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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	•

WU1851Report Reference Number: WU1851: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.

ية	ضابط	الاتصال*	 :مسؤول

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

18-Dec-18
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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

40

18-Dec-18NCMDR Weekly Update

10-Dec-1816-Dec-18

40

10-Dec-18 16-Dec-18

MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Active Implantable Devices

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

Boston Scientific 

Cardiac Rhythm 

Management Group

FAROUK, MAAMOUN TAMER & 

COMPANY

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=8&rid=13

620

Anaesthetic and respiratory devices

fabian Therapy 

evolution / fabian 

+nCPAP evolution

Acutronic Medical 

Systems AG.

Salehiya Trading Est. https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec
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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=8&rid=13620
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13594


MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

TEXAS 

Bronchoscope 

Tube

Richard Wolf GmbH Al-Jeel Medical & Trading Co. 

LTD

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Assistive products for persons with disability

Flite Clip Sling, 4 

Point

Arjo Inc Al-Faisaliah Medical System https://ncmdr.sfda.gov.s

Dental devices

Henry Schein CU-

1000 Halogen 

Light

Henry Schein, Inc.. ABDULREHMAN AL GOSAIBI 

GTB

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

InterActive 

Precision IO Scan 

Adapter

Implant Direct Sybron 

Manufacturing,LLC

Ahmad Abdullah Alzoman Est. 

for trading

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Diagnostic and therapeutic radiation devices

Biograph 

Horizon’s 

Oversized CT 

Circuit Breaker

SIEMENS Siemens Medical Solutions https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=6&rid=13

Digital 

Angiography 

System Trinias

Shimadzu Medical 

Systems.

Al Afandi Establishment https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Discovery NM 

530c and Ventri 

Nuclear Medicine 

Systems

GE Healthcare GE Healthcare#

IntelliVue MX40 

Patient Monitor

Philips Healthcare Philips Healthcare Saudi Arabia 

Ltd.

https://ncmdr.sfda.gov.s

Page 3 of 7

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13614
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13608
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13605
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13604
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13602
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13583
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13623



[High Priority ] - A31860 : �GE—Discovery NM 530c and Ventri Nuclear Medicine Systems: Software May Not Be Updated


[High Priority ] - A31860 : �GE—Discovery NM 530c and Ventri Nuclear Medicine Systems: Software
May Not Be Updated
Medical Device Ongoing Action
Published: Thursday, December 6, 2018


UMDNS Terms:
•  Scanning Systems, Computed Tomography/Single Photon Emission Computed Tomography [24013]


Product Identifier:
[Capital Equipment]


Product GE Healthcare
Model


Nuclear Medicine Systems using Premium (Automatic) Tables and MS
Windows OS


Discovery NM 530c


Ventri


Geographic Regions: Worldwide


Manufacturer(s): GE Healthcare3000 N Grandview Blvd, Waukesha, WI 53188, United States


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


Problem:
�In a November 30, 2018, Urgent Medical Device Correction letter submitted by ECRI Institute member hospitals, GE states that a small number of the
above systems may be operating without currently updated software. GE also states that it received a report of a patient's finger being injured during the
unload process while the automatic unload feature was being used (see Alert A19425 ); the software on this system was not current. The relevant
software update, field action 40487, released in 2013, was issued as a mandatory software update to disable the automatic unload motion feature.
Requiring unload table motions to be performed manually (using remote control unit) necessitates that the operator remain in close proximity to the
patient during the unload process. Appropriate operator monitoring while the patient is unloaded helps ensure that the patient's arms and hands do not
protrude from the table.


Action Needed:
�Identify any affected systems in your inventory. If you have affected systems, verify that you have received the November 30, 2018, Urgent Medical
Device Correction letter from GE. Monitor the patient and the system during the entire scan procedure. At scan completion and during the unloading
process, continue to monitor the patient and verify that the patient's limbs do not protrude from the table pallet. A GE service representative will inspect
affected systems at your facility to verify that the correct software is installed on the system(s).
For Further Information:
GE service department
Tel.: (800) 437-1171
Website: Click here
Comments:


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


Source(s):


● 2018 Dec 5. Member Hospital. GE Reference No. 40880 Download
● 2018 Dec 6. Manufacturer. The manufacturer confirmed the information provided in the source material.
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MMOqalaa
(A31860) GE-Discovery.pdf



MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

MOSAIQ 

Radiation 

Oncology             

        ,.

Elekta Business Area 

Software Systems 

IMPAC Medical 

Systems Inc.

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

a/Secure/CA/CaViewRec

all.aspx?caid=4&rid=13

MOSAIQ release 

version 2.64 SP9 

and higher

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

a/Secure/CA/CaViewRec

SENSIS Vibe 

Combo

SIEMENS Siemens Medical Solutions https://ncmdr.sfda.gov.s

Various Biograph 

Systems Using 

CARE Dose4D 

Algorithms.

SIEMENS Siemens Medical Solutions#

X1 scanner 3Shape Medical A/S Bio Standardshttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13593

Electro mechanical medical devices

Medtronic 

HeartWare HVAD 

System Battery 

Charger   ,

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

a/Secure/CA/CaViewRec

all.aspx?caid=10&rid=1

PROXIMATE 

Hemorrhoidal 

Circular Stapler

Ethicon Inc. Johnson & Johnson Medical 

Saudi Arabia Limited

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Spectra Optia® 

Apheresis System

Terumo BCT Inc ABDULREHMAN AL GOSAIBI 

GTB

https://ncmdr.sfda.gov.s

Trima Accel® 

Automated Blood 

Collection 

System        ,

Terumo BCT Inc ABDULREHMAN AL GOSAIBI 

GTB

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=4&rid=13615
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13606
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13601
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13593
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13613
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13592
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13622
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13621



[High Priority ] - A31847 : �Siemens—Various Biograph Systems Using CARE Dose4D Algorithms: Unnecessary Radiation Exposure May Occur in Computed
Tomography Scans of the Head


[High Priority ] - A31847 : �Siemens—Various Biograph Systems Using CARE Dose4D Algorithms:
Unnecessary Radiation Exposure May Occur in Computed Tomography Scans of the Head
Medical Device Ongoing Action
Published: Thursday, December 6, 2018


UMDNS Terms:
•  Scanning Systems, Computed Tomography/Single Photon Emission Computed Tomography [24013]


Product Identifier:
[Capital Equipment]


Other Biograph systems may be affected


Product Siemens Healthcare
Model


Systems using CARE Dose4D Algorithms Biograph mCT, Biograph mCT Flow, Biograph Horizon, Biograph TruePoint


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


Manufacturer(s): Siemens Healthcare 40 Liberty Blvd, Malvern, PA 19355-9998, United States


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


Problem: In a Customer Safety Advisory Notice letter submitted by an ECRI Institute member hospital, Siemens states that the above systems may
yield incorrect tube-current calculations by the CARE Dose4D algorithm when using posterior-anterior (PA) or anterior-posterior (AP) topograms to scan
the head regions, potentially leading to an unnecessary increase in radiation exposure. Siemens also states that in rare cases, the above systems may
exhibit an inappropriately calculated dose distribution, depending on the skull's geometric shape. Siemens further states that the CARE Dose4D algorithm
may select the maximum tube current for the uppermost part of the skull, potentially leading to unnecessary radiation exposure. The problem does not
occur when a lateral topogram is used. 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 Customer Safety Advisory Notice letter
from Siemens. Until completed solution becomes available, Siemens recommends using lateral topograms for all head scans performed using affected
systems. If you choose to perform both a lateral topogram in conjunction with a PA or AP topogram, ensure that you perform the lateral topogram last
because CARE Dose4D is based on the last topogram. If you do not use a lateral topogram for scans including the entire head, deactivate the CARE
Dose4D feature. For Biograph mCT or Biograph mCT Flow systems, the calculated mAs profile (dose profile) of the planned scan range displays on the
left side of the screen after the topogram completes (see Figure 1 in the letter ). Any unusual dose distribution, similar to the graph reflected in Figure 1,
indicates a possible miscalculation of theCARE Dose4D algorithm. Operators can recognize the very sudden and strong increase of the tube current in the
upper part of the skull (Figure 1, red rectangle). If you notice this behavior, do not start the scan. Run a new lateral topogram, and check the dose
distribution again. For all other Biograph systems, the dose profile is not available. Operators of these systems should use lateral topograms when
conducting examinations that include the entire head, as described above. To prevent any possible deterministic effects on the patient's skin or eye lenses,
Siemens implemented a dose alert in accordance with IEC 60601-2-44. The system displays a warning that must be confirmed if the accumulated
CTDIvoL for the ongoing examination exceeds the alert threshold in any z-position. The default setting for the threshold is adjusted to 1000 mGy. You
can configure dose notification thresholds for every scan range (refer to the Biograph Operators Manual for your corresponding software version). If a
dose notification threshold is configured and will be exceeded, a notification requesting a confirmation displays before the scan (see Figure 2 in the 
letter ). Keep the Customer Safety Advisory Notice letter in the Biograph Operator's Guide. 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 distributed affected systems, and notify Siemens of the transfer.
Report any adverse events or quality problems associated with the use of affected systems to Siemens using the information below and to FDA’s
MedWatch Adverse Event Reporting program 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:
Siemens local service representative
America
Tel.: (800) 888-7436
Europe, Middle East, and Africa
Tel.: 49 (9131) 9404000
Asia and Australia
Tel.: 86 (21) 38112121
Website: Click here
Comments:


● �This alert is a living document and may be updated when ECRI Institute receives additional information.
● For related information regarding this problem, see Alert A30643 .


Source(s):


● 2018 Dec 5. Member Hospital. Siemens letter submitted by ECRI Institute member hospital, CAN 001-2018 Download
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/184442/SiemensCAREDose4DClientRedacted.pdf?option=80F0607

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/184442/SiemensCAREDose4DClientRedacted.pdf?option=80F0607

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

http://www.healthcare.siemens.com/how-can-we-help-you

http://www.healthcare.siemens.com/how-can-we-help-you

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?Aid=1634693&amp;FileIds=%201634693%3b%201633503%3b%201632429%3b%20&amp;hidAlertFileCount=3

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?Aid=1634693&amp;FileIds=%201634693%3b%201633503%3b%201632429%3b%20&amp;hidAlertFileCount=3

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/184563/SiemensCAREDose4DClientRedacted.pdf



MMOqalaa
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MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Hospital hardware

Blue Flyer 

Compact hoists

Nausicaa Medical 

S.A.S

United Medical services Co https://ncmdr.sfda.gov.s

In vitro diagnostic devices

ADVIA Centaur 

Anti-

Thyroglobulin 

(aTG) Positive 

Bias, ADVIA 

Centaur, XP, XPT 

and CP

Siemens Healthcare 

Diagnostics GmbH

ABDULREHMAN AL GOSAIBI 

GTB

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=4&rid=13

590

AIA360 Tosoh CorporationABDULLA FOUAD HOLDING COMPANYhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13610

Atellica IM Anti-

Thyroglobulin 

(aTG) Positive Bias

Siemens Healthcare 

Diagnostics GmbH

ABDULREHMAN AL GOSAIBI 

GTB

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Cisbio - 

Chromogranin A 

(CGA-ELISA).     ,

Cis Bio International N/A https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

LinkSēq Typing 

Kits

Linkage Biosciences 

Inc.

Farabi Trading Establishment#

MALDI Biotyper 

Bacterial Test 

Standards Kits

Bruker Corp Gulf Scientific Company. For 

Laboratories (GSL)

#

Laboratory equipment

CP3000 w/ CTS 

and w/o CTS 230V

Abbott Medical supplies & Services 

Co.Ltd Mediserv

https://ncmdr.sfda.gov.s
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13603
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13590
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13610
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13591
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13584
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13589



[High Priority ] - A31853 : Linkage Biosciences—�LinkS�q Typing Kits: Primer May Cause False-Negative Results


[High Priority ] - A31853 : Linkage Biosciences—�LinkS�q Typing Kits: Primer May Cause False-
Negative Results
Medical Device Ongoing Action
Published: Tuesday, December 4, 2018
Last Updated: Friday, December 7, 2018


UMDNS Terms:
•  IVD Test Reagent/Kits, Immunoassay, Immunology, Tissue Typing, Human Leukocyte Antigen, Antibody [19640]


Product Identifier:
[Consumable]


Product Linkage Biosciences Inc
Catalog No. Lot No.


LinkS�q HLA ABCDRDQDP SABR 384 Typing Kits 1580C K3420-FC, K3423-CC, K3423-DC, K3434-
CC, K3434-DC, K3434-HC, K3434-IC,
K3441-AC, K3441-CC, K3441-DC, K3441-
FC, K3442-AC, K3442-EC, K3442-FC,
K3469-BC, K3476-BC, K3476-CC, K3476-
DC, K3476-EC, K3492-AC, K3492-BC,
K3492-DC, K3499-AC, K3499-BC, K3499-
EC, K3507-AC, K3507-BC, K3507-CC,
K3508-FC, K3508-HC, K3508-JC, K3509-
AC, K3509-BC, K3509-CC, K3509-DC,
K3524-AC, K3524-BC, K3524-DC, K3525-
BC, K3525-CC, K3525-DC, K3534-AC,
K3534-AC, K3534-BC, K3534-DC, K3548-
AC, K3548-BC, K3548-DC, K3567-AC,
K3567-BC, K3567-CC, K3568-AC, K3568-
BC, K3568-CC, K3568-DC, K3571-AC,
K3571-BC, K3611-AC, K3611-BC, K3611-
CC, K3611-DC, K3611-FC, K3612-EC,
K3634-AC, K3634-BC, K3634-DC, K3635-
AC


LinkS�q HLA ABCDRDQDP+ 384 Typing Kits 1575C K3417-AC, K3417-BC, K3419-AC, K3419-
CC, K3431-AC, K3431-CC, K3432-EC,
K3433-AC, K3433-CC, K3433-DC, K3433-
EC, K3433-FC, K3438-BC, K3438-CC,
K3440-BC, K3466-CC, K3466-DC, K3466-
EC, K3467-BC, K3467-DC, K3470-CC,
K3471-CC, K3488-AC, K3488-BC, K3488-
CC, K3518-AC, K3518-BC, K3518-EC,
K3519-AC, K3519-CC, K3520-AC, K3521-
EC, K3521-GC, K3523-CC, K3536-AC,
K3549-AC, K3549-BC, K3552-AC, K3552-
BC, K3569-AC, K3569-GC, K3569-HC,
K3570-AC, K3570-BC, K3570-CC, K3570-
DC, K3612-AC, K3612-BC, K3612-DC,
K3623-BC, K3623-CC, K3636-BC


Geographic Regions: Austria, Belgium, Denmark, Finland, France, Germany, Ireland, Italy, The Netherlands, Norway, Sweden, U.K.


Manufacturer(s): Linkage Biosciences Inc 890 Dubuque Avenue, South San Francisco, CA 94080, United States


Suggested Distribution: Clinical Laboratory/Pathology, Materials Management


Summary:
�The manufacturer states that this field action is complete. Current production lots have been updated to mitigate the below problem. The manufacturer
has received no further reports of this problem; labs with affected lots should continue to follow the instructions in the letter  and review the typing when
applicable.
Problem:
�In a July 26, 2018, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Linkage
Biosciences states that the primer LSA-004.1 contained in the above kits may yield a false-negative result when in the presence of an A1 A11 sample and
may also generate an erroneous homozygous A11 typing. Linkage Biosciences also states that the risk to the patient/user associated with this problem is
low because the LinkS�q HLA kits' instruction for use (LHLA-PL.3-EN Rev06) states that this product should not be used as the sole basis for making a
clinical decision, and clinical decisions for transplant are based on multiple sources. Linkage Biosciences further states that it has received one report of
this problem occurring; however, it has received no reports of adverse events related to this problem.


Action Needed:
�Identify any affected product in your inventory. If you have affected product, verify that you have received the July 26, 2018, Urgent Field Safety
Notice letter, Annex 1, and Acknowledgment Form from Linkage Biosciences. Complete the Acknowledgment Form, and return it to Linkage
Biosciences using the instructions on the form. Review all results from the affected products before determining the A locus call when the well is
negative at this primer location. Review the primer when the A locus call is A11 homozygous to confirm whether the A1 is incorrectly excluded. To
correct this problem, Linkage Biosciences states that future product lots will contain an additional A locus primer set to mitigate this specificity problem.
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:
Linkage Biosciences customer support department
Tel.: (415) 346-5262
E-mail: support@linkagebio.com
Emergo Europe, Linkage Biosciences representative
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E-mail:  emergovigilance@ul.com
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Linkage Biosciences: LinkSeq HLA typing kits [online]. London:


Department of Health; 2018 Aug 7 [cited 2018 Dec 4]. (Field safety notice; reference no. 2018/007/027/601/008). Available from Internet: 
here .


Comments:


● For a similar and potentially related Linkage Biosciences action, see Alert A31144 .
● �This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2018 Dec 4. MHRA FSN. 2018/007/027/601/008 Download
● 2018 Dec 4. MHRA FSN. MW 18-001 (includes reply form) Download
● 2018 Dec 7. Manufacturer. The manufacturer has confirmed the information provided in the source material.
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[High Priority ] - A31861 : Bruker—MALDI Biotyper Bacterial Test Standards Kits: May Lead to a Failing BTS Quality Control or Validation


[High Priority ] - A31861 : Bruker—MALDI Biotyper Bacterial Test Standards Kits: May Lead to a
Failing BTS Quality Control or Validation
Medical Device Ongoing Action
Published: Thursday, December 6, 2018


UMDNS Terms:
•  IVD Test Reagent/Kits, Microbiology, Control, Bacteria Test [19545]


Product Identifier:


Product Bruker Corp
Part No. Lot No.


Bacterial Test Standard (BTS) Kits, 5 Tubes 8255343 295293, 295296, 295312, 295316, 298198,
298203


US In Vitro Diagnostic BTS Kits 8604530 295377, 295380, 295383, 295389


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


Manufacturer(s): Bruker Corp 40 Manning Rd, Billerica, MA 01821, United States


Suggested Distribution: Clinical Laboratory/Pathology, Materials Management


Problem:
In a November 2018 Field Action letter submitted by an ECRI Institute member hospital, Bruker states that the above standards may yield a failing BTS
quality control/validation. This problem may delay patient results and data necessary for diagnosis. Bruker also states that there is no risk of incorrect
diagnostic results because results will not be generated if BTS validation fails. 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 2018 Field Action letter
and Acknowledgment Form from Bruker. Complete the Acknowledgment Form, and return it to Bruker using the instructions in the letter. Dispose of
affected product according to the instructions in the Safety Data Sheet (SDS), and contact your Bruker sales representative to obtain replacement product
at no cost. Notify all relevant personnel at your facility.
For Further Information:
Bruker support department
E-mail: MS.Support.US@bruker.com
Website: Click here
Comments:


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


Source(s):


● 2018 Dec 4. Member Hospital. November 2018 Bruker letter submitted by an ECRI Institute member hospital (FA-2018-005; includes reply
form) Download
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MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

Non-active implantable devices

	Comprehensive 

Mini Stem, 

Orthopedic 

Salvage System 

(OSS)

Zimmer, INC…. Medical Regulations Gate https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=2&rid=13

611

Biomet 20mm 

Compress Device 

Short Anchor 

Plug With Drill Set

Zimmer, INC…. Medical Regulations Gate https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=2&rid=13

Curavisc, 

Hyaluronic Acid 

1%

curasan AG Sehhatak Aghla Medical Est. https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

MAX VPC Tray 

Base and MAX 

VPC Screw Caddy 

Brackets

Zimmer, INC…. Medical Regulations Gate#

MP Prosthesis 

stem cementless

Waldemar LINK 

GmbH & Co

Abdul Jaleel Ibrahim Batterjee 

Sons Development Co. Ltd.

https://ncmdr.sfda.gov.s

Single-use devices

0.9% Sodium 

Chloride 

Injections

Fresenius Kabi AG Alhaya medical co.#

Actreen Lite 

Nelaton

B Braun Medical Inc Medical supplies & Services 

Co.Ltd Mediserv

https://ncmdr.sfda.gov.s

DUALSTOP Vygon UK Ltd Al-Jeel Medical & Trading Co. LTDhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13600
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[High Priority ] - A31862 : �Zimmer Biomet—MAX VPC Tray Base and MAX VPC Screw Caddy Brackets: Silicone Shedding May Occur during Cleaning and Sterilization


[High Priority ] - A31862 : �Zimmer Biomet—MAX VPC Tray Base and MAX VPC Screw Caddy
Brackets: Silicone Shedding May Occur during Cleaning and Sterilization
Medical Device Ongoing Action
Published: Thursday, December 6, 2018


UMDNS Terms:
•  Procedure Kit/Trays, Implant Delivery [24906]


Product Identifier:
[Consumable]


Product Zimmer Biomet
Item No. Lot No.


MAX VPC Tray Bases 231201002 453392, 453918, 453919, 469917, 475577,
481064, 481065, 486820, 498695, 506818,
512868


MAX VPC Screw Caddies 231201003 453392, 453918, 453919, 469917, 475577,
481064, 481065, 486820, 498695, 506818,
512867


Geographic Regions: Australia, Chile, Europe, U.S.


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


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


Problem:
�In a November 28, 2018, Urgent Medical Device Correction letter submitted by ECRI Institute member hospitals, Zimmer Biomet states that silicone
shedding may occur in the above products during cleaning and sterilization, potentially leading to a surgical delay or adverse tissue reaction.


Action Needed:
�Identify and isolate any affected product in your inventory. The brackets being corrected are subcomponents of the MAX VPC tray base and MAX
VPC screw caddy. Affected units have black brackets. See the letter  for images of affected and already replaced brackets. If you have affected product,
verify that you have received the November 28, 2018, Urgent Medical Device Correction letter and Certificate Acknowledgment form from Zimmer
Biomet. Your Zimmer Biomet distributor will contact your facility to arrange for the replacement of affected brackets. Regardless of whether you have
affected product, complete the Certificate of Acknowledgment form and return it to Zimmer Biomet using the instructions on the form. 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
email at product.experience@zimmerbiomet.com . U.S. customers should 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 
website .
For Further Information:
Zimmer Biomet customer service department
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.


Source(s):


● 2018 Dec 5. Member Hospital. 2018-00039 (includes reply form) Download
● 2018 Dec 6. Manufacturer. The manufacturer confirmed the information provided in the source material.
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[High Priority ] - A31790 05 : Fresenius Kabi—0.9% Sodium Chloride Injections: Labeling May Incorrectly Indicate That Stopper Does Not Contain Latex [Update]


[High Priority ] - A31790 05 : Fresenius Kabi—0.9% Sodium Chloride Injections: Labeling May
Incorrectly Indicate That Stopper Does Not Contain Latex [Update]
Medical Device Ongoing Action, Pharmaceuticals Ongoing Action
Published: Tuesday, December 4, 2018


UMDNS Terms:
•  Intravenous Fluid Containers [12172]


Product Identifier:
[Consumable]


Product Fresenius Kabi USA
NDC Product No. Batch No.


0.9% Sodium Chloride Injections,
USP, 10 mL Fill in a 10 mL Vial


63323-186-10, 63323-186-01 918610 6017725


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


Manufacturer(s): Fresenius Kabi USAThree Corporate Dr, Lake Zurich, IL 60047, United States


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


Summary:
�Update Reason: Additional batch number. This Alert provides new information based on a November 21, 2018, Urgent Drug Recall letter submitted by
an ECRI Institute member hospital regarding  Alert A31790 . An additional batch number is provided in the Product Identifier field. For previously listed
product, see Alert A31790 .
Problem: In a November 15, 2018, Urgent Drug Recall letter submitted by an ECRI Institute member hospital, Fresenius Kabi states that the product
insert for the above injections indicates that the stoppers do not contain natural rubber latex (see Attachment 1 of the letter ) and the tray label for the
above injections with product number 918620 incorrectly states that the stoppers do not contain latex (see Attachment 2 of the letter ). The above
products do have stoppers containing natural rubber latex. Fresenius Kabi also states that it has received no reports of adverse events related to this 
problem. The risk of exposure to latex allergens in the drug product from these stoppers is low. Reactions to latex because of latex exposure from a latex-
containing rubber stoppered vial are rare. If exposed, a reaction in susceptible individuals and for those with severe allergies could be severe. 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
21, 2018, Urgent Drug Recall letter and response form from Fresenius Kabi. Complete the response form, and return it to Fresenius Kabi along with
affected product.
 
For Further Information:
Fresenius Kabi
Website: Click here
Comments:


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


Source(s):


● 2018 Dec 4. Member Hospital. Fresenius letter (includes reply form) Download
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MedicalDevice Manufacturer Authorized Representative 

/Distributer 

Affected Yes/NoLink

GranuFlo Dry 

Acid Concentrates

Fresenius Medical 

Care.

Fresenius Medical Care GmbH#

L25 Needle Guide 

Bracket

Civco Medical 

Instruments Inc

Majal Care for Trading Est. https://ncmdr.sfda.gov.s

Laser Fiber Assy-

Single Use

Leoni Fiber Optics 

GmbH

N/A https://ncmdr.sfda.gov.s

Suction/Anticoagu

lation Assembly 

Lines

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

a/Secure/CA/CaViewRec

Various 

Thermacare Heat 

Wraps

Pfizer Limited N/A#
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[High Priority ] - A31839 : Fresenius—GranuFlo Dry Acid Concentrates: May Contain Foreign Substance


[High Priority ] - A31839 : Fresenius—GranuFlo Dry Acid Concentrates: May Contain Foreign
Substance
Medical Device Ongoing Action
Published: Wednesday, December 5, 2018


UMDNS Terms:
•  Dialysate, Hemodialysis  [16641]


Product Identifier:
[Consumable]


Product Fresenius Medical Care North America
Catalog No. Lot No.


2 K 2.0 Ca 1 Mg 16.5 Gal GranuFlo Dry Acid
Concentrate


OFD2201-3B 18ETGF005


3 K 2.5 Ca 1 Mg 16.5 Gal Granuflo Dry Acid
Concentrate


OFD3251-3B 18BTGF016, 18ETGF006, 18ETGF014, 18HTGF015,
18LTGF003


2 K 2.5 Ca 1 Mg 16.5 Gal Granuflo Dry Acid
Concentrate


OFD2251-3B 18ETGF010, 18HTGF002, 18HTGF003,
18HTGF007, 18HTGF011, 18HTGF013,
18HTGF016, 18JTGF005, 18JTGF010, 18JTGF012,
18KTGF001, 18KTGF011


Geographic Regions: Mexico, U.S.


Manufacturer(s): Fresenius Medical Care North America920 Winter St, Waltham, MA 02451-1457, United States


Suggested Distribution: Dialysis/Nephrology, Home Care, Materials Management


Problem:
FDA's Center for Devices and Radiological Health (CDRH) states that the above concentrate powder may be discolored and may contain a foreign
substance. FDA's CDRH also states that the manufacturer initiated a recall by Urgent Medical Device Recall letter on October 9, 2018. 


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 Urgent
Medical Device Recall letter from Fresenius. To arrange for product return, contact Stericycle by telephone at (888) 671-8851 and reference event
number 10021.
For Further Information:
Fresenius 
Website: Click here


�References:
● United States. Food and Drug Administration. Center for Devices and Radiological Health. Medical device recalls. Event ID: 81451.


Fresenius Medical Care Renal Therapies Group, LLC [online]. 2018 Nov 29 [cited 2018 Dec 4]. Available from Internet: Click here .


Comments:


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


Source(s):


● 2018 Dec 5. FDA CDRH Database. Class III. Z-0516-2019; Z-0517/0518-2019 Download
● 2018 Dec 5. Manufacturer. Manufacturer confirmed information
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[High Priority ] - A31548 03 : Pfizer—Various Thermacare Heat Wraps: Ingredients May Leak [Update]


[High Priority ] - A31548 03 : Pfizer—Various Thermacare Heat Wraps: Ingredients May Leak [Update]
Medical Device Ongoing Action, Pharmaceuticals Ongoing Action
Published: Wednesday, December 5, 2018
Last Updated: Thursday, December 6, 2018


UMDNS Terms:
•  Compresses/Packs, Cold/Hot [25806]


Product Identifier:
[Consumable]


Product Pfizer Inc
UPC SKU Lot No. Expiration Date


Thermacare 8-Hour Muscle
Pain Therapy HeatWraps


305733013144 F00573301314 S68516 2020 Jul


305733013038 F00573301303C T26686 2020 Jul


Thermacare 8-Hour Menstrual
Pain Therapy HeatWraps


305733020029 F0057332002H T26691 2020 Jul


305733020449 F00573302044 T26693 2020 Aug


8-Hour Joint/Muscle Pain
Therapy Multipacks
(Carton/Pouch Lot No.
T26686)


305733013113 F00573301311 8054HA, 8054HB 2020 Jul


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


Manufacturer(s): Pfizer Inc235 E 42nd St, New York, NY 10017, United States 


Suggested Distribution: Anesthesia, Critical Care, Emergency/Outpatient Services, Nursing, Obstetrics/Gynecology/Labor and Delivery,
Orthopedics, Home Care, Dentistry/Oral Surgery, Pain Clinic, EMS/Transport, Pharmacy, Materials Management


Summary:
Update Reason: Additional affected products; additional affected regions. This Alert provides additional information based on a Company
Announcement posted by FDA regarding Alert A31548 . New information is provided in the Product Identifier and Geographic Regions field. For
previously listed product, see Alert A31548 .
 
Problem:
In an October 2, 2018, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Pfizer states that ingredients in the above
heat wraps may leak, potentially leading to burns, blisters, and/or skin irritation on the wrap-applied area. Pfizer also states that the product label warns
against use if the heat cell contents leak and/or the wrap is damaged or torn. Pfizer further states that Joint Therapy HeatWraps, 8-Hour, which are
included in a bundle along with Muscle Pain Therapy HeatWraps, are not affected. 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 reviewed the Company
Announcement . The following actions are those listed in Alert A31548 . Pfizer recommends that you visit the Value Drug Hub  (note that a login is
required) under the Recalls tab for a list of recalled product. If you have affected product, verify that you have received the October 2, 2018, Urgent
Medical Device Recall letter and prepaid UPS label. Using the UPS label, return affected product to Stericycle by mail at 2670 Executive Dr. Suite A,
Indianapolis, IN 46241, United States, Attn: Event 5276. For additional UPS labels, business reply cards (BRCs), and instructions on returning recalled
product from facilities to which you have further distributed affected product, contact Stericycle by telephone at (800) 805-3093. Pfizer will provide your
facility with credit for returned product only from affected lot numbers. Forward a copy of the letter to any facility to which you have further distributed
affected product, and have them contact Stericycle by telephone using the above number. 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:
Pfizer Consumer Healthcare information line
Tel.: (800) 323-2282
Website: Click here
Stericycle
Tel.: (800) 805-3093, 8 a.m. to 5 p.m. Eastern time, Monday through Friday
Website: Click here
 


References:
● United States. Food and Drug Administration. Company Announcement—Pfizer Inc. issues a voluntary nationwide consumer level recall of


six lots of Thermacare® Heatwraps due to leaking wraps with the potential for skin injury [online]. 2018 Nov 26 [cited 2018 Dec 4].
Available from Internet: Click here .  
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Comments:


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


Source(s):


● 2018 Dec 4. FDA. Company Announcement Download
● 2018 Dec 4. Member Hospital. October 2, 2018, Pfizer letter submitted by an ECRI Institute member hospital. Download
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