
:اسم المستشفى

:التاريخ

نعم□لا    □: يوجد أجهزة متأثرة بالمستشفى ضمن القائمة

NCMDR Weekly Update

.الإشعارات	المظللة	بالأصفر	تشير	الى	سحب	او	إتلاف	جهاز	طبي.		•

الموزعين	في	هذا	التقرير	قد	يختلفون	عن	الممثلين/الممثلين	القانونين	•	

.الموزعين	الذين	تتعاملون	معهم/القانونين

في	الجهة	اليسرى	من	التقرير	تشير	إلى	ان	اشعار	(#)	هذه	العلامة		•

.(ECRI)انذار	السلامة	من	منظمة	

.	لمعرفة	الطراز	او	الارقام	التسلسلية	افتح	الروابط	او	المرفقات	•

WU195Report Reference Number: WU195:للتقرير المرجعي الرقم

عزيزي،

يقوم	المركز	الوطني	لبلاغات	الأجهزة	والمنتجات	الطبية

بإرسال	تقرير	اسبوعي	عن	آخر	اشعارات	إنذارات	السلامة

الاستدعاءات	للأجهزة	والمستلزمات	الطبية	المنشورة	على/	

موقع	الهيئة	العامة	للغذاء	والدواء

Dear,
NCMDR team send a weekly update every week 
containing the latest Field Safety Corrective 
Action/Recalls of medical devices/products on 
SFDA website. 

* Role of NCMDR officer:

• 	Disseminate and share the information with 
other Departments within healthcare facility and 
Ensuring that the healthcare facility is free of any 
affected device/product.
• 	Communicate with NCMDR Team and 
Authorized Representative of the manufacturer if 
there is any affected device/product.

Hospital name:
Date:
Hospital affected by any medical device/product 
in this report:  □No          □Yes

•	 . The yellow highlights Indicates that medical devices 
subject to removal and/ or destroyed action.

•	 NCMDR Team Recommend ensuring the listed 
Authorized representative/Distributer in this report as they 
may differ from the Authorized representative/Distributer 
you are dealing with

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

•	 Open the links or attachments to find the affected product 
identifier, models, serial numbers or codes.

:مسؤولية	ضابط	الاتصال*	

الأقسام	المختلفة	داخل	المنشأة	الصحية/	التعميم	على	الإدارات		•

مستلزم	طبي	متأثر	بأي	من/والتأكد	من	خلوها	من	أي	جهاز

.إشعارات	إنذارات	السلامة

التواصل	مع	المركز	الوطني	لبلاغات	الأجهزة	والمنتجات	•

الطبية	ومع	الممثل	القانوني	للمصنع	في	حالة	وجود

.مستلزم	طبي	متأثر	بأي	من	إشعارات	إنذارات	السلامة/جهاز

29-Jan-19
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Dear, 
NCMDR team is pleased to inform you that        new FSCA/recalls for medical devices and 
products posted on                         for the period of                           to                                In order 
to view more details, click the links or attachments 

 

SFDA website

الدواء و للغذاء العامة الهيئة موقع

23

29-Jan-19NCMDR Weekly Update

21-Jan-1927-Jan-19

23

21-Jan-19 27-Jan-19

MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Active Implantable Devices

29901 CareLink 

Encore™ 

Programmer 

Power Supply 

Model 26907    ,

Medtronic SA Medtronic Saudi Arabia https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=4&rid=13

771

Adapta Dual 

Chamber 

Pacemakers     ,

Medtronic SA Medtronic Saudi Arabia https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Programmer 

Software Update 

Supporting the 

Micra 

Transcatheter 

Pacing System ,

Medtronic SA Medtronic Saudi Arabia https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=10&rid=1

3767
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https://www.sfda.gov.sa/ar/medicaldevices/Pages/weeklyAlert.aspx
https://www.sfda.gov.sa/ar/medicaldevices/Pages/weeklyAlert.aspx
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13771
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13782
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13767


MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Programmer 

Software Update 

Supporting the 

Micra 

Transcatheter 

Pacing System ,

Medtronic SA Medtronic Saudi Arabia https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=10&rid=1

3775

Anaesthetic and respiratory devices

Medline-Labeled 

Sterile Water 

Manufactured by 

Smiths Medical

Medline Industries, 

Inc.

Cure Development International 

Ltd

#

Diagnostic and therapeutic radiation devices

Senographe 

Crystal Nova

GE Healthcare GE Healthcare https://ncmdr.sfda.gov.s

Electro mechanical medical devices

Captus 3000 

Thyroid Uptake 

System

Capintec Inc. Medical Regulations Gate https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Electronic 

Thermometer 

supplied in Tiny 

Tots First

Shaoxing Fuqing 

Medical Products Co 

Ltd

first focuz Limited Company https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=10&rid=1

Insulin Infusion 

System Bolus 

Dose Calculators

Cellnovo Ltd N/A#

Percuvance(R) 

Percutaneous 

Shaft 36cm and 

29cm

Teleflex Medical.

Teleflex Medical..

Arabian Trade House Est. https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=4&rid=13
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13775
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13777
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13784
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13789
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13783



[High Priority ] - A32008 01 : Medline—Medline-Labeled Saline and Sterile Water Manufactured by Smiths Medical: Container May Leak [Update]


[High Priority ] - A32008 01 : Medline—Medline-Labeled Saline and Sterile Water Manufactured by
Smiths Medical: Container May Leak [Update]
Medical Device Ongoing Action
Published: Wednesday, January 23, 2019


UMDNS Terms:
•  Humidifiers, Artificial Airway [12051]
•  Ampules [15276]


Product Identifier:
[Consumable]


Product Smiths Medical ASD Inc
Item No.


Medline Industries Inc
Item No. Lot No.


Medline-Labeled Sterile Water 552 MDX0552 A054, A089, A090


1065 MDX1065 B209


352 SRX0352 A214, A215


Saline Solution R0159 PTXR0159 B067


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


Distributor(s): •  Medline Industries Inc One Medline Pl, Mundelein, IL 60060, United States 


Manufacturer(s): Smiths Medical ASD Inc 9 Riverside Rd, Weston, MA 02493, United States 
Medline Industries Inc One Medline Pl, Mundelein, IL 60060, United States 


Suggested Distribution: Anesthesia, Critical Care, Emergency/Outpatient Services, Infection Control, Nursing, OR/Surgery,
Pulmonology/Respiratory Therapy, Home Care, Pharmacy, Materials Management


Summary:
Update Reason: Additional product. This Alert provides new information based on a January 7, 2019, Subrecall Immediate Action Required letter
submitted by an ECRI Institute member hospital regarding Alert A32008 . Medline has not confirmed the information provided in the source material.
Additional information is provided in the Product Identifier field.
Problem:
In a January 7, 2019, Subrecall Immediate Action Required letter submitted by an ECRI Institute member hospital, Medline initiated a subrecall of the
above sterile water because it may be susceptible to leaking, potentially resulting in exposure to infectious agents. Medline has not confirmed the
information provided in the source material.
 


Action Needed:
The following actions are those listed in Alert A32008 . Identify, isolate, and discontinue use of any affected product in your inventory. If you have
affected product, verify that you have received the January 7, 2019, Subrecall Immediate Action Required letter and Urgent Remedial Action Response
Form from Medline. Regardless of whether you have affected product, complete the Urgent Remedial Action Response form and return it to Medline
using the information on the form. Upon receipt of the form, Medline will provide your facility with return labels, if applicable. Return affected product
using the return labels. Upon receipt of affected product, Medline will provide your facility with credit. Forward a copy of the letter to any facility to
which you have further distributed affected product.
 
For Further Information:
Medline
Tel.: (866) 359-1704
Website: Click here
Smiths
Website: Click here
 
Comments:


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


Source(s):


● 2019 Jan 22. Member Hospital. Medline letter submitted by an ECRI Institute member hospital. Reference No. R-18-266B (includes reply 
form) Download
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www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1637445

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1637445

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1637445

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1637445

https://www.medline.com/pages/about-us/contact-us/?mid=&amp;utm_medium=cpc&amp;utm_source=google&amp;utm_campaign=2018_b_hcp_brand_brand&amp;utm_term=sitelink&amp;utm_content=contact%20us&amp;gclid=EAIaIQobChMI1cDv66Wd3wIVhVqGCh3Y3QFrEAAYASABEgICHPD_BwE&amp;gclsrc=aw.ds

https://www.smiths-medical.com/customer-support/contact-us

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/186572/20190107MedlineSmithsSterileWaterSalineEyeWashClient_Redacted.pdf



(A32008 01) Medline-Medline-Labeled Saline and Sterile Water.pdf




[High Priority ] - A32035 : Cellnovo—Insulin Infusion System Bolus Dose Calculators: Users May Be Deviating from Recommendations, Potentially
Risking Hyperglycemia or Hypoglycemia


[High Priority ] - A32035 : Cellnovo—Insulin Infusion System Bolus Dose Calculators: Users May Be
Deviating from Recommendations, Potentially Risking Hyperglycemia or Hypoglycemia
Medical Device Ongoing Action
Published: Wednesday, January 23, 2019


UMDNS Terms:
•  Infusion Pumps, Insulin, Ambulatory [17159]


Product Identifier:
[Consumable]


Product Cellnovo
Part No. Batch No.


Insulin Infusion System Starter Kits containing Bolus Dose
Calculators


7000174 All


Geographic Regions: Australia, France, Israel, Italy, Spain, The Netherlands, U.K.


Manufacturer(s): Cellnovo Pencoed Technology Park, Pencoed CF35 5HZ, Wales 


Suggested Distribution: Critical Care, Emergency/Outpatient Services, Nursing, Information Technology, Diabetes Education/Coordination,
Home Care, Endocrinology, IV Therapy, Materials Management


Problem:
In a December 28, 2018, Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Cellnovo states
that users of the above systems may be deviating from the bolus dose calculator recommendations by as much as five or seven units. Cellnovo also states
that after users have deviated significantly from the bolus dose calculator recommendation, if the next recommendation is taken within the users' pre-set
"time to target" and their blood glucose level has increased, then the next bolus recommendation will attempt to reduce the blood glucose level to mid-
point within target range and also react to the deviation. The capacity to deviate from the recommended value provided by the bolus dose calculator is
common to most systems; however, either increasing or decreasing the recommendation by significant amounts, such as five or seven units, may lead to
instances of hypoglycemia or hyperglycemia.


Action Needed:
Identify any patients who use the kits listed above in your practice. If you have affected patients, verify that you have received the December 28, 2018,
Field Safety Notice letter from Cellnovo. The firm recommends that you instruct patients to do the following:


● Comply with therapy to minimize the risk of symptoms associated with hypoglycemia and hyperglycemia.
● Take a minimum of four blood glucose readings per day.
● Always carry an emergency kit with you.
● Always carry another (fully charged) pump, a spare insulin cartridge, infusion set, filling kit, and insulin.
● React appropriately to system alarms.
● If patients deviate from their bolus dose calculator recommendation by a significant amount, they should regularly check their blood glucose


levels; if they are either hypoglycemic or hyperglycemic, they should remedy the symptoms as discussed with their healthcare professional
team.


 
For Further Information:
Cellnovo customer care department
Tel.: (0800) 0258009
E-mail: support@cellnovo.com
Website: Click here


References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Cellnovo: Cellnovo insulin infusion system—bolus dose calculator


[online]. London: Department of Health; 2019 Jan 14 [cited 2019 Jan 18]. (Field safety notice; reference no. 2018/012/031/291/004).
Available from Internet: Click here .


Comments:


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


Source(s):


● 2019 Jan 18. MHRA FSN. 2018/012/031/291/004 Download
● 2019 Jan 18. MHRA FSN. Cellnovo Reference No. FSCA-0018 Download
● 2019 Jan 21. Manufacturer. The manufacturer confirmed the information in the source material.
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mailto:support@cellnovo.com

http://www2.cellnovo.com/contact-us

https://www.gov.uk/drug-device-alerts/field-safety-notice-7-11-january-2019?utm_source=2e588872-c6b7-4173-8188-8c835afa96de&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notice-7-11-january-2019?utm_source=2e588872-c6b7-4173-8188-8c835afa96de&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/186668/20190114TCellnovoBolusDoseCalculatorsMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/186669/20181228CellnovoBolusDoseCalculatorsMHRA.pdf



(A32035) Cellnovo-Insulin Infusion System Bolus Dose Calculators.pdf



MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

In vitro diagnostic devices

Dimension Vista® 

LOCI® Reaction 

Vessels

Siemens Healthcare 

Diagnostics GmbH

ABDULREHMAN AL GOSAIBI GTB https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

DxA 5000 

Automation 

Systems

Beckman Coulter UK 

Ltd

Beckman Coulter Saudi Arabia 

Co Ltd

#

ELITech V-Twin 

Analyzer

Siemens Healthcare 

Diagnostics Product

AL-KAMAL Import https://ncmdr.sfda.gov.s

PREMIER 

Cryptococcal 

Antigen enzyme 

immunoassay 

(EIA)

Meridian Bioscience 

Inc

ABDULLA FOUAD HOLDING 

COMPANY

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=2&rid=13

769

T-Cell Select Oxford Immunotec Ltd Bio Standardshttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13786

VITEK 2 - Card 

Pouch Integrity     ,

bioMerieux Inc Al-Jeel Medical & Trading Co. 

LTD

https://ncmdr.sfda.gov.s

Non-active implantable devices

Artikon.genu-bi-

lock System-

KneeJoint Set 

with locking 

mechanism

Streifeneder 

ortho.production 

GmbH

Farabi Trading Establishment https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=6&rid=13

778

Lambotte chisel, 

20mnn

aap Implantate AG. Cure Development International 

Ltd

https://ncmdr.sfda.gov.s

Ophthalmic and optical devices
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13772
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13785
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13769
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13786
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13787
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13778
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13776



[High Priority ] - A31993 : Beckman Coulter—DxA 5000 Automation Systems: May Be Unable to Distinguish between Spun and Unspun Samples


[High Priority ] - A31993 : Beckman Coulter—DxA 5000 Automation Systems: May Be Unable to
Distinguish between Spun and Unspun Samples
Medical Device Ongoing Action
Published: Friday, January 11, 2019


UMDNS Terms:
•  Automation Systems, Laboratory  [18573]


Product Identifier:
[Capital Equipment]


Product Beckman Coulter Inc
Model


Automation Systems DxA 5000


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


Manufacturer(s): Beckman Coulter Inc 250 S Kraemer Blvd, Brea, CA 92821-6232, United States


Suggested Distribution: Clinical/Biomedical Engineering, Clinical Laboratory/Pathology, Information Technology


Problem:
In a December 20, 2018, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA),
Beckman Coulter states that it has received reports and observed instances of the above systems being unable to distinguish between spun and unspun
samples. Beckman Coulter also states that unspun samples may be incorrectly identified as spun by the systems' Liquid Level Detection (LLD) function
and routed for analysis without centrifugation if automatic centrifugation state (spun/unspun) detection is configured. Beckman Coulter further states that,
although not observed by the firm or reported, there is a risk that spun samples may be incorrectly identified as unspun, and centrifuged a second time
before being routed for analysis. Beckman Coulter states that, in a worst-case scenario in which a sample is presented to a connected analyzer in a
condition that does not match analytical test requirements, the analyzer could generated erroneous but believable results. 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 December 20, 2018, Urgent Field
Safety Notice letter and Vigilance Response Form from Beckman Coulter. Beckman Coulter provides the following two options:
Option 1:


● Configure drawer settings to create spun and unspun drawers:
● For unspun samples, configure DxA 5000 settings to require centrifugation for all tubes.
● For spun tubes with gel, configure DxA 5000 settings to skip centrifugation.


● Visually inspect all tubes before loading them onto the DxA 5000, loading them into the appropriately configured drawers described above.
● For unspun samples (whole blood with no layers, gel at the bottom, or no gel detected), load into the drawer configured to require


centrifugation for all tubes.
● For spun tubes with gel, load the drawer configured to skip centrifugation for all tubes.


Option 2:
● If recentrifugation of samples will not affect testing performed in your laboratory, you may configure the DxA 5000 settings to require


centrifugation for all tubes.
Your Beckman Coulter field service engineer will contact your facility to arrange to configure your settings to the option of your choice. Beckman
Coulter states that it is conducting an investigation to determine potential preventive actions and, once confirmed, your Beckman Coulter field service
engineer will install a software update to address the problem when it becomes available. Notify 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 retain a copy of the letter as part of
your laboratory quality system documentation. Complete the Vigilance Response Form, and return it to Beckman Coulter.
 
For Further Information:
Beckman Coulter customer support hotline
Tel.: (0845) 6001345
E-mail: techsupportuk@beckman.com  Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Beckman Coulter: DxA 5000 [online]. London: Department of


Health; 2019 Jan 7 [cited 2019 Jan 10]. (Field safety notice; reference no. 2018/012/024/601/018). Available from Internet: Click here .


Comments:


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


Source(s):


● 2019 Jan 10. MHRA FSN. 2018/012/024/601/018 Download
● 2019 Jan 10. MHRA FSN. FSN-18063 Download
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mailto:techsupportuk@beckman.com

http://www.beckmancoulter.com/customersupport/support

https://www.gov.uk/drug-device-alerts/field-safety-notice-31-december-2018-to-4-january-2019?utm_source=a9d19246-d814-482b-b4aa-2a1efd241e50&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notice-31-december-2018-to-4-january-2019?utm_source=a9d19246-d814-482b-b4aa-2a1efd241e50&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/186085/20190107BeckmanCoulterDxA5000AutomationSystemsMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/186086/20181220BeckmanCoulterDxA5000AutomationSystemsMHRA.pdf



(A31993) Beckman Coulter-DxA 5000.pdf



MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

 DRI OCT 

Triton/DRI OCT 

Triton plus

Topcon Medical Laser 

Systems

ABDULREHMAN AL GOSAIBI GTB https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Single-use devices

DeRoyal(R) 

Enteral Safe Feed 

Tube, REF 542465

DeRoyal Industries, 

Inc..

Al-Jeel Medical & Trading Co. 

LTD

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Edwards 

Lifesciences 

IntraClude Intra-

aortic Occlusion 

Device        ,

Edwards Lifesciences Arabian Health Care Supply Co. 

(AHCSC)

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=10&rid=1

3788

Obstetric ForcepsFetzer Medical GmbH & Co. KG N/Ahttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13779

Sage Products 

Independent Care 

Systems  ,

Sage Products LLC Teriag International#
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13768
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13770
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13788
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13779



[High Priority ] - A32062 : �Medline—Sage Products Independent Care Systems: Sodium Bicarbonate Mouthpaste Tubes May Be Damaged


[High Priority ] - A32062 : �Medline—Sage Products Independent Care Systems: Sodium
Bicarbonate Mouthpaste Tubes May Be Damaged
Medical Device Ongoing Action
Published: Friday, January 18, 2019


UMDNS Terms:
•  Dentifrice [11168]


Product Identifier:
[Consumable]


Product Sage Products Inc
Item No.


Medline Industries Inc
Item No. Lot No.


Sage Products Independent Care Systems 6004 SGE6004 67924


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


Distributor(s): •  Medline Industries IncOne Medline Pl, Mundelein, IL 60060, United States


Manufacturer(s): Sage Products Inc3909 Three Oaks Rd, Cary, IL 60013, United States


Suggested Distribution: Infection Control, Home Care, Dentistry/Oral Surgery, Materials Management


Problem:
�In a December 11, 2018, Immediate Action Required letter submitted by an ECRI Institute member hospital, Medline initiated a subrecall of the above
products, which were recalled by Sage Products because the sodium bicarbonate mouthpaste tubes may be damaged, potentially leading to environmental
contamination. Medline also states that there have been no complaints or reports of patient harm related to this problem. The distributor 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 11, 2018,
Immediate Action Required letter and Urgent Remedial Action Response form from Medline. Regardless of whether you have affected product, complete
the Urgent Remedial Action Response form and return it to Medline using the instructions on the form. Upon receipt of the form, Medline will provide
your facility with return labels, if applicable. Return affected product to Medline using the return labels. Upon receipt of returned product, Medline will
provide your facility with credit. Notify all relevant personnel at your facility of the information in the letter, and forward a copy of the letter to any
facility to which you have further distributed affected product.
For Further Information:
Medline
Tel.: (866) 359-1704
Website: Click here
Sage Products
Website: Click here
Comments:


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