRISMAFLO II S Blood Warmer
Heating Profiles: May Become Damaged, Causing Hotspot on Heating Profile
Medical Device Ongoing Action
Published: Wednesday, August 22, 2018


UMDNS Terms:
•  Warming Units, Blood/Intravenous Solution [10447]


Product Identifier:
[Capital Equipment]


Product Stihler Electronic GmbH
Model Product No. Serial No.


Blood Warmer Heating Profiles PRISMAFLO II PF2-WP2618 UH07154 to UH07479


PRISMAFLO II S PF2-WP31 E22368


PRISMAFLO II S PF2-WP33 E22000 to E23999


Geographic Regions: U.S.


Distributor(s): •  Futuremed America Inc15700 Devonshire St, Granada Hills, CA 91344, United States
•  Baxter Healthcare CorpOne Baxter Pkwy, Deerfield, IL 60015, United States


Manufacturer(s): Stihler Electronic GmbHJulius-Hoelder-Strasse 36, D-70597 Stuttgart, Germany


Suggested Distribution: Clinical/Biomedical Engineering, Dialysis/Nephrology, Nursing, Home Care


Problem:
�In a July 2018 Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, Stihler Electronic states that the above heating
profiles may become damaged, causing a hotspot on the heating profile. This problem may lead to the following hazards:


● At the location of the hotspot, the heating profile will exhibit external damage. A hole may appear with a small burn mark.
● If the heating profile is in contact with the blood return line of PRISMAFLEX when the hotspot occurs, the blood return line may have the


burn mark on the outside surface.
● If the heating profile is in contact with the patient at the location of the hotspot, there is risk of a small low-level skin burn. This result is


extremely unlikely.


Stihler Electronic also states that no risk of serious injury or death is associated with this problem. Stihler Electronic further states that fire is not a risk
because the occurrence location is inside the heating profile. The heating profile damage activates a low-temperature alarm at the PRISMAFLO
II/PRISMAFLO II S system.


Action Needed:
�Identify any affected systems in your inventory. For an image showing how to identify the serial number on the heating profiles, see the letter . This
problem applies only to heating profiles produced between 2016 and 2017. If you have affected systems, verify that you have received the July 2018
Urgent Medical Device Correction letter and Return Form from Stihler Electronic. You may continue to use heating profiles of the affected systems by
observing the warning and cautions given in the user manual. Complete the Return Form, and return it to Stihler Electronic using the instructions on the
form. Upon receipt of the form, Stihler Electronic will arrange that Futuremed will provide your facility with replacement heating profiles and a Disposal
Form. After receiving replacement product, discontinue use of and dispose of affected heating profiles. Complete the Disposal Form, and return it to the
Stihler Electronic.
For Further Information:
Stihler Electronic
E-mail: info@stihlerelectronic.de
Website: Click here
Comments:


● �This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2018 Aug 21. Member Hospital. (includes reply form) Download
● 2018 Aug 22. Manufacturer. The manufacturer confirmed the information provided in the source material.


www.ecri.org . Printed from Health Devices Alerts on Thursday, August 30, 2018 Page 1


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



http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/178216/201807xxStihlerPRISMAFLOClient.pdf?option=80F0607
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https://www.stihlerelectronic.de/contact.html

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/178216/201807xxStihlerPRISMAFLOClient.pdf



MMOqalaa
(A31225) Stihler Electronic-PRISMAFLO II and PRISMAFLO II S Blood Warm.pdf




[High Priority ] - A31284 : Schneider Electric—Square D Brand General Duty Safety Switches: May Still Supply Power when Handle is in "Off" Position


[High Priority ] - A31284 : Schneider Electric—Square D Brand General Duty Safety Switches: May
Still Supply Power when Handle is in "Off" Position
Medical Device Ongoing Action
Published: Thursday, August 30, 2018


UMDNS Terms:
•  Emergency Stop Switches [25095]


Product Identifier:
[Capital Equipment]


Product Schneider Electric SA
Catalog No.


W W Grainger Inc
Catalog No. Manufacture Date


Square D General Duty Safety
Switches


DU222RB 2CL85 2014 Jan 1 to 2018 Jan 18


DU221RBUP 480546 2014 Jan 1 to 2018 Jan 18


D211NRB 2JXU1 2014 Jan 1 to 2018 Jan 18


D321NRB 1H253 2014 Jan 1 to 2018 Jan 18


DU321RB 1H261 2014 Jan 1 to 2018 Jan 18


D221NRB 1H248 2014 Jan 1 to 2018 Jan 18


DU322RB 1H263 2014 Jan 1 to 2018 Jan 18


DU221RB 1H259 2014 Jan 1 to 2018 Jan 18


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


Distributor(s): •  W W Grainger Inc 681 Commerce St, Burr Ridge, IL 60527, United States


Manufacturer(s): Schneider Electric SA 35 rue Joseph Monier, CS30323, 92506 Rueil-Malmaison Cedex, France


Suggested Distribution: Clinical/Biomedical Engineering, Facilities/Building Management


Problem:
�In an August 3, 2018, Offer Safety Alert letter submitted by an ECRI Institute member hospital, Schneider Electric states that he above safety switches
may continue to supply power even when the handle is in the "off" position, potentially leading to electric shock or electrocution and the risk of property
damage and serious injury or death to the operator. Schneider Electric also states that the problem does not immediately affect the performance, but may
limit the ability to use the safety switch tode-energize downstream loads and/or equipment. The manufacturer has not confirmed the information provided
in the source material.


Action Needed:
�Identify any affected safety switches in your inventory. If you have affected switches, verify that you have received the August 3, 2018, Offer Safety
Alert letter, Recovery Form, and User Identification Form from Schneider Electric. If applicable, complete the User Identification Form, and return it to
Schneider Electric using the instructions on the form. Any switches with a green marking (see Figure 1 in Exhibit C in the letter ) are unaffected by this
problem. Schneider Electric states that affected switches are those with date codes 1401 through 1803. If the safety switch has not yet been installed:


1. Remove the safety switch from the manufacturer packaging. Open the safety switch cover.
2. Ensure that the handle is in the "on" position and the blades are closed (see Figure 2 in Exhibit C in the letter ).
3. Cycle the handle to "off," and confirm blades are open (see Figure 3 in Exhibit C in the letter ). If the blades stay in the closed position


(see Figure 4 in Exhibit C in the letter ), the switch is unsafe for use.
If the safety switch is installed but not energized:


1. Open safety switch cover.
2. Ensure that the handle is in the "on" position and the blades are closed.
3. Cycle the handle to "off," and confirm blades are open. If the blades stay in the closed position, the switch is unsafe for use.


If the safety switch is installed and energized:
1. If the safety switch has been operated previously and the load has been verified to be de-energized, no additional action is required.
2. If the safety switch is not providing critical power and can be safely shut off without damaging equipment and/or causing injuries, cycle


the switch to the "off" position. Verify if downstream loads are de-energized. If downstream devices are de-energized, cycle the switch
back to "on." No further action is required. If downstream devices are still energized, the switch must be returned to Schneider Electric.
The safety switch can temporarily remain in use; however, it cannot be used to de-energize a load or shut down equipment.


Complete the Recovery Form, and return it to Schneider Electric using the instructions on the form. Schneider Electric will provide your facility with
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replacement switches. Mark the switch (outside the switch near the handle) with a red tag or card containing the following language: "Danger—This
safety switch does not open and disconnect power. Schneider Electric has been contacted and replacement is scheduled."
For Further Information:
Schneider Electric recovery administration team
Tel.: (877) 672-1953
Website: Click here
Comments:


● For a similar and potentially related action initiated by Eaton, see Alert A31269 .
● �This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2018 Aug 30. Member Hospital. PRB-207512 (includes reply form) Download
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MMOqalaa
(A31284) Schneider Electric-Square D Brand.pdf




[High Priority ] - A31237 : Philips—�HeartStart Infant/Child SMART Pads Cartridges: Foil Pouch May Be Labeled with Incorrect Age Group


[High Priority ] - A31237 : Philips—�HeartStart Infant/Child SMART Pads Cartridges: Foil Pouch May
Be Labeled with Incorrect Age Group
Medical Device Ongoing Action
Published: Wednesday, August 22, 2018


UMDNS Terms:
•  Electrical Conductive Pads, Defibrillator Paddle [11130]


Product Identifier:
[Consumable]


Product Philips Healthcare
Product No.


HeartStart Infant/Child SMART Defibrillator Pads Cartridges M5072A


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


Manufacturer(s): Philips Healthcare3000 Minuteman Rd, Andover, MA 01810, United States


Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, Critical Care, Emergency/Outpatient
Services, Nursing, OR/Surgery, Pediatrics, Home Care, NICU, EMS/Transport, Materials Management


Problem:
�In an August 6, 2018, Customer Information letter submitted by ECRI Institute member hospitals, Philips states that one side of the foil pouch of the
above defibrillator pads incorrectly states the age range as 8+ years; however, larger type elsewhere on both sides of the pouch, accompanied by a pink
teddy bear icon, correctly states the age range as 0 to 8. Philips also states that the labeling on the cartridge box and the cartridge itself is correct. Philips
has received no reports of patient harm as a result of 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 August 6, 2018, Customer Information
letter and response form from Philips. Complete the form, and return it to Philips using the information on the form. If an affected cartridge has already
been removed from its pouch and installed in an automated external defibrillator (AED), it is not affected. Affected pads may continue to be used in
accordance with the AED instructions for use (IFU).
For Further Information:
Philips
Website: Click here
Comments:


● �This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2018 Aug 22. Member Hospital. CIL86100191A (includes reply form) Download
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MMOqalaa
(A31237) Philips HeartStart Infant Child SMART Pads Cartridges Foil Pouch May Be Labeled with Incorrect Age Group.pdf



MedicalDevice Post Date Manufacturer Class LinkDistrbutorType Affected

 Yes/No

Aptio Automation and 

StreamLAB Automation.

8/30/2018 Siemens Healthcare 

Diagnostics GmbH

1 httpsABDULREHMAN AL 

GOSAIBI GTB

New

GPS III and Plasmax Kits 9/2/2018 Zimmer Biomet, Inc. FSNAttachedIsam Economic Co.# New

Hematek Wright-Giesma 

Stain Paks and Modified 

Wright Stain Paks

8/30/2018 Siemens Healthcare 

Diagnostics Product

FSN Attac

hed

AL-KAMAL Import# New

Pastorex Meningitis - 

reagent R4 

(Streptococcus 

pneumoniae latex - green 

cap bottle).

8/30/2018 Bio Rad. 2 https

://nc

mdr.

sfda.

Al-Jeel Medical & 

Trading Co. LTD

New

VITROS 5600 Integrated 

System    ,

8/29/2018 Ortho-Clinical 

Diagnostics

FSN httpsSamir Photographic 

Supplies Co. Ltd.

New

Xpert Xpress Flu/RSV 

assay    ,

8/30/2018 Cepheid 2 httpsABDULLA FOUAD 

HOLDING COMPANY

New

Medical software

Cerner Dosage Calculator 

used via PowerOrders or 

Pharmacy Medication 

Manager

8/30/2018 CERNER COR 2 https

://nc

mdr.

Bio StandardsNew

Non-active implantable devices

Hoffmann Limb 

Reconstruction Frame 

(LRF) System Hexapod 

Struts

8/30/2018 Stryker Europe 2 https

://nc

mdr.

Al-Faisaliah Medical 

System

New

Ophthalmic and optical devices

Leica M525 F20 8/29/2018 Leica Microsystems Inc. FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13095Al-Faisaliah Medical SystemNew

Reusable devices

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13102
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13107
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13092
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13106
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13105
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13100
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13095



[High Priority ] - A31285 : �Zimmer Biomet—GPS III and Plasmax Kits: Manufacturer Reminds Customers to Use Products in Accordance with 510(k) Indications for Use


[High Priority ] - A31285 : �Zimmer Biomet—GPS III and Plasmax Kits: Manufacturer Reminds
Customers to Use Products in Accordance with 510(k) Indications for Use
Medical Device Ongoing Action
Published: Thursday, August 30, 2018


UMDNS Terms:
•  IVD Test Reagent/Kits, Hematology, Blood Collection, Anticoagulant [19719]
•  Centrifugal Blood Cell Processors, Autologous Platelet Separation [21995]


Product Identifier:
[Consumable]


Product Zimmer Biomet
Item No.


GPS Ill Platelet Concentrate Separation Kits, Single Disposable 30 mL ACD-A 800-1003A


GPS Ill Mini Platelet Concentrate Separation Kits, Single Disposable 30 mL ACD-A 800-0505A


GPS Ill Platelet Concentrate Separation Kits, Double Disposable 30 mL ACD-A 800-1004A


GPS Ill Platelet Concentration System GPS III Mini Devices 800-1007A


GPS Ill Platelet Concentration System GPS Ill Devices 800-1006A


Plasmax Plasma Concentrators with GPS Ill Mini Plasma Concentrator Tube with 30 mL
ACD-A


800-0516


Plasmax Plus Plasma Concentrators with GPS Ill Mini Plasma Concentrator Tube with 30
mL ACD-A


800-0517


Geographic Regions: U.S.


Manufacturer(s): Zimmer Biomet345 E Main St, Warsaw, IN 46580, United States


Suggested Distribution: Clinical Laboratory/Pathology, Orthopedics, Point-of-Care Coordination, Materials Management


Problem:
�In an August 23, 2018, Urgent Medical Device Correction letter submitted by ECRI Institute member hospitals, Zimmer Biomet states that certain
components of the above products may be used to create an output called "lnterleukin-1 receptor agonist protein" (IRAP) for injection, which is an off-
label use of these products. In addition to the term IRAP, this output is sometimes referred to as "autologous protein solution" (APS) or "Interleukin
receptor agonist" (ILRA). Zimmer Biomet also states that the above products are 510(k) cleared for the following indications for use:


● GPS III is cleared for the safe and rapid preparation of autologous platelet-rich-plasma (PRP) from a small sample of blood at the patient's
point of care. The PRP can be mixed with autograft bone before application to an orthopedic surgical site as deemed necessary by clinical
use requirements.


● Plasmax is cleared for the safe and rapid preparation of concentrated platelet poor plasma (PPPc) and autologous PRP from a small sample
of blood at the patient's point of care. The PPPc and PRP can be mixed with autograft and allograft bone before application to an orthopedic
surgical site as deemed necessary by clinical use requirements.


Zimmer Biomet further states that it has received no reports of serious adverse events following IRAP injection; however, the firm has received reports of
pain and swelling at the injection site for a few days after treatment.


Action Needed:
If you use affected product, verify that you have received the August 23, 2018, Urgent Medical Device Correction letter and Certificate of
Acknowledgment form from Zimmer Biomet. Do not use the above products together to isolate IRAP. Zimmer Biomet states that its field sales
representatives are not permitted to discuss IRAP. Complete the Certificate of Acknowledgment form, and return it to Zimmer Biomet using the
information on the form. Report any compliance concerns associated with affected product to Zimmer Biomet by e-mail at 
compliance.hotline@zimmerbiomet.com ; 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 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:
Zimmer Biomet
Tel.: (888) 210-8234
E-mail: medinfo@zimmerbiomet.com  or CorporateQuality.PostMarket@zimmerbiomet.com
Website: Click here
Comments:


● �This alert is a living document and may be updated when ECRI Institute receives additional information.
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Source(s):


● 2018 Aug 29. Member Hospital. Field Action Reference No. 2018-00432 (includes reply form) Download
● 2018 Aug 30. Manufacturer. The manufacturer confirmed the information provided in the source material.
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[High Priority ] - A31171 : Siemens—Hematek Wright-Giesma Stain Paks and Modified Wright Stain Paks: May Leave Precipitate on Slides after Staining


[High Priority ] - A31171 : Siemens—Hematek Wright-Giesma Stain Paks and Modified Wright Stain
Paks: May Leave Precipitate on Slides after Staining
Medical Device Ongoing Action
Published: Wednesday, August 22, 2018
Last Updated: Thursday, August 23, 2018


UMDNS Terms:
•  IVD Test Reagent/Kits, Cytology/Histology, Stain [19306]
•  IVD Test Reagent/Kits, Cytology/Histology, Stain, Solution [19633]
•  IVD Test Reagent/Kits, Hematology, Stain [17080]


Product Identifier:
[Consumable]


Product Siemens Healthcare
Material No. Catalog No. Lot No. Expiration Date


Hematek Wright-Giemsa Stain Paks 10314755 01178588 439684 2019 Feb 9


10314755 01178588 442399 2019 Feb 28


10314755 01178588 447880 2019 Apr 10


10314755 01178588 447881 2019 May 7


Hematek Modified Wright Stain
Paks


10310965 06689653 433521 2018 Dec 26


10310965 06689653 439679 2019 Jan 26


10310965 06689653 442400 2019 Mar 28


10310965 06689653 447882 2019 Apr 26


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


Manufacturer(s): Siemens Healthcare40 Liberty Blvd, Malvern, PA 19355-9998, United States


Suggested Distribution: Clinical/Biomedical Engineering, Clinical Laboratory/Pathology, Materials Management


Problem: In an August 8, 2018, Customer Notification letter submitted by an ECRI Institute member hospital and an August 2018 Urgent Field Safety
Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA) and the German Federal Institute for Drugs and ,
Siemens states that the above products may leave behind precipitate after staining, which may make it more difficult to perform peripheral blood
microscopy procedures. The manufacturer has not confirmed the information provided in the source material.


Action Needed:
Identify, discontinue use of, and discard any affected product in your inventory. If you have affected product, verify that you have received the August
2018 letter and Field Correction Effectiveness Check Form from Siemens. Complete the Field Correction Effectiveness Check form, and return it to
Siemens using the instructions on the form, to order replacement product. Perform a cleaning of your facility's Hematek Slide Stainer as outlined in the
Hematek System Instruction Manual. Inform all relevant personnel of the information in the letter, and provide a copy of the letter to any facility to which
you have distributed affected product. Retain a copy of the letter with your laboratory records.
For Further Information:
Siemens
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Siemens: Hemtake Wright-Giemsa stain paks (SMN


10314755)/Hematek Modified Wright’s stain paks (SMN 10310965) [online]. London: Department of Health; 2018 Aug 20 [cited 2018 Aug
22]. (Field safety notice; reference no. 2018/008/010/601/001). Available from Internet: Click here .


● Germany. Federal Institute for Drugs and Medical Devices. Urgent Field Safety Notice for Hematek Modified Wright/Wright-Giemsa stain
pack by Siemens Healthcare Diagnostics Inc. Tarrytown [online]. 2018 Aug 21 [cited 2018 Aug 22]. Available from Internet: Click here .


Comments:


● This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2018 Aug 16. Member Hospital. August 8, 2018 Abbott letter submitted by ECRI Institute member hospital, HC18-04.A.US (includes reply
form) Download
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https://usa.healthcare.siemens.com/how-can-we-help-you

https://usa.healthcare.siemens.com/how-can-we-help-you

https://www.gov.uk/drug-device-alerts/field-safety-notice-13-august-to-17-august

https://www.gov.uk/drug-device-alerts/field-safety-notice-13-august-to-17-august

https://www.bfarm.de/SharedDocs/Kundeninfos/EN/08/2018/10284-18_kundeninfo_en.html

https://www.bfarm.de/SharedDocs/Kundeninfos/EN/08/2018/10284-18_kundeninfo_en.html

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/178430/20180808SiemensHematekSlideStainPaksClientRedacted.pdf





● 2018 Aug 22. MHRA FSN. 2018/008/010/601/001 Download
● 2018 Aug 22. MHRA FSN. August 2018 Siemens letter posted by MHRA, HC18-04.A.OUS (includes reply form) Download
● 2018 Aug 22. BfArM (Germany). 10284/18 Download
● 2018 Aug 22. BfArM (Germany). August 2018 Siemens letter posted by BfArM, HC18-04.A.OUS (includes reply form) Download
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/178431/20180820SiemensHematekMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/178432/201808xxSiemensHematekMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/178433/20180821SiemensHematekSlidesBfArM.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/178434/201808xxSiemensHematekBfArM.pdf
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MedicalDevice Post Date Manufacturer Class LinkDistrbutorType Affected

 Yes/No

Broach Handles for rasp 

used in orthopaedic 

surgery

8/30/2018 Evolutis 2 https

://nc

N/ANew

Single-use devices

Covidien EEA Circular 

Staplers with Tri-Staple 

Technology

8/30/2018 Medtronic SA 2 Attac

hed

Medtronic Saudi Arabia# New

Jelco ViaValve safety I.V. 

catheter

8/30/2018 Smiths Medical ASD Inc.. 2 httpsMEDICARE DRUG 

STORE COMPANY

New

TurboHawk Peripheral 

Plaque Excision Systems   ,

8/30/2018 Medtronic SA 2 AttacMedtronic Saudi Arabia# New

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=10&rid=13104
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13101
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx



[High Priority ] - A31236 : Medtronic—Covidien EEA Circular Staplers with Tri-Staple Technology: May Have Incorrect Tissue Gap


[High Priority ] - A31236 : Medtronic—Covidien EEA Circular Staplers with Tri-Staple Technology:
May Have Incorrect Tissue Gap
Medical Device Ongoing Action
Published: Thursday, August 23, 2018


UMDNS Terms:
•  Staplers, Surgical, Circular  [20322]


Product Identifier:
[Consumable]


Product Medtronic Inc
Item No. Lot No.


28 mm Medium/Thick Covidien EEA Circular Staplers
with Tri-Staple Technology


TRIEEA28MT P8A0976X, P8A0977X, P8A0978X,
P8B1538X, P8B1539X, P8B1540X,
P8C0032X, P8C1177X, P8C1183X,
P8D1405X, P8D1406X, P8D1407X,
P8D1408X, P8D1409X, P8E1211X,
P8E1212X, P8E1213X, P8E1214X,
P8E1215X, P8E1216X, P8E1217X


28 mm Extra Thick Covidien EEA Black Circular
Staplers with Tri-Staple Technology


TRIEEA28XT P8A0979X, P8C1178X


31 mm Medium/Thick Covidien EEA Circular Staplers
with Tri-Staple Technology


TRIEEA31MT P8A0980X, P8B1541X, P8B1542X,
P8C0033X, P8C1179X, P8C1180X,
P8D1410X, P8D1411X, P8E1304X,
P8E1305X


31 mm Extra Thick Covidien EEAT Black Circular
Staplers with Tri-Staple Technology


TRIEEA31XT P8A0981X, P8C1181X


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


Manufacturer(s): Medtronic Inc710 Medtronic Pkwy, Minneapolis, MN 55432-5604, United States


Suggested Distribution: OR/Surgery, Gastroenterology, Materials Management


Problem:
In an August 17, 2018, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Medtronic states that the above devices
may have an incorrect tissue gap, potentially resulting in incomplete staple formation and/or the inability to remove the device from tissue following
application. This could lead to bleeding, anastomotic leak, or tissue trauma. Medtronic 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 August
17, 2018, Urgent Medical Device Recall letter and Recalled Product Return Form from Medtronic. Regardless of whether you have affected product,
complete the Recalled Product Return Form and return it to Medtronic using the instructions on the form. To obtain a return goods authorization (RGA)
number for product return, contact the Medtronic customer service department by telephone at the number below. Once you receive the RGA number,
return unused affected product to Medtronic, Attn: Field Returns Department, 195 McDermott Road, North Haven, CT 06473, United States. If you
purchased affected product through a distributor, contact them directly for instructions on returning affected product. 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 any adverse events or quality problems associated with 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 MedWatch, HF-2,
FDA, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website . Report any adverse events associated with the use of affected
product to the Medtronic postmarket vigilance department by e-mail at quality.assurance@covidien.com .
For Further Information:
Medtronic customer service department
Tel.: (800) 962-9888 (select option 2)
Website: Click here
Comments:


● This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2018 Aug 22. Member Hospital. Medtronic letter submitted by ECRI Institute member hospital (includes reply form) Download
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http://www.fda.gov/MedWatch/getforms.htm

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

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

mailto:quality.assurance@covidien.com

http://medtronicsolutions.medtronic.com/sp

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/178256/20180817MedtronicCovidienEEATMClient.pdf
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[High Priority ] - A31224 : Medtronic—TurboHawk Peripheral Plaque Excision Systems: Packaging May Contain Incompatible Accessories


[High Priority ] - A31224 : Medtronic—TurboHawk Peripheral Plaque Excision Systems: Packaging
May Contain Incompatible Accessories
Medical Device Ongoing Action
Published: Wednesday, August 22, 2018
Last Updated: Thursday, August 23, 2018


UMDNS Terms:
•  Catheters, Vascular, Angioplasty, Atherectomy [17519]


Product Identifier:
[Consumable]


Product Medtronic Inc
Model No. Lot No.


TurboHawk Peripheral Plaque Excision Systems THS-LX-C A495368


Geographic Regions: Worldwide


Manufacturer(s): Medtronic Inc8200 Coral Sea St NE, Mounds View, MN 55112, United States


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


Problem:
�In an August 2018 Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Medtronic states that the distal flush tool
(DFT) accessories packaged in the above systems are not compatible with the TurboHawk LX-C catheter, potentially resulting in the inability to remove
excised material from the tip of the catheter. Use of an incorrect DFT could result in prolonged procedure time because of the inability of the user to clean
the TurboHawk LX-C catheter after it is removed from the patient's body, necessitating device replacement or use of another therapy to complete the
procedure. Medtronic also states that is has received five reports related to this problem; however, the firm has received no reports of adverse events or
harm associated with this problem.


Action Needed:
�Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the August 2018 Urgent Medical
Device Recall letter and Customer Confirmation Certificate from Medtronic. To arrange for product return and replacement or credit, contact the
Medtronic customer service department using the information below. Medtronic states that no actions are required for patients already treated with
affected product. Continue to monitor patients in accordance with your standard practice. Complete the Customer Confirmation Certificate, and return it
to Medtronic by e-mail at RS.CFQFCA@Medtronic.com . 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 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:
Medtronic customer service department
Tel.: (800) 716-6700
Website: Click here
Comments:


● This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2018 Aug 21. Member Hospital. Medtronic letter submitted by ECRI Institute member hospital (includes reply form) Download
● 2018 Aug 22. Manufacturer. Manufacturer confirmed information
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mailto:RS.CFQFCA@Medtronic.com

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

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

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

http://www.medtronic.com/contact-us/index.htm

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/178445/201808xxMedtronicTurboHawkClient.pdf
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