
SBED Weekly Update 23-Jan-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 

24 SFDA website
1/17/2018 1/22/2018

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: WU184

MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Diagnostic and therapeutic radiation devices

Measurement Specialties 

Reusable Temperature 

Probe Autoclavable

1/22/2018 Measurement 

Specialties Inc.

2 https

://nc

Al-Jeel Medical & 

Trading Co. LTD

New

Mighty 8 Power strip, 

TrippLite Power strip

1/17/2018 Merge Healthcare Corp. 2 httpsN/ANew

Electro mechanical medical devices

LifeVest Wearable 

Defibrillator

1/17/2018 ZOLL Medical Corp 2 httpsAl Hammad Medical 

Services

New

Healthcare facility products and adaptations

Runyes Autoclave 1/17/2018Ningbo Runyes Medical Instrument Co Ltd 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12020Medicine Wing Est.New

Hospital hardware

http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12036
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12021
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12023
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12020


MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Eleganza De Luxe 

Hospital Beds

1/21/2018 Linet spol. s r.o. 2 AttacSalehiya Trading Est.# New

Progressa Bed Systems     

,

1/21/2018 Hill Rom Inc 2 AttacMedical regulations 

gate

# New

In vitro diagnostic devices

Actim RSV 1/18/2018 Medix Biochemica. FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12028N/ANew

cobas e 601, cobas e 602 

MODULAR Analytics

1/17/2018 Roche Diagnostics Corp FSN httpsFAROUK, MAAMOUN 

TAMER & COMPANY

Update

Cyclosporine, DHEA-SO4, 

Folate and HBc IgM 

Assays

1/21/2018 Siemens Healthcare 

Diagnostics GmbH

FSN https

://nc

ABDULREHMAN AL 

GOSAIBI GTB

New

FC 500 Series Flow 

Cytometers

1/21/2018 Beckman Coulter 2 httpsAl-Jeel Medical & 

Trading Co. LTD

New

Panther and Panther 

Fusion Systems with 19-

in monitor

1/22/2018 HOLOGIC NV 2 https

://nc

Al-Jeel Medical & 

Trading Co. LTD

New

reagent 2 in oneHbA1c FS 1/18/2018DiaSys Diagnostic Systems GmbH. FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12029ALGhuyum Scientific TradingNew

Rheumatoid Factor Kit for 

use on SPAPLUS

1/18/2018 The Binding Site FSN httpsFAROUK, MAAMOUN 

TAMER & COMPANY

New

Vacuette Minicollect 

Complete 1mL Sodium 

Citrate 3.2%.

1/22/2018 Greiner Bio-One Inc 2 https

://nc

Al Hammad Medical 

Services

Update

Non-active implantable devices

MiniMod Small Bone 

Plating System

1/22/2018 Smith & Nephew inc 2 httpsSmith & Nephew incNew

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12028
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12024
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12030
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12031
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12038
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12029
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12026
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12039
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12034



[High Priority ] - A29829 : Linet—Eleganza De Luxe Hospital Beds:� Failure to Engage Locking Mechanism May Cause Unintended Bed Movement,
Potentially Leading to Patient Injury


[High Priority ] - A29829 : Linet—Eleganza De Luxe Hospital Beds:� Failure to Engage Locking
Mechanism May Cause Unintended Bed Movement, Potentially Leading to Patient Injury
Medical Device Ongoing Action
Published: Tuesday, January 16, 2018
Last Updated: Thursday, January 18, 2018


UMDNS Terms:
•  Beds, Electric [10347]


Product Identifier:
[Capital Equipment]


Product Linet spol s r o
Model Model No. Manufacture Date


Hosptal Beds Eleganza de Luxe 1GL 2003 to 2005


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


Manufacturer(s): Linet spol s r o Zelevcice 5, CZ-274 01 Slany, Czech Republic


Suggested Distribution: Clinical/Biomedical Engineering, Critical Care, Emergency/Outpatient Services, Nursing, Facilities/Building
Management, Home Care


Problem:
�In a December 1, 2017, Urgent Field Safety Notice letter posted by the German Federal Institute for Drugs and Medical Devices (BfArM), Linet states
that failure to engage the locking mechanism on the height adjustment footswitches for the above beds may cause unintended bed movement, potentially
leading to patient injury. 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 December 1, 2017, Urgent Field Safety
Notice from Linet. The footswitch is lockable via the central control panel. Evaluate patients' physical and mental states and enable or disable functions
of the patient control panel as appropriate for each patient. To disable individual adjustment functions, use the locking keys on the central control panel.
The “disabled” function will be displayed in yellow LED. Verify that the function is actually disabled. Additional mechanical protection for the
footswitches has been recently developed, and refitting of the beds is mandatory. Contact the Linet service department to arrange for bed refitting. Inform
all relevant personnel at your facility of the information in the letter, and forward a copy of the letter to any facility to which you have further distributed
affected product.
For Further Information:
Jakub Polášek, Linet quality manager
Tel.: 420 (312) 576451
Website: Click here
References:


● Germany. Federal Institute for Drugs and Medical Devices. Urgent field safety notice for Eleganza Krankenhausbett by Linet spol. s..o.
[online]. 2018 Jan 4 [cited 2018 Jan 15]. 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):


● 2018 Jan 15. BfArM (Germany). 00638/17 Download
● 2018 Jan 15. BfArM (Germany). Download
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http://www.linet.com/en/contact

https://www.bfarm.de/SharedDocs/Kundeninfos/EN/02/2018/00638-17_kundeninfo_en.html

https://www.bfarm.de/SharedDocs/Kundeninfos/EN/02/2018/00638-17_kundeninfo_en.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/166694/20180104LinetEleganzaBfArM.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/166695/20171201LinetEleganzaBfArM.pdf



MMOqalaa
( A29829) Linet-Eleganza De Luxe Hospital Beds.pdf




[High Priority ] - A29875 : Hill-Rom—Progressa Bed Systems: Brake Pedals May Fail, Potentially Allowing Unwanted Bed Movement and Leading to Patient Injury


[High Priority ] - A29875 : Hill-Rom—Progressa Bed Systems: Brake Pedals May Fail, Potentially
Allowing Unwanted Bed Movement and Leading to Patient Injury
Medical Device Ongoing Action
Published: Thursday, January 18, 2018


UMDNS Terms:
•  Beds, Electric [10347]


Product Identifier:
[Capital Equipment]


Product Hill-Rom Co Inc
Model No. Serial No. Manufacture Date


Bed Systems Progressa P7500 S159AW9192 to S305AW2321 June 8 to November 1, 2017


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


Manufacturer(s): Hill-Rom Co Inc1069 State Rt 46 E, Batesville, IN 47006, United States


Suggested Distribution: Clinical/Biomedical Engineering, Critical Care, Nursing, Facilities/Building Management, Home Care, Physical
Therapy/Rehabilitation


Problem:
In an Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, Hill-Rom states that a component used within the
braking system of the above beds may break, potentially resulting in one or more brake pedals remaining in brake or not being engaged, which could lead
to unwanted bed movement and possible patient or user injury. 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 Urgent Medical Device Correction letter
from Hill-Rom. The firm has developed a correction for the braking system and will contact your facility to arrange for a Hill-Rom representative to
update your systems on site. Until affected systems are updated, continue to adhere to the following safety information outlined in the Progressa user
manual each time you set the brakes:


● Warning: Always set the brakes when the bed is occupied, except during patient transport. To help make sure the bed will not move, push
and pull on the bed to check it after the brakes are engaged. Brakes should always be set when the bed is occupied and especially when a
patient is moved from one surface to another. Patients often use the bed for support when getting out of bed and could be injured if the bed
unexpectedly moves. After setting the brakes, push and pull the bed to make sure of stability."


If the brakes do not hold after the above instructions are implemented, take the bed out of service until it is updated. Notify all relevant personnel at your
facility of the information in the Urgent Medical Device Correction 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:
Hill-Rom technical support department
Tel.: (800) 445-3720
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):


● 2018 Jan 17. Member Hospital. Hill-Rom letter submitted by an ECRI Institute member hospital Reference No. MOD 1278 Download


www.ecri.org . Printed from Health Devices Alerts on Sunday, January 21, 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.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.hill-rom.com/usa/Our-Company/Contact-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/166685/HillRomProgressaBrakesCLIENT.pdf



MMOqalaa
(A29875) Hill-Rom-Progressa Bed Systems.pdf



MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

R3 0 Hole Acetabular 

Shell 50mm and R3 

Constrained Acetabular 

Liner 52mm

1/18/2018 Smith & Nephew inc FSN https

://nc

mdr.

Smith & Nephew incNew

Reusable devices

OSCILLATING SAW 

ATTACHMENT

1/22/2018 The Anspach Effort, Inc.. 2 httpsJohnson & Johnson 

Medical Saudi Arabia 

New

Radiolucent Spine 

Surgery Frame

1/17/2018 Allen Medical Systems 2 httpsReem Alwasat for 

Trading Company.

New

SPAG2 unit nebulizers 1/22/2018Valeant Pharmaceuticals International, Inc… 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12041Medical Regulations GateNew

Various Trauma and 

Extremity Instruments ,

1/22/2018 Zimmer inc 2 AttacEbrahim M. Al-Mana & 

Bros. Co. Ltd.

# Update

Single-use devices

24 G Neo-Kath Epidural 

and Caudal Catheter Sets

1/21/2018 Epimed International Inc 2 AttacPioneer Medical 

Company

# New

AFFINITY® NT 

Cardiotomy/Venous 

Reservoir (CVR) Stand-

Alone  ,

1/21/2018 Medtronic SA FSN https

://nc

mdr.

Medtronic Saudi ArabiaNew

ETHICON VICRYL 

RAPIDE™ SUTURE & 

ENDOLOOP® COATED 

VICRYL® SUTURE / 

ENDOLOOP® PDS® II 

SUTURE

1/22/2018 Ethicon Inc. FSN https

://nc

mdr.

sfda.

gov.s

Johnson & Johnson 

Medical Saudi Arabia 

Limited

New

Norm-Ject Tuberkulin 

Syringes

1/22/2018 Cook Inc, 2 AttacNAFA Medical# New

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12027
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12033
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12022
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12041
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12032
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12040



[High Priority ] - A28649 02 : *Zimmer Biomet—Various Trauma and Extremity Instruments: Raw Material Anomaly May Increase Risk of Instrument Fracture [Update]


[High Priority ] - A28649 02 : *Zimmer Biomet—Various Trauma and Extremity Instruments: Raw
Material Anomaly May Increase Risk of Instrument Fracture [Update]
Medical Device Ongoing Action
Published: Friday, January 12, 2018


UMDNS Terms:
•  Drill Bits, Surgical, Bone [33883]
•  Taps, Bone [17507]


Product Identifier:


Product Zimmer Biomet
Item No. Lot No.


Trauma Drill Bit and Screw Tap
Instruments 00231801506 63722007


Geographic Regions: U.S.&#160;


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


Suggested Distribution: OR/Surgery, Orthopedics, Materials Management


Summary:
This Alert provides new information based on a December 27, 2017, Urgent Medical Device Recall Removal letter submitted by an ECRI Institute
member hospital regarding Alert A28649 . A new affected lot number is provided in the Product Identifier field.
Problem:
�In a May 22, 2017, Urgent Medical Device Recall Removal letter submitted by ECRI Institute member hospitals, Zimmer Biomet states that an
anomaly in the raw material on or below the surface of the above instruments may increase the risk of instrument fracture, potentially leading to an
extension of surgery or patient injury caused by a piece of the fractured instrument remaining in the patient.


Action Needed: �The following actions are those listed in Alert A28649 . Identify and isolate any affected product in your inventory.If you have
affected product, verify that you have received the letter(s) andCertificate of Acknowledgment form from Zimmer Biomet. Complete the Certificateof
Acknowledgment form, and return it to Zimmer Biomet using the instructionson the form. Your Zimmer Biomet sales representative will remove affected
product from your facility. Notify all relevant personnel at your facility of the information in the letter. Report any adverse events associated with the use
of affected product to Zimmer Biomet by e-mail at zimmer.per@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 customer call center
Tel.: (574) 371-3071, 8 a.m. to 5 p.m. Eastern time, Monday through Friday
E-mail: corporatequality.postmarket@zimmerbiomet.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):


● 2018 Jan 10. Member Hospital. Zimmer Biomet letter submitted by ECRI Institute member hospital (includes reply form) Download
● 2018 Jan 12. Manufacturer. Manufacturer confirmed information contained in source material
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www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1630593

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1630593

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1630593

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1630593

mailto:zimmer.per@zimmerbiomet.com

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

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

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

mailto:corporatequality.postmarket@zimmerbiomet.com

http://www.zimmerbiomet.com/corporate/about-zimmer-biomet/contacts-and-locations.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/166373/20171227ZimmerBiometVariousTraumaandExtremityInstrumentsClientRedacted.pdf



MMOqalaa
(A28649 02) Zimmer Biomet-Various Trauma and Extremity Instruments.pdf




[High Priority ] - A29874 : �Epimed—24 G Neo-Kath Epidural and Caudal Catheter Sets: Stylet May Protrude from Distal End of Catheter


[High Priority ] - A29874 : �Epimed—24 G Neo-Kath Epidural and Caudal Catheter Sets: Stylet May
Protrude from Distal End of Catheter
Medical Device Ongoing Action
Published: Thursday, January 18, 2018


UMDNS Terms:
•  Catheters, Spinal, Epidural [10717]


Product Identifier:
[Consumable]


Product Epimed International Inc
Catalog No. Lot No.


24 G Neo-Kath Epidural
Catheter Sets 200-2430 16308275, 16308382


24 G Neo-Kath Caudal Catheter
Sets 201-2430 16308139, 16308383


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


Manufacturer(s): Epimed International IncCrossroads Business Park, Johnstown, NY 12095, United States


Suggested Distribution: Anesthesia, Critical Care, Infection Control, Obstetrics/Gynecology/Labor and Delivery, OR/Surgery, Pain Clinic,
Materials Management


Problem:
�In a letter submitted by an ECRI Institute member hospital, Epimed states that the stylet may protrude from the distal end of the above catheters.
Epimed also states that this problem increases the risk of puncture to the dura, neural tissue, or other surrounding epidural blood vessels, potentially
leading to additional complications. Epimed further states that it has received no reports 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 letter and
Recall Return Response Form from Epimed. Complete the Recall Return Response Form, and return it to Epimed using the instructions on the form.
To arrange to receive credit or replacement product, contact Bobbi Harrington, Epimed sales administrative assistant, by telephone at (518) 725-0209 or
(518) 514-1891 (direct), by fax at (518) 725-0207, or by e-mail at bobbih@epimed.com .
For Further Information:
Gina Spencer, Epimed quality assurance/regulatory affairs (QA/RA) specialist and product correction/removal coordinator
Tel.: (800) 866-3342, ext. 2602, 8 a.m. to 4:30 p.m. Central time, Monday through Friday
E-mail: ginas@epimed.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):


● 2018 Jan 18. Member Hospital. Epimed letter submitted by an ECRI Institute member hospital (includes reply form) Download
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mailto:bobbih@epimed.com

mailto:ginas@epimed.com

http://www.epimed.com/contactus/

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/166693/2018EpimedNeoKathCathetersClient_Redacted.pdf



MMOqalaa
(A29874) Epimed-24.pdf




[High Priority ] - A29752 : Cook—Norm-Ject Tuberkulin Syringes: May Have Been Distributed without LAL and MEA Testing


[High Priority ] - A29752 : Cook—Norm-Ject Tuberkulin Syringes: May Have Been Distributed without
LAL and MEA Testing
Medical Device Ongoing Action
Published: Tuesday, January 16, 2018
Last Updated: Thursday, January 18, 2018


UMDNS Terms:
•  Syringes, Plunger, Contrast Media  [20287]


Product Identifier:
[Consumable]


Product William Cook Europe Aps
Reference No. Part No. Lot No.


Norm-Ject Tuberkulin
Syringes K-ATS-1000 G19871 5667080, NS6127577


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


Manufacturer(s): William Cook Europe ApsSandet 6, DK-4632 Bjaerverskov, Denmark


Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Critical Care, OR/Surgery, Diagnostic Imaging, Nuclear Medicine,
Materials Management


Problem:
�In a December 19, 2017, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Cook
states that the above syringes may have been distributed without limulus amebocyte lysate (LAL) and mouse embryo assay (MEA) testing. These tests
are performed to ensure that the products are not embryotoxic. Cook also states that potential adverse events that may occur if an embryotoxic product is
used in a procedure include nonviable gametes and/or nonviable embryos. The manufacturer has not confirmed the information provided in the source
material.


Action Needed:
�Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the December 19, 2017, Urgent
Field Safety Notice letter and Customer Response Form from Cook. Complete the Customer Response Form, and return it to Cook using the instructions
in the letter. Upon receipt of the form, Cook will contact your facility to arrange for product return and provide your facility with credit for returned
product. Report any adverse events associated with affected product to the Cook customer services department. 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.
For Further Information:
Michael Galvin or Annemarie Beglin, Cook
Tel.: 353 (61) 334440
E-mail: European.FieldAction@cookmedical.com
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Cook Medical: Norm-Ject Tuberkulin syringe [online]. London:


Department of Health; 2017 Dec 27 [cited 2018 Jan 15]. (Field safety notice; reference no. 2017/012/020/291/002). 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):


● 2018 Jan 15. MHRA FSN. 2017/012/020/291/002 Download
● 2018 Jan 16. MHRA FSN. (includes reply form) Download
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mailto:European.FieldAction@cookmedical.com

https://www.cookmedical.eu/contact/

https://www.gov.uk/drug-device-alerts/field-safety-notice-18-to-22-december-2017

https://www.gov.uk/drug-device-alerts/field-safety-notice-18-to-22-december-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/166710/20171227CookNormJectSyringesMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/166711/20171219CookNormJectSyringesMHRA.pdf
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SBED is devoted to receive the adverse event report and feedback information about 
any medical devices malfunction from hospitals and healthcare facilities all around KSA, 
studying them and collaborative working with manufacturers, authorized 
representatives and distributors to take the right action and assuring the proper safe 
performance.
To see recent recalls kindly visit the following link:

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

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

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

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

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

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

