
SBED Weekly Update 31-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 

29 SFDA website
7/24/2017 7/27/2017

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: WU1731

MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Anaesthetic and respiratory devices

Astral 100, Astral 150 7/25/2017 Resmed Limited FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11360cigalah groupNew

Assistive products for persons with disability

Flex grab rail adhesive 

mount

7/24/2017 Etac FSN https

://nc

Medicare CenterNew

Model M320 Anti-Gravity 

Treadmills ,

7/27/2017 AlterG Inc. 2 Attac

hed

N/A# New

OXFORD DIPPER 7/25/2017 Joerns Healthcare Limited FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11361Al-Jeel Medical & Trading Co. LTDNew

ReoAmbulator Systems 7/25/2017 Motorika Medical 2 AttachedN/A# New

Voyager Evo rigid frame 

wheelchair

7/24/2017 Otto Bock Healthcare 

Products GmbH

FSN https

://nc

Al Gaim Comm. Est.New

http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11360
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11348
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11361
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11347
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[High Priority ] - A28858 : AlterG—Model M320 Anti-Gravity Treadmills: E-Stop May Not Be Effective in Stopping a Runaway Condition


[High Priority ] - A28858 : AlterG—Model M320 Anti-Gravity Treadmills: E-Stop May Not Be Effective
in Stopping a Runaway Condition
Medical Device Ongoing Action
Published: Thursday, July 20, 2017


UMDNS Terms:
•  Exercisers, Aerobic, Treadmill, Patient-Lifting [26660]


Product Identifier:
Model M320 Anti-Gravity Treadmills [Capital Equipment]
Units manufactured before June 6, 2016


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


Manufacturer(s): AlterG48438 Milmont Dr, Fremont, CA 94538, United States


Suggested Distribution: Clinical/Biomedical Engineering, Physical Therapy/Rehabilitation


Problem: In a June 26, 2017, Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), AlterG
states that it has received a report of an incident in which one of the above treadmills unexpectedly surged in speed to the maximum allowed by the
treadmill and the E-Stop was not effective in stopping the runaway condition and power had to be cut from the treadmill to halt the belt. AlterG also
states that it has received no reports of injury related to this problem. AlterG further states that the problem was traced to a diode on the lower motor
controller (part number 102647). The manufacturer has not confirmed the information provided in the source material.


Action Needed:
Identify any affected treadmill lower motor controllers in your inventory. If you have affected treadmills, verify that you have received the June 26, 2017,
Field Safety Notice letter from AlterG. The firm will provide your facility with updated replacement lower motor control board (Revision G). Request a
return material authorization (RMA) for existing stock of control boards that are not revision G. For an illustration of where to find the revision code, see
the photographs in the letter . Upon receipt of Revision G boards, replace affected boards and return them to AlterG.
For Further Information:
AlterG support team
Tel.: (510) 270-5369
E-mail: support@alterg.com
Website: Click here


References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. AlterG: Anti-Gravity [online]. London: Department of Health; 2017


Jul 1 [cited 2017 Jul 7]. (Field safety notice; reference no. 2017/006/027/291/023). 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 .


Source(s):


● 2017 Jul 7. MHRA FSN. 2017/006/027/291/023 Download
● 2017 Jul 7. MHRA FSN. Download
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/155973/20170626AlterGModelM320TreadmillsMHRA.pdf?option=80F0607

mailto:support@alterg.com

http://www.alterg.com/contact-us/

https://www.gov.uk/drug-device-alerts/field-safety-notice-26-to-30-june-2017

https://www.gov.uk/drug-device-alerts/field-safety-notice-26-to-30-june-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/155972/20170701AlterGModelM320TreadmillsMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/155973/20170626AlterGModelM320TreadmillsMHRA.pdf
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[High Priority ] - A28930 : Motorika�—ReoAmbulator Systems: Hoist Crane May Fall


[High Priority ] - A28930 : Motorika�—ReoAmbulator Systems: Hoist Crane May Fall
Medical Device Ongoing Action
Published: Wednesday, July 19, 2017


UMDNS Terms:
•  Exercisers, Computer-Aided Training, Gait [25725]


Product Identifier:
�ReoAmbulator Systems [Capital Equipment]
Catalog No. REOAA002; Serial Nos.: REOAMB-4914-01 EXP DEC 2024, REOAMB-4914-03 EXP DEC 2024, REOAMB-0815-03 EXP FEB 2024,
REOAMB-0415-03 EXP JAN 2025, REOAMB-0815-02 EXP FEB 2025, REOAMB-0815-04 EXP JUL 2025, RA-3115012 EXP SEP 2025, RA-
3815014, OCT 2025, RA-4115015 EXP OCT 2025, RA-4115017 EXP FEB 2025


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


Manufacturer(s): Motorika Medical (Israel) LtdCaesarea Industrial Park, IL-38900 Caesarea, Israel


Suggested Distribution: Clinical/Biomedical Engineering, Physical Therapy/Rehabilitation


Problem: In a June 20, 2017, Urgent Field Safety Notice letter posted by the German Federal Institute for Drugs and Medical Devices (BfArM),
Motorika states that it has received a report of an incident in which the hoist crane of the above systems fell during a procedure, striking a patient in the
head. Motorika also states that this problem occurs because of a weak point along the shaft axis of the pin that secures the hoist crane into place. The
manufacturer has not confirmed the information provided in the source material.


Action Needed:
Identify and verify the integrity of any affected systems in your inventory (see appendix A in the letter ). If you have affected systems, verify that you
have received the June 20, 2017, Urgent Field Safety Notice letter and Field Notice Questionnaire from Motorika. A Motorika representative will contact
you to arrange for a technician visit to replace the faulty part. Notify all relevant personnel at your facility of the information in the Urgent Field Safety
Notice letter, and forward a copy of the letter to any facility to which you have further distributed affected product. Complete the Field Notice
Questionnaire, and return it to Motorika using the information on the form.
For Further Information:
Din Hadass, Motorika
Tel.: 972 (5) 588 74775
E-mail: din@motorika.com
Website: Click here


�References:
● Germany. Federal Institute for Drugs and Medical Devices. Urgent field safety notice for ReoAmbulator by Motorika Medical (Israel) Ltd.


[online]. 2017 Jul 11 [cited 2017 Jul 14]. 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 .


Source(s):


● 2017 Jul 14. BfArM (Germany). 06190/17 Download
● 2017 Jul 14. BfArM (Germany). (includes reply form) Download
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http://www.bfarm.de/SharedDocs/Kundeninfos/EN/16/2017/06190-17_kundeninfo_en.html

mailto:din@motorika.com

http://motorika.com/contact/

http://www.bfarm.de/SharedDocs/Kundeninfos/EN/16/2017/06190-17_kundeninfo_en.html

http://www.bfarm.de/SharedDocs/Kundeninfos/EN/16/2017/06190-17_kundeninfo_en.html

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

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/156387/20170711MotorikaReoAmbulatorBfArM.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/156388/20170620MotorikaReoAmbulatorBfArM.pdf
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MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Diagnostic and therapeutic radiation devices

Airo Mobile CT scanner 7/24/2017 BrainLAB FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11341Al-Jeel Medical & Trading Co. LTDNew

OEC 9800 and OEC 9900 

Elite

7/24/2017 GE Medical Systems 2 https

://nc

GE HealthcareNew

Philips M1783A and 

M5526A Sync Cables

7/27/2017 Philips Healthcare FSN Attac

hed

Philips Healthcare 

Saudi Arabia Ltd.

# Update

Electro mechanical medical devices

Maquet/Datascope CS 

Intra-Aortic Balloon 

Pumps ,.

7/24/2017 MAQUET 

Cardiovascular LLC

2 Attac

hed

Al-Jeel Medical & 

Trading Co. LTD

# New

In vitro diagnostic devices

ACCURUN 51 Multi-

Marker Hepatits Positive 

Control

7/25/2017 SeraCare Life Sciences FSN https

://nc

mdr.

N/ANew

Creatinine PAP FS 7/24/2017DiaSys Diagnostic Systems GmbH. FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11350ALGhuyum Scientific TradingNew

FastPack IP Vitamin D-

Immunoassay

7/24/2017 Qualigen Inc. FSN https

://nc

Bio StandardsNew

IPertussis Toxin gG 

Quantifizierungs-Set

7/24/2017 VIROTECH Diagnostics 

GmbH

FSN https

://nc

N/ANew

Liquid Urine Control 

Level 3

7/26/2017 Randox Laboratories 

Ltd.

FSN https

://nc

Bio StandardsNew

Ortho BioVue System 

Rh/K Cassette

7/25/2017 Ortho-Clinical 

Diagnostics

FSN https

://nc

Samir Photographic 

Supplies Co. Ltd.

New

Pacific Hemostasis 

Fibrinogen Degradation 

Products

7/27/2017 Fisher Diagnostics 2 https

://nc

mdr.

Farabi Trading 

Establishment

New

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11341
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11356
http://Attached
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11359
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11350
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11345
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11343
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11362
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11357
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11364
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[High Priority ] - A23355 02 : *Philips—Cables Used with Various HeartStart Monitor/Defibrillators: Electrical Fast Transients May Interfere with Signal [Update]


[High Priority ] - A23355 02 : *Philips—Cables Used with Various HeartStart Monitor/Defibrillators:
Electrical Fast Transients May Interfere with Signal [Update]
Medical Device Ongoing Action
Published: Tuesday, July 18, 2017
Last Updated: Thursday, July 20, 2017


UMDNS Terms:
•  Defibrillator/Pacemakers, External  [17882]
•  Defibrillators, External, Manual  [11134]
•  Cables/Leads, Electrocardiography  [15754]


Product Identifier:


Cables: Model Nos.: 


Electrocardiogram
(ECG) Out 989803195641


Sync M1783A, M5526A


Used with the following HeartStart Monitor/Defibrillators: (1) MRx, (2) XL, (3) XL+ [Consumable, Capital Equipment]


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


Manufacturer(s): Philips Healthcare North America3000 Minuteman Rd, Andover, MA 01810-1099, United States


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


Summary:
�This Alert provides new information based on a July 2017 Update to Medical Device Correction letter submitted by ECRI Institute member hospitals
regarding Alerts A23355  and A23355 01 . New information is provided in the Product Identifier, Problem, and Action Needed fields.
Problem:
In a July 2017 Urgent Medical Device Correction letter, Philips states that when the above monitor/defibrillators are receiving an ECG signal from an
auxiliary bedside monitor using the above sync cables or ECG out cables, the following may occur if the monitor/defibrillator experiences interference
from electrical fast transients (EFTs) while connected to AC power:


● On the HeartStart MRx and HeartStart XL, EFT noise may be misinterpreted as an R-wave. If this occurs when synchronized cardioversion
is performed, ventricular fibrillation may be induced if shocks are synchronized to Ethe FT noise instead of the patient’s actual R-wave.


● On the HeartStart XL+, EFT noise may disable ECG monitoring, and potentially interrupt demand mode pacing, leading to a possible delay
in therapy. A power cycle is required to resume ECG monitoring. Philips states that fixed mode pacing is not affected by this problem.
Philips further states that it is contrary to the XL+ instructions for use (IFU) to perform demand mode pacing while using the sync cable to
provide the ECG signal from a beside monitor. The XL+ IFU includes the following warning: “When pacing in Demand Mode, the ECG
cable from the patient must be directly connected to the HeartStart XL+.” If the user follows this warning, this problem cannot occur on the
XL+.


Philips also states that the above cables are no longer available or supported for use with the above monitor/defibrillators. The manufacturer has not
confirmed the information provided in the source material.


Action Needed:
�Identify, isolate, and destroy any affected product in your inventory. To identify affected products, locate the model numbers printed on the outside of
the cables, near the end with the 1/4-inch phone plug and on the bag label. If you have affected product, verify that you have received the July
2017 Update to Medical Device Correction letter and Customer Reply form from Philips. Follow the recommendations in the IFU for performing
cardioversion with the XL+ and MRx monitor/defibrillators. The preferred source of an ECG waveform for synchronization is to disconnect the ECG
trunk cable from the Philips bedside monitor and connect it to the monitor/defibrillator before delivering therapy. Complete the Customer Reply form,
and return it to Philips using the instructions on the form.
For Further Information:
Philips
Tel: (800) 722-9377
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 Jul 17. Member Hospital. Philips letter submitted by an ECRI Institute member hospital (includes reply form) Download
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www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1620471

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1626112

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1626112

http://www.healthcare.philips.com/main/about/officelocator/index.wpd?link_origin=global_en_HC:main:header-healthcare:home_main

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/156611/201707PhilipsSyncCablesECGOutCablesClient_Redacted.pdf
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[High Priority ] - A28976 : Maquet/Getinge—Maquet/Datascope CS Intra-Aortic Balloon Pumps: False Blood Detection Alarms May Occur; Fluid Ingress
Could Affect Electronic Circuit Boards


[High Priority ] - A28976 : Maquet/Getinge—Maquet/Datascope CS Intra-Aortic Balloon Pumps: False
Blood Detection Alarms May Occur; Fluid Ingress Could Affect Electronic Circuit Boards
Medical Device Ongoing Action
Published: Thursday, July 20, 2017


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


Product Identifier:
Intra-Aortic Balloon Pumps (IABPs): Part Nos.:
CS100 0998-00-3013-XX, 0998-UC-3013-XX
CS100i 0998-UC-0446HXX, 0998-UC-0479HHX
CS300 0998-00-3023-XX, 0998-UC-3023-XX
[Capital Equipment]
Units distributed between March 24, 2003, and June 16, 2017 System 98 and System 98XT IABPs that were converted to CS100i or CS300 IABPs are
also affected


Geographic Regions: Worldwide


Manufacturer(s): Datascope Angioplasty Div Datascope Corp1300 MacArthur Boulevard, Mahwah, NJ 07430, United States


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


Problem:
In a July 17, 2017, Urgent Product Recall Medical Device Field Correction letter submitted by ECRI Institute member hospitals, Maquet/Getinge states
that  the following problems may occur during use of the above IABPs, potentially preventing initiation or continuation of therapy:


● False blood detection alarm
● Fluid ingress into the IABP, which could affect various electronic circuit boards


Maquet/Getinge states that the optical blood detection circuit of the above IABP is activated for the entire autofill process and is triggered by an 8
millisecond interruption of the light path in the circuit. If this blood detection circuit is triggered, the IABP stops the autofill process and generates a
"Blood Detected" high priority alarm. Maquet/Getinge also states that condensation in the drain line tubing may lead to a false blood detection alarm
activating when no blood is present. Maquet/Getinge further states that liquid spills, such as saline, can create bridges of resistance between the circuit
components that can prevent the circuit from functioning as intended. This can affect initiation or continuation of therapy.


Action Needed:
Identify any affected product in your inventory. If you have affected product, verify that you have received the July 17, 2017, Urgent Product Recall
Medical Device Field Correction letter and Response Form from Maquet/Getinge. A Maquet/Getinge representative will contact your facility to schedule
on-site service of affected product. 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 catheter
should not remain inactive in the patient (i.e., not inflating, deflating) for more than 30 minutes, due to the potential for thrombus formation. For blood
detection alarm, follow the "Blood Detection Alarm Help Screen" found in the operating instructions to validate or clear the alarms, until is performed on
affected IABPs. Maquet/Getinge also recommends reviewing the water condensation procedure (CS100/CS100i and CS300 Operating Instructions
section 3.4.1) to reduce the potential for condensation accumulation. In the event the IABP fails to successfully cycle and clear the alarm, remove the
IABP from service and contact your local Maquet/Getinge Sales & Service Office. If fluid ingression occurs, review the CS100/CS100i and CS300
Operating instructions regarding cautions on placement of fluids and hanging of bags of fluid over the IABP, until service is performed on affected
IAPBs. Make sure that the saline container and tubing do not hang directly over the IABP. In case of accidental spillage, wipe clean immediately and
have the unit serviced to ensure no hazard exists. 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 (U.S.)
Tel.: (888) 627-8383 (select option 3), 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 Jul 19. Member Hospital. July 17, 2017 Maquet/Getinge letter submitted by ECRI Institute member hospitals (includes reply 
form) Download


● 2017 Jul 20. Manufacturer. Manufacturer confirmed information.
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https://www.fda.gov/Safety/MedWatch/HowToReport/DownloadForms/default.htm

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

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

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

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

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/156593/20170717GetingeDatascopeIABPsClientRedacted.pdf
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MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Phadia 1000, all 

Instrument Software 

(ISW) versions

7/24/2017 ThermoFisher. FSN https

://nc

mdr.

ABDULREHMAN AL 

GOSAIBI GTB

New

Syva EMIT 2000 

Tacrolimus und Sirolimus

7/24/2017 Siemens Healthcare 

Diagnostics Product

FSN https

://nc

AL-KAMAL ImportNew

ThermoScientific Oxoid 

GC Agar

7/25/2017 ThermoFisher Scientific 

Microbiology Perth

FSN https

://nc

Fuad Abdul Jalil Al 

Fadhli & Sons

New

Total IgE-HRP EIA 7/24/2017Dr. Fooke-Achterrath Laboratorien GmbH FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11349Arabian Medical and Hospital Supplies Co.New

Non-active implantable devices

Persona Partial Knee 

Guide Size 8

7/24/2017 Zimmer inc FSN https

://nc

Ebrahim M. Al-Mana & 

Bros. Co. Ltd.

New

Vivexx Carotid Stent 7/24/2017Angiomed GmbH & Co. Medizintechnik KG. FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11351C.R. BARD Saudi ArabiaNew

Reusable devices

ReNew Reusuable 

Grasper and Dissector 

Tips

7/24/2017 Microline Surgical Inc 2 Attac

hed

Dawha Medical# New

Single-use devices

CADD BlueStriped 

Administration Set

7/26/2017 Smiths Medical ASD Inc.. 2 https

://nc

MEDICARE DRUG 

STORE COMPANY

New

Converters(R) Tiburon(R) 

Arthroscopy Drape

7/26/2017 Cardinal Health.. 2 https

://nc

Medical Technology 

Establishment

New

ENTRAL ENFit 

Nasogastric Feeding 

Tubes

7/27/2017 Maxter Catheters 2 Attac

hed

Reem Alwasat for 

Trading Company.

# New

SPY-PHI Drapes 7/25/2017 Novadaq Technologies Inc. 2 AttachedArabian Trade House Est.# New

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11346
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11344
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11358
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11349
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11342
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11351
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11365
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11363
http://Attached
http://Attached
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[High Priority ] - A28967 : Microline—ReNew Reusuable Grasper and Dissector Tips: Heat-Shrink Insulation Tube May Split and Fall during Use


[High Priority ] - A28967 : Microline—ReNew Reusuable Grasper and Dissector Tips: Heat-Shrink
Insulation Tube May Split and Fall during Use
Medical Device Ongoing Action
Published: Wednesday, July 19, 2017


UMDNS Terms:
•  Forceps, Electrosurgical [11502]


Product Identifier:


ReNew
Reusable Tip
Products:


Product  
Nos.:


Traditional
Grasper 3201


Fenestrated
Grasper 3221


Modified
Traditional
Grasper


3231


Grabber
Grasper 3241


Lapclinch
Grasper 3251


Long
Fenestrated
Grasper


3261


Modified
Babcock
Grasper


3271


Birkett Grasper 3281


Modified
Raptor Grasper 3291


Babcock 
Dissector  3301


Dolphin Nose
Dissector 3311


Modified
Maryland
Dissector


3321


Right Angle
Dissector, 5
mm


3331


Right Angle
Dissector, 10
mm


3341


Traditional
Maryland
Dissector


3351


Hunter Grasper 3361


Allis Grasper
Dissector 3371


Babcock
Disector, 10
mm


3381
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Micro
Fenestrated
Grasper


3401


Cobra Tooth
Grasper 3411


Cup Tooth
Grasper 3421


Biopsy Punch
Grasper 3431


All lot numbers
[Consumable]


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


Manufacturer(s): Microline Surgical Inc50 Dunham Rd Suite 1500, Beverly, MA 01915, United States 


Suggested Distribution: Obstetrics/Gynecology/Labor and Delivery, OR/Surgery, Gastroenterology, Neurology, Materials Management


Problem:
�In a July 13, 2017, Urgent Medical Device Recall letter submitted by ECRI Institute member hospitals, Microline states that the heat-shrink insulation
tube on the above products may split during autoclave sterilization/re-sterilization. Microline further states that if a split were to occur, the tube may
fall into the surgical field during a procedure; if cautery were needed during the procedure, the potential exists for burning because of insulation
failure. Microline also states that if the failure occurs, the heat-shrink tube splits longitudinally, exposing a portion of the metal tip and that the failure is
visible to the naked eye (see the letter  for photos). Additionally, Microline states that it has discontinued manufacture of the products and has suspended
shipment and new orders of affected products. Microline states that it has received no reports of patient injury associated with 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 July 13,
2017, Urgent Medical Device Recall letter and Acknowledgment and Receipt Form from Microline. Complete the Acknowledgment and Receipt Form,
and return it to Microline using the information on the form. To obtain a return material authorization (RMA) number and to arrange for product return,
contact the Microline customer service department or the organization from which you obtained affected product. Customer accounts will be credited
upon return of 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:
Microline
E-mail: ReusableTipRecall@microlinesurgical.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 Jul 18. Member Hospital. Microline Surgical letter submitted by ECRI Institute member hospitals (includes reply form) Download
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/156493/20170713MicrolineSurgicalGraspersandDissectorsClient_Redacted.pdf?option=80F0607

https://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

mailto:ReusableTipRecall@microlinesurgical.com

http://www.microlinesurgical.com/contact

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

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/156493/20170713MicrolineSurgicalGraspersandDissectorsClient_Redacted.pdf
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[High Priority ] - A28469 : Maxter Catheters—ENTRAL ENFit Nasogastric Feeding Tubes: Selecting Appropriate Size May Cause Confusion


[High Priority ] - A28469 : Maxter Catheters—ENTRAL ENFit Nasogastric Feeding Tubes: Selecting
Appropriate Size May Cause Confusion
Medical Device Ongoing Action
Published: Wednesday, July 19, 2017


UMDNS Terms:
•  Tubes, Nasogastric, Feeding [27125]


Product Identifier:
ENTRAL ENFit Nasogastric Feeding Tubes [Consumable]
Tube Ranges: (1) DFTx-yy (x for the Fr size of the tube/yy for the length of the tube), (2) NSTx-yy, (3) SFTx-yy


Geographic Regions: �U.K.


Manufacturer(s): Maxter Catheters Lot 1 Village d'Enterprise St Henri 2, Rue Anne Garcon F13016, Marseille, France


Suggested Distribution: Critical Care, Nursery, Nursing, Pediatrics, Gastroenterology, NICU, Materials Management


Problem: In a March 29, 2017, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Devices Regulatory Agency (MHRA),
Maxter Catheters states that it has received a report of confusion and difficulty in selecting from the above nasogastric feeding tubes for the appropriate
patient group. Maxter Catheter also states that an associated risk is the use of a tube with an inappropriate length of centimeter marks on the tube, causing
the centimeter marks to be out of range, which could result in excessive or insufficient tubing during procedures.


Action Needed:
Identify any affected product in your inventory. If you have affected product, verify that you have received the March 29, 2017, Urgent Field Safety
Notice letter and Acknowledgment of Receipt from Maxter Catheters. Maxter Catheters states that it has updated the instructions for use (IFU) of affected
tubes so that they are clear regarding what range of tube should be used for each patient group. Before using affected tubes, verify that the tube chosen is
an appropriate size by comparing the size of the patient to the length of the centimeter marks printed on the tube, using the table in the letter . Confirm
the choice of nasogastric feeding tube with a clinician.
For Further Information:
Maxter Catheters
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Maxter Catheters: ENTRAL ENFitTM nasogastric feeding


tubes—�ranges NST, SFT, and DFT [online]. 2017 Apr 24 [cited 2017 Jul 14]. (Field safety notice; reference no. 2017/003/007/291/023).
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 .


�


Source(s):


● 2017 Jul 14. MHRA FSN. 2017/003/007/291/023 Download
● 2017 Jul 14. MHRA FSN. March 29, 2017 Maxter letter posted by MHRA (includes reply form) Download
● 2017 Jul 17. Manufacturer. Manufacturer confirmed information.
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/156377/20170329MaxterAbbottEntralEnfitMHRA.pdf?option=80F0607

http://www.maxter-catheters.com/eng/contact.php

https://www.gov.uk/drug-device-alerts/field-safety-notice-18-april-to-21-april-2017

https://www.gov.uk/drug-device-alerts/field-safety-notice-18-april-to-21-april-2017

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

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/156373/20170424MaxterAbbottEntralEnfitMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/156377/20170329MaxterAbbottEntralEnfitMHRA.pdf
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[High Priority ] - A28905 : Novadaq—SPY-PHI Drapes: May Contain Pinhole


[High Priority ] - A28905 : Novadaq—SPY-PHI Drapes: May Contain Pinhole
Medical Device Ongoing Action
Published: Thursday, July 20, 2017


UMDNS Terms:
•  Surgical Drapes, Measuring Instrument [15643]


Product Identifier:
�SPY-PHI Drapes [Consumable]
Product Nos.: HH2000, HH2020


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


Manufacturer(s): Novadaq Technologies Inc5090 Explorer Dr Suite 202, Mississauga, ON L4W 4T9, Canada


Suggested Distribution: Infection Control, OR/Surgery, Materials Management


Problem:
�In a June 26, 2017, Urgent Device Recall letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Novadaq states
that the above drapes may contain a pinhole. Novadaq also states that it has received no reports of patient infection related to 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 June 26, 2017, Urgent Device Recall letter
and Acknowledgment of Receipt form from Novadaq. Return all unused drapes to Novadaq. Complete the Acknowledgment of Receipt form, and return
it to Novadaq using the information on the form.
For Further Information:
Jen Pendlebury, Novadaq director of regulatory affairs
Tel.: (905) 629-3822, ext. 205
E-mail: jpendlebury@novadaq.com
Website: Click here
 


References:


Great Britain. Medicines and Healthcare Products Regulatory Agency. �Guangzhou Fortunique: SPY-PHI drape HH2020, HH2000 [online].
London: Department of Health; 2017 Jul 10 [cited 2017Jul 17]. (Field safety notice; reference no. 2017/007/005/291/001). 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 .


Source(s):


● 2017 Jul 17. MHRA FSN. 2017/007/005/291/001 Download
● 2017 Jul 17. MHRA FSN. (includes reply form) Download
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mailto:jpendlebury@novadaq.com

http://novadaq.com/contact-us/

https://www.gov.uk/drug-device-alerts/field-safety-notice-3-to-7-july-2017

https://www.gov.uk/drug-device-alerts/field-safety-notice-3-to-7-july-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/156691/20170710NovadaqDrapesMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/156692/20170626NovadaqDrapesMHRA.pdf
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MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Vistec X-Ray Detectable 

Sponges

7/24/2017 Medtronic SA 2 Attac

hed

Medtronic 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

http://Attached
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx
AFsaif





[High Priority ] - A28965 : Medtronic—Covidien Vistec X-Ray Detectable Sponges: May Be Contaminated with Human Blood


[High Priority ] - A28965 : Medtronic—Covidien Vistec X-Ray Detectable Sponges: May Be
Contaminated with Human Blood
Medical Device Ongoing Action
Published: Thursday, July 20, 2017


UMDNS Terms:
•  Sponges, Surgical [33285]


Product Identifier:
�Covidien Vistec X-Ray Detectable Sponges [Consumable]
Item No. 7317; Lot Nos.: 17E121262, 17E121362


Geographic Regions: &#160;U.S.


Manufacturer(s): Medtronic Minimally Invasive Therapies Group (MITG) 1430 Marvin Griffin Road, Augusta, GA 30906, United States


Suggested Distribution: Infection Control, OR/Surgery, Materials Management


Problem:
In a July 17, 2017, Urgent Medical Device Recall letter submitted by ECRI Institute member hospitals, Medtronic states that the above x-ray sponges
may have been contaminated by human blood during manufacturing and before final packaging and ethylene oxide sterilization. Medtronic further states
that it has received no reports of patient injury related to this problem. For patients who may have been exposed to affected product, Medtronic states that
the chance of contamination or infection is remote.


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 July 17,
2017, Urgent Medical Device Recall letter and Recalled Product Return Form from Medtronic. If you suspect patient exposure, follow your facility's
standard exposure precautions. Regardless of whether you have affected product, complete the Recalled Product Return Form and return it to Medtronic
using the instructions in the letter. If you purchased affected product directly from Medtronic, to obtain a return goods authorization (RGA) number,
contact the Medtronic customer service department by telephone using the information below. Return affected product, using the RGA number, by mail
to Medtronic, Attn: Field Returns Department, at 195 McDermott Rd, North Haven, CT 06473, United States. If you purchased affected product through
a distributor, contact them 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. Report any quality problems experienced with the use
of affected product to the Medtronic postmarket vigilance department by e-mail at mansfield.productmonitoring@covidien.com . U.S. customers should
also report adverse events or quality problems with affected product to FDA's MedWatch Adverse Event Reporting program by telephone at (800) 332-
1088; by fax at (800) 332-0178; or online at the MedWatch website .
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. 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 Jul 19. Member Hospital. July 17, 2017 Medtronic letter submitted by ECRI Institute member hospitals (includes reply 
form) Download


● 2017 Jul 20. Manufacturer. Manufacturer confirmed information.
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mailto:mansfield.productmonitoring@covidien.com

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

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

http://medtronicsolutions.medtronic.com/sp-contacta

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/156630/20170717MedtronicCovidienVistecSpongesClientRedacted.pdf
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