
SBED Weekly Update 29-Aug-17

Dear,                   
SBED team is pleased to inform you that                   new FSCA/recalls posted on 
(Please note:  below list of FSCA/ recalls for the period of                                to 
In order to view more details, click the links and for ECRI alerts see the attachments 

39 SFDA website
8/21/2017 8/27/2017

NOTE:
FSCA / Recalls are classified into three categories, representing the potential risk to 
public health:  Class I  : High Risk, Class II : Medium Risk and Class III: Low Risk.
FSN ( Field Safety Notice)  : A communication to customers and/or users sent out by a 
manufacturer or its representative in relation to a Field Safety Corrective Action

Ref: WU1735

MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Anaesthetic and respiratory devices

HAMILTON-C3, 

HAMILTON-C2 ventilator 

units

8/25/2017 Hamilton Medical Inc FSN https

://nc

TaleiamedicalNew

UniPerc Adjustable 

Flange Tracheostomy 

Tube Kits

8/21/2017 Smiths Medical 

International Limited

2 Attac

hed

almadar medical Est.# New

Complementary therapy devices

VASER Amplifiers 8/24/2017 Solta Medical 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11451ALTRA GLOBAL TRADINGUpdate

Diagnostic and therapeutic radiation devices

Allura Xper R9 and 

Azurion R1.1

8/24/2017 Philips Healthcare 

Gamma Cameras

FSN httpsPhilips Healthcare 

Saudi Arabia Ltd.

New

http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11457
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11451
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11452



[High Priority ] - A29093 : Smiths—UniPerc Adjustable Flange Tracheostomy Tube Kits: May Contain Incorrect Obturator


[High Priority ] - A29093 : Smiths—UniPerc Adjustable Flange Tracheostomy Tube Kits: May Contain
Incorrect Obturator
Medical Device Ongoing Action
Published: Thursday, August 17, 2017


UMDNS Terms:
•  Procedure Kit/Trays, Tracheostomy [14099]


Product Identifier:
8.0 mm UniPerc Adjustable Flange Tracheostomy Tube Kits [Consumable]
Product Reorder No. 100/897/080; Lot No. 3308971
89 units distributed


Geographic Regions: Austria, Belgium, France, Germany, Ireland, Italy, Luxembourg, Spain, Sweden, U.K.


Manufacturer(s): Smiths Medical Czech Republic a.s. Olomoucká 306 Hranice 1 - M�sto 753 01 Hranice, Czech Republic 


Suggested Distribution: Critical Care, Emergency/Outpatient Services, Nursing, OR/Surgery, Pulmonology/Respiratory Therapy, Otolaryngology,
EMS/Transport, Materials Management


Problem:
�In an August 7, 2017, Urgent Medical Device Recall letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Smiths
states that the above kits may contain a 9.0 mm obturator instead of the correct 8.0 mm obturator, resulting in delayed placement of the tracheostomy
tube, and potentially leading to serious patient injury. Smiths also states that it has received no reports of deaths or serious injury related to this problem.


Action Needed:
�Identify and isolate any affected product in your inventory. For help finding the reorder number on the yellow device label attached to the shelf carton
box and the unit package, see the illustration in the letter . If you have affected product, verify that you have received the August 7, 2017, Urgent
Medical Device Recall letter, shipping labels, and Recall Response Form from Smiths. Regardless of whether you have affected product, complete the
Recall Response Form and return it to Smiths by e-mail at smithsunipercrecall@stericycle.com . Return affected product, along with a copy of the Recall
Response Form, to Stericycle for processing using the prepaid shipping labels. Inform all relevant personnel at your facility of the information in the
Urgent Medical Device Recall letter, and forward a copy of the letter to any facility to which you have further distributed affected product.
For Further Information:
To report problems related to use of affected product:
Smiths global complaint department
E-mail: globalcomplaints@smiths-medical.com
Website: Click here
For recall-related inquiries:
Stericycle
E-mail: smithsunipercrecall@stericycle.com
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Smiths Medical: UniPerc® adjustable flange tracheostomy tube


[online]. London: Department of Health; 2017 Aug 14 [cited 2017 Aug 16]. (Field safety notice; reference no. 2017/008/008/291/013).
Available from Internet: Click here .


Comments:


● �This alert is a living document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .


Source(s):


● 2017 Aug 15. MHRA FSN. 2017/008/008/291/013 Download
● 2017 Aug 15. MHRA FSN. (includes reply form) Download
● 2017 Aug 16. Manufacturer. The manufacturer confirmed the information in the source material.
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/158308/20170807SmithsUniPercTracheostomyTubesMHRA.pdf?option=80F0607

mailto:smithsunipercrecall@stericycle.com
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www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf
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AFHajlan
(A29093) Smiths-UniPerc Adjustable Flange Tracheostomy Tube Kits.pdf



MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

TrueBeam and VitalBeam 

Radiotherapy Systems 

and EDGE

Radiosurgery Systems

8/21/2017 Varian Medical Systems 2 Attac

hed

Varian Medical Systems 

Arabia Commercial 

Limited

# New

Various FDR/CR Digital 

Mammography Systems

8/21/2017 FUJIFILM Medical 

Systems

2 AttacFAROUK, MAAMOUN 

TAMER & COMPANY

# New

Various FDR/CR Digital 

Mammography Systems

8/25/2017 FUJIFILM Medical 

Systems

2 httpsFAROUK, MAAMOUN 

TAMER & COMPANY

Update

Electro mechanical medical devices

Defibrillation Electrode 

SKINTACT DF59N

Defibrillation Electrode 

SKINTACT DF59NC

8/21/2017 Leonhard Lang GmbH FSN https

://nc

mdr.

Teriag InternationalNew

Healthcare facility products and adaptations

Multi-Movement Imaging 

Tables

8/21/2017 Oakworks 2 AttacN/A# New

Multi-Movement Imaging 

Tables

8/21/2017 Oakworks 2 AttacN/A# Update

In vitro diagnostic devices

Abbott RealTime HIV-1 

Qualitative Amplification 

Reagent Kit

8/27/2017 Abbott Molecular Inc 

Sub Abbott Laboratories

FSN https

://nc

Medical supplies & 

Services Co.Ltd 

Mediserv

New

ADVIA Centaur XPT T3 8/21/2017Siemens Healthcare Diagnostics GmbH FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11442ABDULREHMAN AL GOSAIBI GTBNew

ADVIA Centaur XPT T3 8/25/2017Siemens Healthcare Diagnostics GmbH FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11461ABDULREHMAN AL GOSAIBI GTBUpdate

BD MultiTEST 

CD3/CD8/CD45/CD4

8/21/2017 Becton Dickinson & Co. 

(BD)

FSN httpsBecton Dickinson B.V.New

Bioscot Anti-Fyb 

monoclonal human lgM

8/21/2017 Millipore Corporation. FSN httpsDAR ALAALMIYAH 

TRADING EST

New

http://Attached
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11462
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11435
http://Attached
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11463
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11442
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11461
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11438
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11441



[High Priority ] - A29097 : Varian—TrueBeam and VitalBeam Radiotherapy Systems and EDGE Radiosurgery Systems: Manufacturer Implements
Ransomware/Malware Protection Measures


[High Priority ] - A29097 : Varian—TrueBeam and VitalBeam Radiotherapy Systems and EDGE
Radiosurgery Systems: Manufacturer Implements Ransomware/Malware Protection Measures
Medical Device Ongoing Action
Published: Wednesday, August 16, 2017


UMDNS Terms:
•  Radiotherapy Systems  [13279]
•  Software, Stereotactic System, Frame-Guided, Radiosurgery [26991]
•  Software, Stereotactic System, Image-Guided Radiosurgery [26983]
•  Stereotactic Systems, Image-Guided, Radiosurgical [27304]
•  Software, Radiotherapy System [26964]


Product Identifier:
Systems: (1) EDGE Radiosurgery, (2) TrueBeam Radiotherapy, (3) VitalBeam Radiotherapy [Capital Equipment]


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


Manufacturer(s): Varian Medical Systems Inc3100 Hansen Way, Palo Alto, CA 94304-1038, United States


Suggested Distribution: Clinical/Biomedical Engineering, Information Technology, Radiation Oncology/Medical Physics


Problem:
In an August 7, 2017, Product Advisory letter submitted by an ECRI Institute member hospital, Varian states that, in response to recent high-profile
cybersecurity attacks on healthcare providers, including WannaCry, EternalBlue, and Petya/NotPetya viruses, it has developed a product enhancement to
prevent a ransomware or other type of malware attack on site computers where Varian software products are installed. Varian also states that it has
received reports of software incursions on TrueBeam radiation treatment delivery systems specifically regarding WannaCry ransomware exploits. Varian
further states that WannaCry, EternalBlue, and Petya/NotPetya take advantage of vulnerability in the server message block (SMB) data-transfer protocol
and that these ransomware viruses invade systems, encrypt data, and display a banner with the ransom demand to unencrypt data. This ransomware can
then propagate through the network to other devices. 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 August 7, 2017, Product Advisory letter
and reply form from Varian. Varian states that its product enhancement will update the Customer Network Interface Device (CNID) (also referred to as
MICAP) and will eliminate the SMB data-transfer access point vulnerability. Varian also states that implementation of this product enhancement will not
affect clinical workflow. To accept or refuse the Varian AutoRemote deployment of the product enhancement, complete the reply form and return it to
Varian using the instructions in the letter . To discuss any questions regarding Varian's AutoRemote deployment of the product enhancement, contact
your Varian service representative. For information on the deployment dates of the product enhancement through AutoRemote, see the Varian Action
section of the letter . If you are infected with ransomware, do the following:


1. Immediately disconnect the affected computer from the network and the Internet.
2. Notify your site IT department of the exploit.
3. Contact your Varian Medical Systems service representative for help restoring the data encrypted by the ransomware.


 
For Further Information:
Varian
Website: Click here
Comments:


● This alert is a living document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .


Source(s):


● 2017 Aug 15. Member Hospital. Varian letter submitted by an ECRI Institute member hospital: CP-30654 Download
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https://www.siemens.com/cert/en/cert-security-advisories.htm

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

file:///C:www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf
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AFHajlan
(A29097) Varian-TrueBeam and VitalBeam Radiotherapy Systems and EDGE.pdf




[High Priority ] - A29086 : �Fujifilm—Various FDR/CR Digital Mammography Systems: May Assign Duplicated ID Number to Exposure Images, Potentially
Causing Previous Studies to Be Overwritten


[High Priority ] - A29086 : �Fujifilm—Various FDR/CR Digital Mammography Systems: May Assign
Duplicated ID Number to Exposure Images, Potentially Causing Previous Studies to Be Overwritten
Medical Device Ongoing Action
Published: Wednesday, August 16, 2017
Last Updated: Thursday, August 17, 2017


UMDNS Terms:
•  Radiographic Systems, Digital, Mammographic  [18432]


Product Identifier:
�Digital Mammography Systems: (1) FDR-1000AWS; (2) FDR-2000AWS; (3) FDR-3000AWS; (4) CR-IR363AWS [Capital Equipment]
Software Versions:  V5.0, V5.1, V5.2, V6.0, V6.1, V7.0
Product Nos.: 000000000006730135, 16830333, 16830335, 16940041,16940043, 46620199, 56320374, 56320375, 56320377, 56520409, 56720475,
56720476, 57120599, 57220619, 66420755, 66520794, 66520795, 66620829, 66620830, 66620831


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


Manufacturer(s): FUJIFILM UK LtdUnit 10A St Martins Business Centre, Bedford,  MK42 0LF, England


Suggested Distribution: Clinical/Biomedical Engineering, Obstetrics/Gynecology/Labor and Delivery, Oncology, Diagnostic Imaging


Problem:
�In a Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Fujifilm states that the
above software versions for the above digital mammography systems may assign a duplicated ID number to exposure images. If an image with this error
is transmitted to PACS, it may overwrite the image already stored on PACS. Fujifilm also states that this problem may cause an unexpected image to
appear when referring to a previous study; however, the image and data of a new study are unaffected, including a diagnosis. Fujifilm further states that
depending on PACS specifications, images may not be overwritten or a transmission error will occur. 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 Field Safety Notice letter and Customer
Feedback Form from Fujifilm. Ensure that the latest images transmitted to PACS exist in the new study; if the image with a duplicated ID number
assigned is transmitted to PACS, it will not be found in a newly created study. The image transmitted to PACS with this error overwrites an existing
(older) study and is stored in another (older) study. If this error occurs, contact your local Fujifilm office. Fujifilm will contact your facility to arrange for
correction of this problem.
For Further Information:
Fujifilm
Website: Click here
References:


Great Britain. Medicines and Healthcare Products Regulatory Agency. FUJIFILM: FDR-1000AWS/FDR-2000AWS/FDR-3000AWS/CR-
IR363 [online]. London: Department of Health; 2017 Aug 14 [cited 2017 Aug 16]. (Field safety notice; reference no. 2017/008/010/701/020.
Available from Internet: Click here .


Comments:


● ��This alert is a living document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .


Source(s):


● 2017 Aug 16. MHRA FSN. 2017/008/010/071/020 Download
● 2017 Aug 16. MHRA FSN. FFID_20170707 (includes reply form) Download
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AFHajlan
(A29086) Fujifilm-Various FDR CR Digital Mammography Systems.pdf




[High Priority ] - A29104 : �Oakworks—Multi-Movement Imaging Tables: Foot Control May Lodge Under Base or Column, Potentially Causing Unintended Movement


[High Priority ] - A29104 : �Oakworks—Multi-Movement Imaging Tables: Foot Control May Lodge
Under Base or Column, Potentially Causing Unintended Movement
Medical Device Ongoing Action
Published: Wednesday, August 16, 2017
Last Updated: Thursday, August 17, 2017


UMDNS Terms:
•  Tables, Imaging  [18378]


Product Identifier:
�Multi-Movement Imaging Tables [Capital Equipment]
Model Nos.: CFPM300, CFPM301, CFPM400, CFPM401, CFPMB301, CFUR301, CFUR401, CFLU401


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


Manufacturer(s): Oakworks Medical Inc 923 E Wellspring Rd, New Freedom, PA 17349, United States


Suggested Distribution: Clinical/Biomedical Engineering, Diagnostic Imaging, Facilities/Building Management


Problem:
In a May 12, 2017, Medical Device Advisory Notice letter submitted by an ECRI Institute member hospital, Oakworks states that the foot control on the
above tables may become lodged under the base or column, potentially causing unintended movement of the table. The manufacturer has not confirmed
the information provided in the source material.


Action Needed:
Identify any affected tables in your inventory. If you have affected tables, verify that you have received the May 12, 2017, Medical Device Advisory
Notice letter and Medical Device Advisory Notice Response Form from Oakworks. Complete the Medical Device Advisory Notice Response Form, and
return it to Oakworks using the information on the form. Upon receipt of the completed response form, Oakworks will provide your facility with retro-fit
kits and instructions for self-installation to remedy this problem. Until the fix can be completed, the tables remain fully functional for use; however,
caution should be used so as not to cause the foot control to become lodged under the base or under the column. Once the retro-fit kit is installed, lodging
of the foot control under the base or the column will no longer be a risk. Forward a copy of the Medical Device Advisory Notice letter to any facility to
which you have further distributed affected product and notify Oakworks of the transfer.
For Further Information:
Oakworks customer service department
Tel.: (800) 558-8850 or (717) 235-6807
Website: Click here
Comments:


● �This alert is a living document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .


Source(s):


● 2017 Aug 15. Member Hospital. (includes reply form) Download
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https://members2.ecri.orgwww.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/158459/20170512OakworksMultiMovementTableClient_Redacted.pdf



AFHajlan
(A29104) Oakworks-Multi-Movement Imaging Tables.pdf




[High Priority ] - A29104 01 : �McKesson—Oakworks Multi-Movement Imaging Tables: Foot Control May Lodge under Base or Column, Potentially Causing Unintended Movement


[High Priority ] - A29104 01 : �McKesson—Oakworks Multi-Movement Imaging Tables: Foot Control
May Lodge under Base or Column, Potentially Causing Unintended Movement
Medical Device Ongoing Action
Published: Wednesday, August 16, 2017


UMDNS Terms:
•  Tables, Imaging  [18378]


Product Identifier:
�Multi-Movement Imaging Tables [Capital Equipment]


Oakworks Model
Nos.: Oakworks Catalog Nos.:  McKesson Medical-Surgical


Reference Nos.:


CFPM300 654456 987175
CFPM300 65445-T01 1032962
CFPM300 65569-T01 1052449
CFPM300 76072 1040646
CFPM300 76072-T01 1027419
CFPM300 PKG7622-T01 1030807
CFPM300 PKG7621 1030875
CFPM300 65445-T01 781175
CFPM300 PKG4431-T01 781176
CFPM301 65748-T01 824697
CFPM301 75212 1015338
CFPM400 65447-T01 705384
CFPM400 65570-T01 775777
CFPM400 74760 1053301
CFPM400 75204-T01 998908
CFPM400 75400 1010699
CFPM400 PKG3717 883617
CFPM400 PKG7180 984556
CFPM400 75204-T01 1006540
CFPM400 CFPM400REFRUB 847463
CFPM400 PKG4001-T01 883629
CFPM401 FL4543650 847491
CFPM401 FL4566774 847488
CFPM401 PKG4460-T01 800926
CFPM401 PKG4473-T01 798385


For a list of affected serial numbers, see the letter .
Units distributed beginning January 1, 2011


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


Distributor(s): •  McKesson Medical-Surgical9954 Marland Dr Suite 4000, Richmond, VA 23233, United States


Manufacturer(s): Oakworks Medical Inc 923 E Wellspring Rd, New Freedom, PA 17349, United States


Suggested Distribution: Clinical/Biomedical Engineering, Diagnostic Imaging, Facilities/Building Management


Summary:
�This alert provides information on a McKesson subrecall of the above products based on source material submitted by an ECRI Institute member
hospital. For information on the action initiated by Oakworks, see Alert A29104 .
Problem:
In a July 18, 2017, Medical Device Advisory Notice letter submitted by an ECRI Institute member hospital, McKesson states that it is initiating a
subrecall of the above tables because the foot control may become lodged under the base or column, potentially causing unintended movement of the
table. The distributor has not confirmed the information provided in the source material.


Action Needed:
�Identify any affected tables in your inventory. If you have affected tables, verify that you have received the July 18, 2017, Medical Device Advisory
Notice letter and copy of the May 12, 2017, Oakworks Medical Device Advisory Notice letter and Medical Device Advisory Notice Response Form from
McKesson. The following actions are those listed in Alert A29104 . Complete the Medical Device Advisory Notice Response Form, and return it to
Oakworks using the information on the form. Upon receipt of the completed response form, Oakworks will provide your facility with retro-fit kits and
instructions for self-installation to remedy this problem. Until the fix can be completed, the tables remain fully functional for use; however, caution
should be used so as not to cause the foot control to become lodged under the base or under the column. Once the retro-fit kit is installed, lodging of the
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foot control under the base or the column will no longer be a risk. Forward a copy of the Medical Device Advisory Notice letter to any facility to which
you have further distributed affected product and notify Oakworks of the transfer.
For Further Information:
McKesson Medical-Surgical recall message center
Tel.: (800) 688-8840
E-mail: mmsrecalls@mckesson.com
Website: Click here
Oakworks
Tel.: (800) 558-8850
Website: Click here
Comments:


● �This alert is a living document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .


Source(s):


● 2017 Aug 15. Member Hospital. McKesson/Oakworks letter submitted by an ECRI Institute member hospital (includes reply 
form) Download
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mailto:mmsrecalls@mckesson.com

https://mms.mckesson.com/contact-us

https://www.oakworks.com/spa-information/contact.asp

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

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/158330/20170718McKessonOakworksMultiMovementTableClient_Redacted.pdf



AFHajlan
(A29104 01) McKesson-Oakworks Multi-Movement Imaging Tables.pdf



MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

cobas 8000 core unit 8/24/2017 Roche Diagnostics Corp FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11454FAROUK, MAAMOUN TAMER & COMPANYUpdate

cobas e 601, cobas e 602 

MODULAR Analytics

8/24/2017 Roche Diagnostics Corp FSN httpsFAROUK, MAAMOUN 

TAMER & COMPANY

Update

Immunoassay Premium 

and Premium Plus Quality 

Controls

8/21/2017 Randox Laboratories Ltd. FSN https

://nc

Bio StandardsNew

Liquid Cardiac Control 

Level 3

8/21/2017 Randox Laboratories Ltd. FSN httpsBio StandardsNew

Phadia AB ImmunoCAP 

Herring Allergens

8/21/2017 ThermoFisher. 2 httpsABDULREHMAN AL 

GOSAIBI GTB

# New

VITEK 2 Compact 15 and 

30

8/27/2017 bioMerieux Inc 2 httpsAl-Jeel Medical & 

Trading Co. LTD

New

VITEK 2 Gram-Positive 

(GP) Identification (ID) 

Test Kit

8/25/2017 bioMerieux Inc FSN https

://nc

Al-Jeel Medical & 

Trading Co. LTD

New

Laboratory equipment

Convertors Robotic 

Drape with Attached 

Leggings; Product is 

packaged as Single 

Sterile Drape

8/24/2017 Cardinal-Health 2 https

://nc

mdr.

sfda.

MEDICARE DRUG 

STORE COMPANY

New

ICU Medical Blood Sets 8/21/2017 Medline Industries Inc…. 2 AttachedIkar Establishment# New

Non-active implantable devices

FemoSeal Vascular 

Closure System

8/21/2017 TerumoBCT FSN httpsABDULREHMAN AL 

GOSAIBI GTB

New

OPT Croutons synthetic 

bone substitute

8/24/2017 Acumed LLC 2 httpsN/ANew

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11454
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11453
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11446
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11447
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11439
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11465
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11458
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11449
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11436
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11455



[High Priority ] - A29062 : Thermo Fisher—Phadia AB ImmunoCAP Herring Allergens: May Contain Incorrect Allergen


[High Priority ] - A29062 : Thermo Fisher—Phadia AB ImmunoCAP Herring Allergens: May Contain
Incorrect Allergen
Medical Device Ongoing Action
Published: Wednesday, August 16, 2017
Last Updated: Thursday, August 17, 2017


UMDNS Terms:
•  IVD Test Reagent/Kits, Immunoassay, Allergy, Specific Immunoglobulin E [17254]


Product Identifier:
ImmunoCAP Herring Allergens [Consumable]
Code No. f205; Product No. 14-4837-01; Lot No. 999G5


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


Manufacturer(s): Phadia ABRapsgatan 7P, SE-751 37 Uppsala, Sweden


Suggested Distribution: Clinical Laboratory/Pathology, Materials Management


Problem:
�In an Urgent Feld Safety Notice letter posted by the German Federal Institute for Drugs and Medical Devices (BfArM) and the U.K. Medicines and
Healthcare Products Regulatory Agency (MHRA), Thermo Fisher states that the above products may contain the incorrect allergen, potentially causing
erroneous test results. Thermo Fisher also states that while this problem may delay proper diagnosis, the probability of serious adverse health
consequences is negligible. 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 Urgent
Field Safety Notice letter and Acknowledgment and Receipt Form from Thermo Fisher. Return affected product, and order free-of-charge replacement
product. Perform retests on any results generated using affected product. Complete the Acknowledgment and Receipt Form, and return it to Thermo
Fisher using the information in the letter.
For Further Information:
Thermo Fisher
Website: Click here


�References:
● Germany. Federal Institute for Drugs and Medical Devices. Urgent field safety notice for ImmunoCAP allergen f205, Herring by Phadia AB


[online]. 2017 Aug 4 [cited 2017 Aug 9]. Available from Internet: Click here .
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Phadia (ThermofisherScientific): ImmunoCap [online]. London:


Department of Health; 2017 Aug 14 [cited 2017 Aug 14]. (Field safety notice; reference no. 2017/007/025/601/008). Available from
Internet: Click here .


Comments:


● �This alert is a living document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .


Source(s):


● 2017 Aug 9. BfArM (Germany). 07722/17 Download
● 2017 Aug 9. BfArM (Germany). (includes reply form) Download
● 2017 Aug 14. MHRA FSN. 2017/007/025/601/008 Download
● 2017 Aug 14. MHRA FSN. (includes reply form) Download
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http://corporate.thermofisher.com/en/contact.html

http://www.bfarm.de/SharedDocs/Kundeninfos/EN/08/2017/07722-17_kundeninfo_en.html

http://www.bfarm.de/SharedDocs/Kundeninfos/EN/08/2017/07722-17_kundeninfo_en.html

https://www.gov.uk/drug-device-alerts/field-safety-notice-7-to-11-july-2017

https://www.gov.uk/drug-device-alerts/field-safety-notice-7-to-11-july-2017

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

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/158494/20170804ThermoFisherImmunoCApAllergenBfArM.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/158495/2017ThermoFisherImmunoCAPAllergenBfArM.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/158496/20170814ThermoFisherImmunoCAPMHRACover.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/158497/2017ThermoFisherImmunoCAPMHRA.pdf



AFHajlan
(A29062) Thermo Fisher-Phadia AB ImmunoCAP Herring Allergens.pdf




[High Priority ] - A29106 : Medline—ICU Medical Blood Sets: May Contain Undeclared DEHP


[High Priority ] - A29106 : Medline—ICU Medical Blood Sets: May Contain Undeclared DEHP
Medical Device Ongoing Action
Published: Wednesday, August 16, 2017


UMDNS Terms:
•  Blood Administration Sets [10421]


Product Identifier:
ICU Medical Blood Sets [Consumable]


ICU
Medical
Item 
Nos.: 


Medline
Item 
Nos.: 


Lot Nos.: 


B30095 BOPB300
95


3352422,
3384297,
3391696,
3405273,
3416461,
3432479


B5216 BOPB5216


3335222,
3356780,
3391845,
3401803,
3405384,
3412076,
3416485,
3416486,
3419516,
3429619,
3429620,
3432660


B9282 BOPB9282


3331696,
3343698,
3344218,
3356703,
3367358,
3379230,
3381358,
3387630,
3391913,
3401825,
3416492,
3416493,
3423450,
3429635


B9449 BOPB9449


3310515,
3331699,
3331700,
3381369,
3393511,
3401836,
3405441


B9561 BOPB9561 3328073,
3419595


B9757 BOPB9757 3371153


Z1340 ABBZ1340
0101


72-391-
HE, 73-
994-HE


Z2449 ABBZ2449
01 75-760-
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JW, 75-
958-JW


Z2451 ABBZ2451
01


70-208-SL,
71-173-
Y1, 72-
647-HE,
72-907-
HE, 73-
629-HE,
74-456-
JW, 74-
721-JW,
75-434-
JW, 75-
761-JW,
75-959-
JW


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


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


Manufacturer(s): ICU Medical Inc951 Calle Amanecer, San Clemente, CA 92673, United States


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


Problem: In an August 4, 2017, Sub-Recall Immediate Action Required letter submitted by an ECRI Institute member hospital, Medline states that the
above blood sets, labeled as Di(2-ethylhexyl)phthalate (DEHP)-free, may contain small amounts of DEHP. ICU Medical has received no reports of
patient harm associated with 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 August 4, 2017, Sub-Recall
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. Using the return labels, return affected product to Medline. 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
ICU Medical
Website: Click here
Comments:


● This alert is a living document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .


Source(s):


● 2017 Aug 15. Member Hospital. Medline letter submitted by an ECRI Institute member hospital. Reference No. R-17-162 (includes reply
form) Download
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https://www.medline.com/pages/about-us/contact-us/

http://www.icumed.com/contact-us.asp

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/158322/20170804MedlineICUMedicalBloodSetsClient_Redacted.pdf



AFHajlan
(A29106) Medline-ICU Medical Blood Sets.pdf



MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

PALACOS and COPAL 

bone cements

8/25/2017 Heraeus Medical GmbH FSN httpsAl Amin Medical 

Instruments Co. Ltd.

New

Various custom surgical 

kits

8/24/2017 Custom Assemblies Inc 2 httpsN/ANew

Various Hip Products 8/21/2017Stryker Howmedica Osteonics Corp 2 AttachedZimmo Trading Establishment.# New

Ophthalmic and optical devices

ORA System with VerifEye 8/24/2017 Alcon Research, Ltd 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11448Al Amin Medical Instruments Co. Ltd.New

Reusable devices

2.0MM QFx SCREW 

REMOVAL DRIVER

8/21/2017 Smith & Nephew inc FSN httpsSmith & Nephew incNew

LCP Drill Sleeve 1.5 f/Drill 

Bit diameter 1.1mm

8/21/2017 Synthes Inc FSN httpsIsam Economic Co.New

Saugerventil O.P.S 8/21/2017 HMT Medizintechnik GmbH FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11440N/ANew

Single-use devices

AbbVie PEG, PEG Kit 

15FR, 20FR

8/21/2017 AbbVie Inc.. 2 AttacFAROUK, MAAMOUN 

TAMER & COMPANY

# Update

CADD(R) Medication 

Cassette with clamp and 

female Luer

8/27/2017 Smiths Medical ASD Inc.. 2 https

://nc

MEDICARE DRUG 

STORE COMPANY

New

ENFit(R) AMERITUS NG 

FEEDING TUBE

8/27/2017 Kentec Medical Inc 2 httpsN/ANew

MAX Vaginal Panels and 

UVE Specimen Collection 

Kits

8/21/2017 BD Biosciences 2 Attac

hed

Becton Dickinson B.V.# Update

MAX Vaginal Panels and 

UVE Specimen Collection 

Kits

8/27/2017 BD Biosciences 2 https

://nc

Becton Dickinson B.V.Update

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11456
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11450
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11448
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11443
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11444
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11440
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11468
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11466
http://Attached



[High Priority ] - A29044 : Stryker—�Various Hip Products: May Be Subject to Packaging Problem


[High Priority ] - A29044 : Stryker—�Various Hip Products: May Be Subject to Packaging Problem
Medical Device Ongoing Action
Published: Thursday, August 17, 2017


UMDNS Terms:
•  Prostheses, Joint, Hip [18166]


Product Identifier:
Various Hip Products [Consumable]
Part Nos.: Lot Nos.: 


4845-0102  G5953064
D 


4845-0103  G5964186
E 


4845-0203  G6013168
C 


4845-7-116  53428604
542-11-50E  57319901
6020-0740  55852403
6020-2530  55967305


6020-4535 
56011202,
56011203,
56011205


6021-0030  55624702
6021-0230  56019501
6021-0740  56011301


6021-4535  56109304,
56132703


6276-1-125  55958705


6276-1-127 
55709001,
55709002,
55709003


6276-5-216  55959003
6276-5-521  55627501
6276-5-525  55349102
6276-5-526  55709901


6720-0535  56241803,
57300703


6720-0837 
56211103,
56211401,
56211704


6721-0435  57315101,
57315302


6721-0535  57317205


6721-0737  56662106,
57284004
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Geographic Regions: Australia, Belgium, Canada, Colombia, Denmark, France, Germany, Iran, Italy, Japan, Kazakhstan, Kuwait, The
Netherlands, Poland, Portugal, Romania, Slovenia, Spain, Sweden, U.K., U.S.


Manufacturer(s): Stryker Orthopaedics325 Corporate Dr, Mahwah, NJ 07430, United States 


Suggested Distribution: OR/Surgery, Orthopedics, Materials Management


Problem: In a July 2017 Urgent Field Safety Notification letter and a July 28, 2017, Urgent Field Safety Notice letter posted by the German Federal
Institute for Drugs and Medical Devices (BfArM) and the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), respectively, Stryker
states that a problem may exist with the packaging of the above hip products, and the firm is assessing hazards that may be associated with this problem.


Action Needed:
�Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the July 2017 Urgent Field
Safety Notification letter and Acknowledgment Form from Stryker. Notify all relevant personnel at your facility of the information in the letter.
Regardless of whether you have affected product, complete the Acknowledgment Form and return it to Stryker. Notify Stryker of the transfer if you have
further distributed affected product to another facility. Inform Stryker of any adverse events associated with the use of affected product.
For Further Information:
Anna Ryan, Stryker regulatory affairs specialist
Tel.: 353 (61) 498258
E-mail: anna.ryan@stryker.com
Website: Click here


�References:
● Germany. Federal Institute for Drugs and Medical Devices. Urgent field safety notice for various Stryker hip products by Howmedica


Osteonics Corporation [online]. 2017 Jul 31 [cited 2017 Aug 14]. Available from Internet: Click here .
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Stryker: various Stryker hip products [online]. London: Department


of Health; 2017 Aug 14 [cited 2017 Aug 14]. (Field safety notice; reference no. 2017/007/027/291/018). Available from Internet: Click 
here .


Comments:


● �This alert is a living document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .


Source(s):


● 2017 Aug 14. BfArM (Germany). 07442/17 Download
● 2017 Aug 14. BfArM (Germany). Stryker Reference No. 1570495 (includes reply form) Download
● 2017 Aug 14. MHRA FSN. 2017/007/027/291/018 Download
● 2017 Aug 14. MHRA FSN. Stryker Reference No. RA1570495 (includes reply form) Download
● 2017 Aug 15. Manufacturer. The manufacturer confirmed the information in the source material.
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mailto:anna.ryan@stryker.com

http://www.stryker.com/en-us/corporate/ContactUs/index.htm

http://www.bfarm.de/SharedDocs/Kundeninfos/EN/11/2017/07442-17_kundeninfo_en.html

http://www.bfarm.de/SharedDocs/Kundeninfos/EN/11/2017/07442-17_kundeninfo_en.html

https://www.gov.uk/drug-device-alerts/field-safety-notice-7-to-11-july-2017

https://www.gov.uk/drug-device-alerts/field-safety-notice-7-to-11-july-2017

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

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/158241/20170731StrykerVariousHipProductsBfArM.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/158242/201707StrykerVariousHipProductsBfArM.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/158261/20170814StrykerVariousHipProductsMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/158262/20170728StrykerVariousHipProductsMHRA.pdf
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[High Priority ] - A28685 01 : *AbbVie—15 Fr and 20 Fr PEG Kits: May Be Missing Components and/or Instructions for Use; May Contain Duplicate Components [Update]


[High Priority ] - A28685 01 : *AbbVie—15 Fr and 20 Fr PEG Kits: May Be Missing Components and/or
Instructions for Use; May Contain Duplicate Components [Update]
Medical Device Ongoing Action
Published: Thursday, August 17, 2017
Last Updated: Friday, August 18, 2017


UMDNS Terms:
•  Tubes, Gastrostomy, Feeding, Percutaneous Endoscopic [17790]


Product Identifier:
AbbVie Products: Material Nos.: Lot Nos.:


J Tube for 15 Fr  Percutaneous Endoscopic Gastrostomy (PEG) kit 62918-001


32044225 EXP JUN
30 2018; 32155205
EXP SEP 30 2018;
32344326 EXP JAN
31 2020; 32461215
EXP APR 30 2019


 PEG Kit 15 Fr 62910-001


32025235 EXP JUN
30 2018; 32184275
EXP SEP 30 2018;
32354106 EXP FEB
29 2020; 32365305
EXP FEB 28 2019;
32435265 EXP
MAR 31 2019


 PEG Kit 20 Fr 62912-001


32025245 
EXP JUN 30
2018; 
32054247 
EXP JUL 2
2020;
32265215
EXP NOV
30 2018; 
32335206 
EXP JAN 31
2020; 
32335336 
EXP JAN 31
2020


  
Units distributed between February 5, 2015, and April 17, 2017


Geographic Regions: Albania, Australia, Austria, Belgium, Bulgaria, Canada, Croatia, Czech Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Ireland, Italy, Japan, Korea, Luxembourg, The Netherlands, Norway, Portugal, Romania, Russia, Saudi Arabia, Slovakia,
Slovenia, Spain, Sweden, Switzerland, Turkey, U.K., U.S.


Manufacturer(s): AbbVie Inc1 N Waukegan Rd, North Chicago, IL 60064, United States


Suggested Distribution: Critical Care, Nursing, OR/Surgery, Home Care, Gastroenterology, Materials Management


Summary:
�This Alert contains additional information based on an April 27, 2017, Urgent Medical Device Field Correction Notification letter submitted by an
ECRI Institute member hospital. regarding Alert A28685 . Additional information is provided in the Product Identifier, Problem, and Action Needed
fields.
Problem:
In an April 27, 2017, Urgent Medical Device Field Correction Notification letter submitted by an ECRI Institute member hospital, AbbVie states that the
above kits may contain duplicate components or may be missing components and/or instructions for use (IFU) required to complete the connections with
the AbbVie PEG and J tubes, which make up part of the Duopa administration system. AbbVie also states that it has received no reports of injury related
to this problem and safety risk is low; however, there is a remote possibility of significant adverse events with use or exposure to affected product. The
manufacturer has not confirmed the information provided in the source material.


Action Needed:
�Identify any affected kits in your inventory. If you have affected kits, verify that you have received the April 27, 2017, Urgent Medical Device Field
Correction Notification letter and Acknowledgment and Receipt Form from AbbVie. Regardless of whether you have affected product, complete the
Acknowledgment Receipt Form, and return it to AbbVie using the instructions on the form. Do not use the kits if the label/IFU is not present. Inspect all
potentially affected kits using the Product Description section in the IFU to ensure that all components are present before proceeding with
implantation. To arrange to return affected kits with missing components and to receive replacement kits, contact the AbbVie customer service
department using the information below. Inform all relevant personnel at your facility of the information in the letter. 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 (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:
AbbVie Medical Services
Tel.: (866) 257-8292, 7:30 a.m. to 5:30 p.m., Central time, Monday through Friday
AbbVie customer service department
Tel.: (800) 255-5162, 7:00 a.m. to 5:00 p.m., Central time, Monday through Friday
Website: Click here
Comments:
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www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1630684

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1630684

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

https://www.abbviemedinfo.com/AV_WebIndex?browserLanguage=en-US&amp;browserCountry=





● �This alert is a living document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .


Source(s):


● 2017 Aug 17. Member Hospital. April 27, 2017, AbbVie letter submitted by an ECRI Institute member hospital (includes reply 
form) Download
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[High Priority ] - A29000 01 : *BD—MAX Vaginal Panels and UVE Specimen Collection Kits: May Exhibit Increased Number of Nonreportable Results;
Manufacturer Issues Guidance for Specimen Collection [Update]


[High Priority ] - A29000 01 : *BD—MAX Vaginal Panels and UVE Specimen Collection Kits: May
Exhibit Increased Number of Nonreportable Results; Manufacturer Issues Guidance for Specimen
Collection [Update]
Medical Device Ongoing Action
Published: Tuesday, August 15, 2017


UMDNS Terms:
•  Swabs, Specimen Collection/Transportation [18606]


Product Identifier:
BD MAX Products:  Catalog Nos.: 
UVE Specimen
Collection Kits 443376


Vaginal Panels 443710


[Consumable]
Previously listed: Alert A29000


Geographic Regions: Australia, Belgium, Chile, Hong Kong, Singapore, U.K., U.S.


Manufacturer(s): BD Diagnostic Systems7 Loveton Circle, Sparks, MD 21152-0999, United States


Suggested Distribution: Clinical Laboratory/Pathology, Obstetrics/Gynecology/Labor and Delivery, Materials Management


Summary:
�This Alert provides new information based on a July 19, 2017, Urgent Product Advisory Notice letter posted by the U.K. Medicines and Healthcare
Products Regulatory Agency (MHRA) regarding Alert A29000 . New information is provided in the Product Identifier and Geographic Regions fields.
Problem: In a July 18, 2017, Urgent Product Advisory Notice letter submitted by ECRI Institute member hospitals, BD states that it has received reports
of an increased rate of unresolved (UNR) and indeterminate (IND) results for the above vaginal panels. BD also states that a nonreportable result may
necessitate a repeat of the test or re-collection of a specimen. BD further states that its investigation suggests that this problem is related to certain
specimen collection practices, including the use of lubricants.


Action Needed:
The following actions are those listed in Alert A29000 . Identify any affected product in your inventory. If you have affected product, verify that you
have received the July 19, 2017, Urgent Product Advisory Notice letter and Customer Response Form from BD. BD provides the following precautions
for patients and clinicians:
Patient Education:


● Patients should be counseled to refrain from intercourse for at least 24 hours before the collection of swab specimens and to refrain from
douching, using tampons, or using intravaginal medication for at least 48 hours before the collection of swab specimens. They should also
avoid scheduling their appointment during heavy menstrual bleeding; however, if those recommendations are not given or followed, you
may still proceed with the collection of vaginal swabs.


Sample Collection Options:
● Whenever possible, do not use lubricant for the collection of the vaginal swab.
● Lukewarm Water: If necessary, lukewarm water may be used to warm and lubricate the speculum.
● Lubricant Gels: If lubricant must be used, lubricant should be used sparingly and applied only to the exterior sides of the speculum blades,


avoiding contact with the tip of the speculum.
For clinician-collected swabs:


● If a lubricant is used with a speculum for the collection of the vaginal swab, avoid touching the lubricant with the collection device (swab)
during the collection.


● If a vaginal exam in addition to the swab collection needs to be performed with a commercial lubricant (e.g., bimanual exam), collect the
vaginal swab before that exam.


For self-collected swabs:
● Do not provide a lubricant with the BD MAX UVE specimen collection kit to aid in self-collection.
● Patients must collect their specimen before any vaginal exam is performed with a lubricant.


 
Complete the Customer Response Form, and return it to BD using the information on the form. Inform all relevant personnel at your facility of the
information in the letter.
 
For Further Information:
BD local representative
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Becton Dickinson: BD MAX vaginal panel & UVE specimen


collection kit [online]. London: Department of Health; 2017 Aug 7 [cited 2017 Aug 11]. (Field safety notice; reference no.
2017/007/024/701/003). 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.  In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert.  In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .


Source(s):


● 2017 Aug 11. MHRA FSN. 2017/007/024/701/003 Download
● 2017 Aug 11. MHRA FSN. (includes reply form) Download
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MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Novosyn Quick Undyed 

Sterile Absorbable 

Surgical Sutures

8/21/2017 B Braun Surgical SA 2 https

://nc

Gulf Medical Co.# New

SBED is devoted to receive the adverse event report and feedback information about 
any medical devices malfunction from hospitals and healthcare facilities all around KSA, 
studying them and collaborative working with manufacturers, authorized 
representatives and distributors to take the right action and assuring the proper safe 
performance.
To see recent recalls kindly visit the following link:

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

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

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

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

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

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11437
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx



[High Priority ] - A29067 : �B Braun—Novosyn Quick Undyed Sterile Absorbable Surgical Sutures: Sterility May Be Compromised


[High Priority ] - A29067 : �B Braun—Novosyn Quick Undyed Sterile Absorbable Surgical Sutures:
Sterility May Be Compromised
Medical Device Ongoing Action
Published: Thursday, August 17, 2017


UMDNS Terms:
•  Sutures, Synthetic, Absorbable, Polyglactin [17471]


Product Identifier:
�90 cm Novosyn Quick Undyed Sterile Absorbable Surgical Sutures 2/0 (3) HR375 [Consumable]
Reference Nos.: C3046595 (36 units box), G3046595 (12 units box); Batch No. 117116
Units contained in boxes with an orange indicator point


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


Manufacturer(s): B Braun Medical SACarretera de Terrassa 121, E-08191 Rubi (Barcelona), Spain


Suggested Distribution: Emergency/Outpatient Services, Infection Control, Nursing, Obstetrics/Gynecology/Labor and Delivery, OR/Surgery,
Materials Management


Problem:
�In an August 2, 2017, Urgent Field Safety Notice letter posted by the German Federal Institute for Drugs and Medical Devices (BfArM), B Braun states
that the above sutures may not have been sterilized by gamma irradiation, potentially leading to infection, wound dehiscence, sepsis, granuloma
formation, inflammation, pain, dyspareunia, and prolonged suture resorption if non-sterile products are implanted in a patient. This may necessitate suture
removal. The manufacturer has not confirmed the information provided in the source material.


Action Needed:
�Identify and isolate any affected product in your inventory. Affected product will have an orange indicator point on the box. Boxes with a red indicator
point were gamma irradiated and not affected by this problem. For images of each box with the colored indicator points, see the letter . Products with the
red indicator can be used normally. If you have affected product, verify that you have received the August 2, 2017, Urgent Field Safety Notice letter and
Recall Confirmation Form from B Braun. Complete the Recall Confirmation Form, and return it to B Braun. Contact B Braun to arrange for return of
affected product. If patients were implanted with affected product, regularly check the wound to detect potential signs of infection and/or granuloma. If
affected product was used externally, control the spontaneous fall of the stitches or manually remove the suture once the wound has healed,
approximately 10 to 12 days after use. 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:
B Braun
E-mail: vigilance_CT@bbraun.com
Website: Click here


�References:
● Germany. Federal Institute for Drugs and Medical Devices. Urgent field safety notice for NOVOSYN QUICK UNDY 2/0(3)90CM HR37S


by B. Braun Surgical S.A. [online]. 2017 Aug 4 [cited 2017 Aug 8]. Available from Internet: Click here .


Comments:


● �This alert is a living document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .


Source(s):


● 2017 Aug 8. BfArM (Germany). 07730/17 Download
● 2017 Aug 8. BfArM (Germany). August 2, 2017, B Braun letter Download
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