
SBED Weekly Update 25-Dec-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 

39 SFDA website
12/19/2017 12/24/2017

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: WU1752

MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Active Implantable Devices

SynchroMed® II 

Implantable Drug 

Infusion      ,

12/19/2017 Medtronic SA FSN https

://nc

Medtronic Saudi ArabiaNew

VALITUDE CRT-P, 

ALTRUA 2 Pacemaker, 

ESSENTIO Pacemaker, 

ACCOLADE Pacemaker, 

PROPONENT Pacemaker , 

VISIONIST CRT-P

12/24/2017 Boston Scientific 

Cardiac Rhythm 

Management Group

FSN https

://nc

mdr.

sfda.

gov.s

FAROUK, MAAMOUN 

TAMER & COMPANY

New

http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11899
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11922


MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

VALITUDE CRT-P, 

MOMENTUM CRT-D, 

AUTOGEN CRT-D , 

INOGEN CRT-D, 

VISIONIST CRT-P, 

VIGILANT CRT-D, 

CHARISMA CRT-D, 

DYNAGEN CRT-D, 

ORIGEN CRT-D, 

RESONATE CRT-D

12/24/2017 Boston Scientific 

Cardiac Rhythm 

Management Group

FSN https

://nc

mdr.

sfda.

gov.s

a/Se

cure/

CA/C

aVie

FAROUK, MAAMOUN 

TAMER & COMPANY

New

Anaesthetic and respiratory devices

Equinox Advantage- 

Nitrous Oxide/Oxygen 

Analgesic Gas Mixing and 

Delivery System

12/24/2017 O-Two Medical 

Technologies, Inc

2 https

://nc

mdr.

Dar Al Najat Medical 

Tech.

New

Fabius with Auxiliary 

Common Gas Outlet 

(ACGO)

12/21/2017 Draeger Medical 

Systems Inc

FSN https

://nc

Draeger Arabia Co. Ltd.New

TruVidia Wireless Receiver 12/21/2017Trumpf Medical Systems, Inc. FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11908Medical regulations gateNew

Assistive products for persons with disability

C- Series lifts     , 12/24/2017 BEKA Hospitec GmbH 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11931N/ANew

Patterson Walking Frame 12/24/2017 Performance Health, inc FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11921United Pharmaceuticals and Medical Supply CoNew

Dental devices

Tapered Screw-Vent MTX 12/21/2017 Zimmer inc FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11904Ebrahim M. Al-Mana & Bros. Co. Ltd.New

Diagnostic and therapeutic radiation devices

All Allura Xper, 

AlluraClarity, Allura CV, 

Allura Centron, UNIQ and 

Integris systems   ,

12/21/2017 Philips Healthcare FSN https

://nc

mdr.

Philips Healthcare 

Saudi Arabia Ltd.

New

ArcticGel Pads 12/21/2017 C R Bard Inc 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11916C.R. BARD Saudi ArabiaNew

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11923
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11926
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11906
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11908
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11931
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11921
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11904
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11902
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11916


MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Artis systems in 

conjunction with the Artis 

table.

12/21/2017 Siemens Medical 

Solutions

FSN https

://nc

Siemens Medical 

Solutions

New

BrightView, BrightView X, 

BrightView XCT, 

Precedence 6, Precedence 

16

12/24/2017 Philips Healthcare FSN https

://nc

mdr.

Philips Healthcare 

Saudi Arabia Ltd.

New

syngo Dynamics 

Systems       ,

12/20/2017 SIEMENS 2 AttacSiemens Medical 

Solutions

# New

Electro mechanical medical devices

LaborView Systems 12/20/2017 OBMedical 2 AttachedN/A# New

LIFEPAK 20e 

Defibrillator/Monitors  ,

12/20/2017 Physio Control Inc 1 AttacAl-Jeel Medical & 

Trading Co. LTD

# New

Rezum System 12/21/2017 NXTHERA 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11914N/ANew

In vitro diagnostic devices

ARCHITECT DHEA‐S 

Reagents,

12/19/2017 Abbott FSN httpsMedical supplies & 

Services Co.Ltd 

New

ARCHITECT Total Prostate 

Specific Antigen 

Reagents    ,

12/20/2017 Abbott 2 Attac

hed

Medical supplies & 

Services Co.Ltd 

Mediserv

# New

CELL‐DYN Emerald 22  , 12/19/2017 Abbott FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11900Medical supplies & Services Co.Ltd MediservNew

Elecsys BRAHMS PCT 12/24/2017 Roche Diagnostics Corp FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11920FAROUK, MAAMOUN TAMER & COMPANYNew

IMMULITE/IMMULITE 

1000 IMMULITE 

2000/IMMULITE 2000 XPi 

Assays  ,

12/24/2017 Siemens Healthcare 

Diagnostics Product

2 https

://nc

mdr.

AL-KAMAL ImportNew

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11909
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11917
http://Attached
http://Attached
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11914
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11901
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11900
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11920
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11925



[High Priority ] - A29683 : Siemens—syngo Dynamics Systems: Editing Certain Measurements on the Workplace May Cause an Extra Output Measurement to
Be Added, Potentially Affecting Results


[High Priority ] - A29683 : Siemens—syngo Dynamics Systems: Editing Certain Measurements on the
Workplace May Cause an Extra Output Measurement to Be Added, Potentially Affecting Results
Medical Device Ongoing Action
Published: Wednesday, December 13, 2017
Last Updated: Monday, December 18, 2017


UMDNS Terms:
•  Information Systems, Picture Archiving and Communication, Radiology [16247]


Product Identifier:
�syngo Dynamics Systems [Capital Equipment]
Product Nos.: VA10A_HF08, VA10B_HF02, VA10B_HF03, VA10B_HF04, VA10B_HF05, VA10B_HF06, VA10B_HF07, VA20A, VA20B, VA20C,
VA20D


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


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


Suggested Distribution: Clinical/Biomedical Engineering, Diagnostic Imaging, Information Technology


Problem:
�In a November 20, 2017, Customer Advisory Notice letter submitted by an ECRI Institute member hospital, Siemens states that when a method of disks
(MOD) or Doppler trace measurement is edited on an image on the workplace on the above systems, an output measurement may be added to study
instead of replacing the current measurement, potentially affecting the derived value of the result. Siemens also states that this problem is sporadic and is
more likely to occur when MOD or Doppler tracing has been edited multiple times. The manufacturer has not confirmed the information provided in the
source material.


Action Needed:
�Identify any affected systems in your inventory. If you have affected systems, verify that you have received the November 20, 2017, Customer
Advisory Notice letter from Siemens. To determine if an extra output measurement has been added after editing a trace measurement, open the
measurement pop-up either in study calcs or the worksheet, and inspect the values. Extra values will be shown under a different column in the
measurement pop-up (see the letter  for an example). All measurements derived from the modified tracing are displayed with a blue border on either side
of the measurement; if there is no blue border on the left side of the number, the number is not related to the modified tracing and can be deleted. Siemens
will release a service patch to address this problem. Until the service patch can be installed, retain a copy of the letter with the operator's manual. Forward
a copy of the letter to any facility to which you have further distributed affected product, and notify Siemens of the transfer.
For Further Information:
Siemens
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 Dec 13. Member Hospital. Siemens letter submitted by an ECRI Institute member hospital Download
● 2017 Dec 18. Health Canada Recall Listings. Type III. RA-65420 Download


www.ecri.org . Printed from Health Devices Alerts on Wednesday, December 20, 2017 Page 1


©2017 ECRI Institute
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May be reproduced by subscribing institution for internal distribution only.



http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/164970/20171120SiemensSyngoDynamicsClient_Redacted.pdf?option=80F0607

https://www.siemens.com/contact/en/corporate/general.php

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

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/165214/20171120SiemensSyngoDynamicsClient_Redacted.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/165215/20171201SiemensSyngoDynamicsHC.pdf



AFHajlan
( A29683) Siemens-syngo Dynamics Systems.pdf




[High Priority ] - A29684 : �OBMedical—LaborView Systems: May Yield Incorrect Result When Measuring Extremely High Fetal Heart Rate


[High Priority ] - A29684 : �OBMedical—LaborView Systems: May Yield Incorrect Result When
Measuring Extremely High Fetal Heart Rate
Medical Device Ongoing Action
Published: Wednesday, December 13, 2017


UMDNS Terms:
•  Detectors, Fetal Heart  [11692]


Product Identifier:
�LaborView Systems [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): OBMedical 107 SW 140th Ter Suite 1, Newberry, FL 32669, United States


Suggested Distribution: Clinical/Biomedical Engineering, Critical Care, Nursing, Obstetrics/Gynecology/Labor and Delivery, Information
Technology


Problem:
�In a December 4, 2017, Technical Bulletin letter submitted by an ECRI Institute member hospital, OBMedical states that the above systems may yield
an incorrect result when measuring an extremely high fetal heart rate (FHR). OBMedical also states that while this problem was not observed in clinical
use, a simulation indicates that in a clinical setting, the LaborView system may report an incorrect value that is displayed lower than 96 BPM. The
manufacturer has not confirmed the information provided in the source material.


Action Needed:
�Identify any affected systems in your inventory. If you have affected sytems, verify that you have received the December 4, 2017, Technical Bulletin
letter from OBMedical. Attach the caution sticker that indicates "Caution: LaborView FHR output lower than 96 BP< should be independently
verified" to all LaborView units in your facility using the sticker template in the letter. The OBMedical technical support department will contact your
facility to schedule an upgrade that will extend the system's operating range beyond 190 BPM and address this problem.
For Further Information:
OBMedical
Tel.: (844) 220-8097
E-mail: customerservice@obmedco.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 Dec 13. Member Hospital. OBMedical Reference No. 2017-002 Download


www.ecri.org . Printed from Health Devices Alerts on Wednesday, December 20, 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.



mailto:customerservice@obmedco.com

http://www.obmedical.net/contact-us-2/

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/164987/20171204OBMedicalLaborViewClient.pdf



AFHajlan
(A29684) OBMedical-LaborView.pdf




[Critical Priority ] - A29772 : �Physio-Control—LIFEPAK 20e Defibrillator/Monitors: May Exhibit Power-Related Failures


[Critical Priority ] - A29772 : �Physio-Control—LIFEPAK 20e Defibrillator/Monitors: May Exhibit
Power-Related Failures
Medical Device Ongoing Action
Published: Monday, December 11, 2017
Last Updated: Thursday, December 14, 2017


UMDNS Terms:
•  Defibrillator/Pacemakers, External  [17882]


Product Identifier:
LIFEPAK 20e Defibrillator/Monitors [Capital Equipment]
For affected serial numbers, see the letter sent to your facility.
Units manufactured between September 2016 and June 2017


Geographic Regions: Worldwide


Manufacturer(s): Physio-Control Inc11811 Willows Rd NE, Redmond, WA 98052, United States


Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, Critical Care, Emergency/Outpatient
Services, OR/Surgery, Risk Management/Continuous Quality Improvement, Home Care, EMS/Transport


Problem:
In a December 2017 Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, Physio-Control states that it has received
reports of the above devices exhibiting power-related failures as the user prepared the device for initial deployment or during use within the first year of
distribution. The failures may include unexpected power on and power off, device lockup, or failure to power on or off. Any of these failures could result
in a failure to deliver therapy to the patient and serious injury or death. Physio-Control also states that the failures are the result of a manufacturing
process residue located beneath a component mounted on the power printed circuit board assembly (PCBA). Physio-Control has received 37 reports
related to this problem; however, the firm has received no reports of adverse events related to the problem.


Action Needed:
�Identify any affected product in your inventory. If you have affected product, verify that you have received the December 2017 Urgent Medical Device
Correction letter and Confirmation Sheet from Physio-Control. A Physio-Control representative will contact your facility to arrange for a device
correction that will include replacement of the power PCBA. Completethe Confirmation Sheet, and return it to Physio-Control using the instructionson
the form.
For Further Information:
Physio-Control
Tel.: (866) 231-1220, 6 a.m. to 4 p.m. Pacific 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 Dec 8. Member Hospital. Physio-Control letter submitted by ECRI Institute member hospital Download
● 2017 Dec 14. Manufacturer. Manufacturer confirmed information


www.ecri.org . Printed from Health Devices Alerts on Tuesday, December 19, 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.physio-control.com/Contactus.aspx

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/165163/201712PhysioControlLIFEPAK20eDefibClientRedacted.pdf



AFHajlan
(A29772) Physio-Control-LIFEPAK.pdf




[High Priority ] - A29656 : �Abbott—ARCHITECT Total Prostate Specific Antigen Reagents: Results May Exhibit Downward Shift


[High Priority ] - A29656 : �Abbott—ARCHITECT Total Prostate Specific Antigen Reagents: Results
May Exhibit Downward Shift
Medical Device Ongoing Action
Published: Friday, December 8, 2017


UMDNS Terms:
•  IVD Test Reagent/Kits, Immunoassay, Tumor Marker, Enzyme, Prostate Specific Antigen [18127]


Product Identifier:
ARCHITECT Total
Prostate Specific
Antigen (PSA)
Reagents:


List Nos.: Lot Nos.:


100T 6C06-27 82044FN00
and above


500T 6C06-35 82046FN00
and above


[Consumable]


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


Manufacturer(s): Abbott Laboratories Inc1921 Hurd Dr, Irving, TX 75038, United States


Suggested Distribution: Clinical Laboratory/Pathology, Materials Management


Problem:
�In a November 28, 2017, Product Information letter submitted by an ECRI Institute member hospital, Abbott states that the implementation of a new lot
of internal measurement standard (IMS) for the above reagents may cause results generated with the above reagents to exhibit a downward shift. Abbott
also states that the new IMS are referenced against the World Health Organization 1st international standard for prostate specific antigen (90:10) 96/670
at each concentration level and that standardization remains unchanged. See Attachment A in the letter  for information on the expected shift. 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 November 28, 2017, Product
Information letter from Abbott. Review the Product Information letter to determine if you need to re-baseline the PSA values for your patients. Customer-
specific control ranges may need to be adjusted per your facility's procedures. Retain a copy of the letter with your laboratory records.
For Further Information:
Abbott customer service department
Tel.: (877) 422-2688
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 Dec 7. Member Hospital. Abbott letter submitted by an ECRI Institute member hospital Download


www.ecri.org . Printed from Health Devices Alerts on Wednesday, December 20, 2017 Page 1
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/164705/20171128AbbottARCHITECTTotalPSAReagentsClient_Redacted.pdf?option=80F0607

https://www.corelaboratory.abbott/us/en/contact.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/164705/20171128AbbottARCHITECTTotalPSAReagentsClient_Redacted.pdf



AFHajlan
(A29656) Abbott-ARCHITECT.pdf



MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

SPOTCHEM II Glucose, 

SPOTCHEM II PANEL-1, 

SPOTCHEM II PANEL-V 

and SPOTCHEM II PANEL-

V2

12/24/2017 ARKRAY GLOBAL 

business, Inc

FSN https

://nc

mdr.

sfda.

Enmaeyat Trading Co.New

Vacuette Minicollect 

Complete 1mL Sodium 

Citrate 3.2%.

12/24/2017 Greiner Bio-One Inc 2 https

://nc

Al Hammad Medical 

Services

New

Non-active implantable devices

GLOBAL UNITE Platform 

Shoulder System

12/21/2017 DePuy Ireland UC FSN httpsJohnson & Johnson 

Medical Saudi Arabia 

New

KYPHON Express 

Directional Bone Filler.

12/21/2017 Medtronic Sofamor 

Danek

FSN httpsAl Amin Medical 

Instruments Co. Ltd.

New

NDm-40-10 Zirkolith 

lmplant with NDm-P14 

Pin

12/21/2017 Z-Systems AG FSN https

://nc

N/ANew

Persona Partial Knee 

Spacer Blocks Size 8mm, 

9mm, 10mm, 12mm, 

14mm

12/21/2017 Zimmer, INC…. FSN https

://nc

mdr.

Medical Regulations 

Gate

New

REVITAN MODULAR 

RASP DISTAL CURVED

12/24/2017 Zimmer, INC…. FSN httpsMedical Regulations 

Gate

New

uncoated knee and hip 

prostheses, coated knee 

femur prosthesis, 

patellofemoral joint 

prosthesis, femoral head 

bipolar component, press 

fit femoral stem prosthesis

12/24/2017 Zimmer, INC…. FSN https

://nc

mdr.

sfda.

gov.s

a/Se

Medical Regulations 

Gate

New

Uphold LITE with Capio 

SLIM and Solyx Single 

Incision Sling System ,

12/24/2017 Boston Scientific 1 https

://nc

Gulf Medical Co.New

Reusable devices

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11924
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11927
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11905
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11910
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11903
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11907
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11919
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11918
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11929


MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Slap Hammers and 

Impactors Contained in 

Various Orthopedic 

Instrument Sets

12/20/2017 Stryker Orthopaedics 2 Attac

hed

Zimmo Trading 

Establishment.

# New

Steam Sterilizer 

ProtoCERT

12/21/2017 F. & M. Lautenschläger 

GmbH & Co. KG

FSN httpsN/ANew

Single-use devices

​Alaris Extension Sets with 

Microbore Tubing   ,

12/20/2017 BD Biosciences 2 AttacBecton Dickinson B.V.# New

Custom Kits Containing 

Ecolab Disposable Light 

Handle Covers

12/20/2017 Medline Industries Inc…. 2 Attac

hed

Ikar Establishment# New

I125 CE Marked 

QuickLink Cartridges

12/21/2017 C R Bard Inc 2 httpsC.R. BARD Saudi ArabiaNew

Nv Guider Catheter 90cm 12/24/2017 Boston Scientific 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11930Gulf Medical Co.New

Transseptal Needle   , 12/24/2017 Cook Inc, 1https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11928NAFA MedicalNew

Voice Prosthesis Brushes  , 12/20/2017Insight Medical Products Ltd 2 AttachedN/A# 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
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11911
http://Attached
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11915
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11930
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11928
http://Attached
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx



[High Priority ] - A29554 : Stryker—�Slap Hammers and Impactors Contained in Various Orthopedic Instrument Sets: Manufacturer Revises Instructions
for Cleaning, Sterilization, Inspection, and Maintenance


[High Priority ] - A29554 : Stryker—�Slap Hammers and Impactors Contained in Various Orthopedic
Instrument Sets: Manufacturer Revises Instructions for Cleaning, Sterilization, Inspection, and
Maintenance
Medical Device Ongoing Action
Published: Thursday, December 14, 2017


UMDNS Terms:
•  Prosthesis Implantation Instruments, Orthopedic [13180]


Product Identifier:


Slap
Hammers
and
Impactors
:


Part Nos.:


Contained
in the
following
Instrumen
t Trays:


Head
Impactor
(Hip
Instrume
nts)


4842-
2000


ABG II,
Exeter
V40
Femoral


Nonthrea
ded
Impactor
(Hip
Instrume
nts)


2101-
0130


Cutting
Edge, OM
NIFIT,
Trident Ac
etabular


Slap
Hammer
(Knee
Instrume
nts)


6541-4-
803


Triathlon
Miscellan
eous
Revision
Instrumen
ts (Lower
Tray)


Slap
Hammer
(Knee
Instrume
nts)


6541-4-
803


Triathlon
Primary
Miscellan
eous
Revision
Instrumen
ts (Lower
Tray)


[Consumable]


Geographic Regions: U.K.


Manufacturer(s): Stryker UK Ltd Stryker House, Newbury RG14 5AW, England


Suggested Distribution: Infection Control, OR/Surgery, Orthopedics, Central Sterilization Reprocessing, Materials Management


Problem: In a November 10, 2017, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Product Regulatory Agency
(MHRA), Stryker states that it has determined that all reusable instrument kits would meet the sterility assurance level (SAL) of not less than 10-12, with
the exception of kits that include any of the above slap hammers, nonthreaded impactors, and head impactors. For the above kits to meet the SAL, the
specific instruments noted above must be sterilized independently of their kit. Stryker updated the Instructions for Cleaning, Sterilization, Inspection and
Maintenance of Reusable Medical Devices (LSTPI-B) documentation to include the U.K. parameters and indicate that these instruments should be
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removed from their kits and sterilized separately. Stryker also states that if the devices are not removed from the instrument tray before sterilization,
infectious agents may remain on the device. The manufacturer states that this problem affects only U.K. product.


Action Needed:
�Identify any affected product in your inventory. If you have affected product, verify that you have received the November 10, 2017, Urgent Field Safety
Notice letter and Customer Acknowledgment Form from Stryker. Inform all relevant personnel at your facility of the information in the letter. Forward a
copy of the letter to any facility to which you have further distributed affected product, and notify Stryker of the transfer. Regardless of whether you have
affected product, complete the Customer Acknowledgment Form and return it to Stryker using the information on the form. Inform Stryker of any
adverse events associated with use of affected product.
For Further Information:
Stryker
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Stryker: Stryker slap hammer, non threaded impactor, head impactor


[online]. London: Department of Health; 2017 Nov 20 [cited 2017 Dec 12]. (Field safety notice; reference no. 2017/011/010/601/013).
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 Dec 12. MHRA FSN. 2017/011/010/601/013 Download
● 2017 Dec 12. MHRA FSN. Stryker Reference No. RA 2017-1481031 (includes reply form) Download
● 2017 Dec 12. Manufacturer. The manufacturer confirmed the information in the source material. 
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http://www.stryker.com/en-us/corporate/ContactUs/index.htm

https://www.gov.uk/drug-device-alerts/field-safety-notice-13-to-17-november-2017

https://www.gov.uk/drug-device-alerts/field-safety-notice-13-to-17-november-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/165132/20171120StrykerOrthopedicInstrumentKitsMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/165133/20171110StrykerOrthopedicInstrumentKitsMHRA.pdf
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[High Priority ] - A29682 : BD—�Alaris Extension Sets with Microbore Tubing: Incorrect Tubing Diameter May Lead to Inaccurate Priming Volumes


[High Priority ] - A29682 : BD—�Alaris Extension Sets with Microbore Tubing: Incorrect Tubing
Diameter May Lead to Inaccurate Priming Volumes
Medical Device Ongoing Action
Published: Thursday, December 14, 2017


UMDNS Terms:
•  Intravenous Extension Tubing Kits [12170]


Product Identifier:
Alaris Extension Sets with Microbore Tubing [Consumable]


Model Nos.:  Lot Nos.: 


20022 16087775, 16127995


30914 16127518


   


Geographic Regions: U.S.


Manufacturer(s): CareFusion A BD Co10020 Pacific Mesa Blvd, San Diego, CA 92121, United States


Suggested Distribution: Anesthesia, Critical Care, Emergency/Outpatient Services, Nursing, OR/Surgery, IV Therapy, Materials Management


Problem:
�In a November 2017 Urgent Medical Device Recall Notification letter submitted by an ECRI Institute member hospital, BD states that the above
extension sets may contain smallbore tubing instead of microbore tubing, which may lead to inaccurate priming volumes if tubing with an incorrect inner
diameter is used. Inaccuracies in the priming volume, specifically a larger priming volume than expected, can cause incomplete flushing of the line after
delivery of an intermittent medication dose, leading to underdelivery. Underdelivery of medications may lead to an underinfusion of medications,
resulting in serious injuries. BD further states that it has received no reports of injury or death related to this problem.


Action Needed:
�Identify and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the November 2017
Urgent Medical Device Recall Notification letter and Recall Response Card from BD. Complete the Recall Response Card, and return it to BD. Upon
receipt of the form, BD will provide your facility with instructions for product return and replacement. If you purchased affected product from a
distributor, contact your distributor directly to arrange for product return. 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:
For recall-related inquiries:
BD support center
Tel.: (888) 562-6018, 7 a.m. to 4 p.m. Pacific time, Monday through Friday
E-mail: supportcenter@carefusion.com
For adverse event reports:
BD customer advocacy department
Tel.: (800) 812-3266
E-mail: customerfeedback@bd.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 Dec 14. Member Hospital. BD letter submitted by ECRI Institute member hospital Download


www.ecri.org . Printed from Health Devices Alerts on Wednesday, December 20, 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.



http://www.fda.gov/Medwatch/getforms.htm

http://www.fda.gov/MedWatch/report.htm

http://www.fda.gov/MedWatch/report.htm

mailto:supportcenter@carefusion.com

mailto:customerfeedback@bd.com

http://www.bd.com/support/contact/

http://www.bd.com/support/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/165096/201711xxBDAlarisMicroboreClient_Redacted.pdf
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[High Priority ] - A29776 : Medline—Custom Kits Containing Ecolab Disposable Light Handle Covers: Sterile Packaging May Be Compromised


[High Priority ] - A29776 : Medline—Custom Kits Containing Ecolab Disposable Light Handle Covers:
Sterile Packaging May Be Compromised
Medical Device Ongoing Action
Published: Friday, December 8, 2017


UMDNS Terms:
•  Covers, Camera [15765]
•  Procedure Kit/Trays [28961]


Product Identifier:
Custom Kits containing Ecolab Disposable Light Handle Covers [Consumable]
Medline Light Handle Cover Product No. SKB171565
For a list of affected kits, 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.


Distributor(s): •  Skytron LLC5085 Corporate Exchange Blvd SE, Grand Rapids, MI 49512, United States


Manufacturer(s): Ecolab Inc370 N Wabasha St, St Paul, MN 55102-2233, United States
Medline Industries IncOne Medline Place, Mundelein, IL 60060, United States


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


Problem:
In a November 22, 2017, Subrecall Immediate Action Required letter submitted by an ECRI Institute member hospital, Medline initiated a recall of the
above kits containing the above Ecolab disposable light handle covers because the sterile packaging of the covers may contain gaps in the seal of the
pouch. 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 November
22, 2017, Subrecall Immediate Action Required letter, Urgent Remedial Action Verification Form, and stickers from Medline. Regardless of whether you
have affected product, complete the Urgent Remedial Action Verification Form, and return it to Medline using the information on the form. Affix the
stickers provided by Medline to any affected kits in your inventory. To request additional stickers, contact Medline by telephone at (866) 359-1704.
Ensure that that the recalled light handle cover components of affected kits are not used; pull another approved product from sterile supply at the time
affected kits are used.
For Further Information:
Medline
Website: Click here  
Ecolab
Website: Click here
Comments:


● �For information on the action initiated by Ecolab, see Alert A29455 .
● 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 Dec 8. Member Hospital. Medline letter submitted by an ECRI Institute member hospital (includes reply form) Download
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https://www.medline.com/pages/about-us/contact-us/

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

http://www.ecolab.com/about/locations#sort=relevancy

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1632264

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1632264

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/164845/20171122MedlineEcolabLightHandleCoversClient_Redacted.pdf
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[High Priority ] - A29270 : Insight Medical Products—Voice Prosthesis Brushes: Handle May Fracture


[High Priority ] - A29270 : Insight Medical Products—Voice Prosthesis Brushes: Handle May Fracture
Medical Device Ongoing Action
Published: Thursday, December 14, 2017


UMDNS Terms:
•  Brushes, Cleaning, Instrument [21135]
•  Brushes, Cleaning, Instrument, Tracheostomy Tube Cannula [21144]


Product Identifier:
Voice Prosthesis Brushes [Consumable]
Product No. PB/50; Lot Nos.: WO014770, WO016486, WO017520


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


Manufacturer(s): Insight Medical Products LtdUnits 3 Priory Industrial Estate, Tetbury,  GL8 8HZ, England


Suggested Distribution: OR/Surgery, Otolaryngology, Materials Management


Problem:
In a September 18, 2017, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Insight
Medical Products states that handles on the above voice prosthesis brushes may fracture because of a manufacturing error. Insight Medical Products also
states that a small number of handles fractured instantly during examination. 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 September
18, 2017, Urgent Field Safety Notice letter from Insight Medical Products. Contact Insight Medical Products by e-mail at info@insightmedical.net  to
obtain a return goods number (RGN) for returning and replacing affected product. Insight Medical Products will change the handle material to
polycarbonate after recent tests showed no fractures when compared to the previous polystyrene material used in affected product. Insight Medical
Products will replace affected product with product that has the new handle material as soon as it receives new stock; there may be a slight delay. Insight
Medical Products will also amend the instructions for use (IFU) for affected product to eliminate user error. 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:
Wayne Hillman, Insight Medical Products managing director, Florence Hillman, Insight Medical Products director, or Stacey Spruels, Insight Medical
Products quality manager
Tel.: (01666) 500055
E-mail: info@insightme4dical.net
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Insight Medical: Voice prosthesis brush [online]. London:


Department of Health; 2017 Sep 25 [cited 2017 Dec 13]. (Field safety notice; reference no. 2017/009/019/601/008). 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 Dec 13. MHRA FSN. 2017/009/019/601/008 Download
● 2017 Dec 13. MHRA FSN. September 18, 2017 Insight Medical Products letter posted by MRHA Download
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