
SBED Weekly Update 14-Nov-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 

28 SFDA website
11/6/2017 11/12/2017

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: WU1746

MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Active Implantable Devices

CP5 CENTRIFUGAL PUMP 11/12/2017 LivaNova PLC FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11739cigalah groupNew

Dental devices

2.5 mm GemLock Hex 

Driver, RHD2.5

11/8/2017 Zimmer, INC…. FSN https

://nc

Medical Regulations 

Gate

New

Diagnostic and therapeutic radiation devices

Agility 3.2 11/8/2017Elekta Business Area Software Systems IMPAC Medical Systems Inc. FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11715Medical Regulations GateNew

Endoflator Tubing with 

Filter

11/6/2017 Karl Storz GmbH & Co 

KG

2 Attac

hed

Gulf Medical Co.# New

ExacTrac Vero 11/8/2017 BrainLAB FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11725Al-Jeel Medical & Trading Co. LTDNew

http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11739
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11716
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11715
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11725



[High Priority ] - A29405 : KARL STORZ—Endoflator Tubing with Filter: May Be Mislabeled


[High Priority ] - A29405 : KARL STORZ—Endoflator Tubing with Filter: May Be Mislabeled
Medical Device Ongoing Action
Published: Wednesday, November 1, 2017
Last Updated: Thursday, November 2, 2017


UMDNS Terms:
•  Insufflators, Laparoscopic [16849]


Product Identifier:
�Endoflator Tubing with Filter [Consumable]
Catalog No. 20400161S/10; Lot No. 129241


Geographic Regions: Canada, U.S.


Manufacturer(s): KARL STORZ Endoscopy-America Inc2151 E Grand Ave, El Segundo, CA 90245-5017, United States


Suggested Distribution: Clinical/Biomedical Engineering, Critical Care, Obstetrics/Gynecology/Labor and Delivery, OR/Surgery,
Gastroenterology, Materials Management


Problem: �In an October 5, 2017, Safety Alert letter submitted by an ECRI Institute member hospital, KARL STORZ states that the individual pouches
of the above tubing may be mislabeled. The boxes are correctly labeled (refer to the photo in the letter ). Inside the box, the 10 individual pouches could
be mislabeled with "Catalog number 20400162S, High Flow Insufflation Tubing (with filter) for 26432020-1 THERMOFLATOR" (refer to the photo in
the letter ). Not all boxes in the above lot are affected. Health Canada states that the manufacturer initiated a recall on October 11, 2017. The
manufacturer states that only one customer in Canada was affected by the action.


Action Needed: �Identify any affected product in your inventory. If you have affected product, verify that you have received the October 5, 2017,
Safety Alert letter and Safety Alert Acknowledgment Form from KARL STORZ orhave been otherwise contacted by KARL STORZ. If affected product
is used with the Endoflator unit, it will work without problems; however, affected product cannot be used with the Thermoflator, because the tubing lacks
the short tube to connect to the Optitherm. Complete the Safety Alert Acknowledgment Form, and return affected product and the form to KARL STORZ
using the instructions on the form; thefirm will provide replacement product free of charge upon receipt of these items.
For Further Information:
KARL STORZ technical support department
Tel.: (800) 421-0837, ext 5350
Website: Click here


�References:
● Health Canada. Recalls and safety alerts. Endoflator tubing (with filter) [online]. 2017 Oct 20 [cited 2017 Oct 31]. Available from Internet: 


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 Oct 31. Member Hospital. Karl Storz letter submitted by ECRI Institute member hospital (includes reply form) Download
● 2017 Oct 31. Health Canada Recall Listings. Type III. RA-64910 Download
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/162708/20171005KarlStorzEndoflatorTubingClientRedacted.pdf?option=80F0607

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/162708/20171005KarlStorzEndoflatorTubingClientRedacted.pdf?option=80F0607

https://www.karlstorz.com/cps/rde/xchg/SID-F7092CDC-5258FC2A/karlstorz-en/hs.xsl/2685.htm

http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2017/64910r-eng.php

http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2017/64910r-eng.php

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/162861/20171005KarlStorzEndoflatorTubingClientRedacted.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/162862/20171011KarlStorzEndoflatorTubingHC.pdf



AFHajlan
(A29405) KARL STORZ-Endoflator Tubing.pdf



MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Flex Cardio Patient 

Monitoring System

11/12/2017 Invivo Corporation 2 https

://nc

N/ANew

Integrity 1.2 11/8/2017Elekta Business Area Software Systems IMPAC Medical Systems Inc. FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11714Medical Regulations GateNew

Electro mechanical medical devices

9195371DS Lithrotripsy 

Probe LotLDS12516

11/12/2017 Northgate 2 https

://nc

N/ANew

FlexFlowTM venous 

cannula Catalog 200200

11/12/2017 Sorin Group 2 https

://nc

Arabian Trade House 

Est.

New

In vitro diagnostic devices

Bond Aspirating Probe 

Cleaning System

11/8/2017 Leica Microsystems, Inc. FSN https

://nc

Salehiya Trading Est.New

Dimension® and 

Dimension Vista® Assays 

Biotin Interference

11/8/2017 Siemens Healthcare 

Diagnostics GmbH

FSN https

://nc

mdr.

ABDULREHMAN AL 

GOSAIBI GTB

New

Epi proColon Plasma 

Quick Kit

11/8/2017 Epigenomics AG FSN https

://nc

N/ANew

FLEX Monoclonal Rabbit 

Anti-Human Estrogen 

Receptor Clone EP1, 

Ready-to-use

11/6/2017 Dako Denmark A/S 1 Attac

hed

Dar Al-Zahrawi 

Medical Co. LLC

# Update

Remel Vibrio cholerae 

Inaba Agglutinating 

Serum.

11/8/2017 Thermo Fisher Scientific 

Inc.

FSN https

://nc

mdr.

Medical supplies & 

Services Co.Ltd 

Mediserv

New

software Kapelan 

LabImage LA

11/8/2017 VIROTECH Diagnostics 

GmbH

FSN https

://nc

N/AUpdate

ZENIT RA Scl-70 REF. 

41418

11/8/2017 Technogenetics s.r.l. FSN https

://nc

N/ANew

Medical software

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11732
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11714
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11734
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11735
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11722
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11720
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11723
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11718
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11717
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11719



[High Priority ] - A29391 : Dako— FLEX Monoclonal Rabbit Anti-Human Estrogen Receptor Assays: Breast Cancer Samples May Yield False-Positive Results


[High Priority ] - A29391 : Dako— FLEX Monoclonal Rabbit Anti-Human Estrogen Receptor Assays:
Breast Cancer Samples May Yield False-Positive Results
Medical Device Ongoing Action
Published: Monday, October 30, 2017


UMDNS Terms:
•  IVD Test Reagent/Kits, Immunoassay, Tumor Marker, Receptor Assay, Estrogen [19107]


Product Identifier:
�FLEX Monoclonal Rabbit Anti-Human Estrogen Receptor �, Clone EP1, Ready-to-Use (Dako Omnis) Reagents [Consumable]
Product No. GA084; Lot Nos.: 10127400, 10125849, 10127880


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


Manufacturer(s): Dako Denmark A/SProduktionsvej 42, Glostrup,  DK-2600, Denmark


Suggested Distribution: Clinical Laboratory/Pathology, Oncology, Materials Management


Problem:
�In an October 5, 2017, Field Safety Corrective Action letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Dako
states that the above reagents may exhibit weak non-specific nuclear and cytoplasmic/stromal staining in known negative samples. Dako also states that
an Agilent study indicated that false-positive nuclear staining was seen in a subset of the negative samples, and not seen on negative tissue run controls;
the staining was misinterpreted as ER-positive by a trained breast pathologist. Dako further states that breast cancer samples may show weak false-
positive staining in some nuclei, possibly resulting in a false-positive result in patient tissue. This may not be detected by run controls. Dako states that
the manual and Autostainer versions of the above reagents are not affected. Agilent has received no reports of adverse events related to this problem. The
manufacturer has not confirmed the information provided in the source material.


Action Needed:
�Identify, isolate, and discard any affected product in your inventory. If you have affected product, verify that you have received the October 5, 2017,
Field Safety Corrective Action letter and Device Recall Form from Dako. Affected vials should be discarded in accordance with the precautions in the
instructions for use (IFU). Complete the Device Recall Form, and return it to Dako by e-mail at dako.dkvigilance@agilent.com . Upon receipt of the
Device Recall Form, Dako will provide your facility with your choice of replacement product; replacements will also be offered to your facility for
already-used products. Review previous assay runs and patient results obtained using affected product. Consider re-staining and analyzing specimens
with increased non-specific staining or borderline results, especially with very low intensity staining. Inform all relevant personnel at your facility of the
information in the letter, and forward a copy to any facility to which you have further distributed affected product.
For Further Information:
Asger Dahlgaard, Dako complaint and vigilance manager
E-mail: Dako.dkvigilance@agilent.com
Website: Click here
References:


● Great Britain. Medicines and Healthcare Products Regulatory Agency. Agilent: FLEX Monoclonal Rabbit Anti-Human Estrogen Recepto 
[sic] [online]. London: Department of Health; 2017 Oct 23 [cited 2017 Oct 30]. (Field safety notice; reference no. 2017/010/009/701/030).
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 Oct 30. MHRA FSN. 2017/010/009/701/030 Download
● 2017 Oct 30. MHRA FSN. Reference No. CAPA00722 Download
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mailto:dako.dkvigilance@agilent.com

mailto:Dako.dkvigilance@agilent.com

http://www.agilent.com/en-us/contact-us/page

https://www.gov.uk/drug-device-alerts/field-safety-notice-9-to-13-october-2017

https://www.gov.uk/drug-device-alerts/field-safety-notice-9-to-13-october-2017

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

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/162613/20171023AgilentFlexAntiHumanEstrogenRecepMHRACP.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/162614/20171005AgilentDakoFLEXMonoclonalRabbitAntiHumanEstrogenReceptorMHRA.pdf



AFHajlan
(A29391) Dako- FLEX Monoclonal.pdf



MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Custom surgical kits 11/12/2017 Bioseal Corporation 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11729N/ANew

Non-active implantable devices

 Custom Ti MAK RS OSS 

Segmental Femoral 

Rotating Hinged Knee

11/12/2017 Zimmer inc 2 https

://nc

mdr.

Ebrahim M. Al-Mana & 

Bros. Co. Ltd.

New

Cobalt HV Bone Cement.. 11/12/2017 Encore Medical, Lp 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11730Al Ewan Medical CompanyNew

COLUMBUS REV FEMUR 

SPACER DISTAL F5 15MM

11/8/2017 Aesculap FSN https

://nc

Gulf Medical Co.New

Eluvia 150mm and 

Innova 180mm & 

200mm Stent Systems

11/8/2017 Boston Scientific 

Cardiac Rhythm 

Management Group

FSN https

://nc

mdr.

FAROUK, MAAMOUN 

TAMER & COMPANY

New

HEMOSNOW, COVA+, 

MATRIBONE

11/12/2017 Biom'up FSN https

://nc

N/ANew

T&A Pack 11/12/2017Windstone Medical Packaging, Inc. 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11737Gulf Medical Co.New

Reusable devices

OCS Heart Perfusion 

Modules

11/6/2017 TransMedics 2 Attac

hed

N/A# New

Single-use devices

DORO® Sterile 

Disposable Skull Pins

11/6/2017 Pro Med Instruments 

GmbH

FSN https

://nc

Al Amin Medical 

Instruments Co. Ltd.

New

MYO/Punch, A&E 

Surgical Punch

11/12/2017 A&E Medical 

Corporation

FSN https

://nc

N/ANew

Nasogastric Feeding 

Tubes for neonates & 

pediatric

11/8/2017 Maxter Catheters FSN https

://nc

mdr.

Reem Alwasat for 

Trading Company.

New

Tuohy Epidural Needles 11/12/2017 Epimed International Inc 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11731Pioneer Medical CompanyUpdate

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11729
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11738
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11730
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11727
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11726
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11740
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11737
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11713
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11741
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11721
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11731



[High Priority ] - A29402 : TransMedics—OCS Heart Perfusion Modules: Flow Probe Labels May Affect Orientation of Flow Probe on Circuit


[High Priority ] - A29402 : TransMedics—OCS Heart Perfusion Modules: Flow Probe Labels May
Affect Orientation of Flow Probe on Circuit
Medical Device Ongoing Action
Published: Monday, October 30, 2017


UMDNS Terms:
•  Organ Preservation Systems [12826]


Product Identifier:
OCS Heart Perfusion Modules (HPMs) [Capital Equipment]
Serial Nos.: 4822-3-15073, 4822-3-15074, 4822-3-15075


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


Manufacturer(s): TransMedics Inc200 Minuteman Rd Suite 302, Andover, MA 01810, United States


Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, OR/Surgery, Perfusion, Tissue Bank


Problem:
�In an October 2, 2017, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA),
TransMedics states that the location of the flow probe sticky labels on the above modules may have an effect on the proper orientation of the flow probe
on the circuit. The manufacturer has not confirmed the information provided in the source material.


Action Needed:
�Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the October 2, 2017, Urgent
Field Safety Notice letter and Customer Response Form from TransMedics. Complete the Customer Response Form, and return it to TransMedics using
the instructions on the form. Return affected product to TransMedics; upon receipt of affected product, TransMedics will provide replacements to your
facility at no cost. Notify all relevant personnel at your facility of the information in the letter, forward a copy of the letter to any facility to which you
have further distributed affected product, and notify TransMedics of the transfer.
For Further Information:
Michael O'Hara, TransMedics senior director of quality assurance, or Alexandre Cnockaert, TransMedics local support representative
Tel.: (978) 552-0909 or 33 (68) 8383956, respectively
TransMedics customer service department
Tel.: (978) 552-0999


E-mail: service@transmedics.com
Website: Click here
References:


Great Britain. Medicines and Healthcare Products Regulatory Agency. Trans Medics: OCS Heart [online]. London: Department of Health;
2017 Oct 23 [cited 2017 Oct 30]. (Field safety notice; reference no. 2017/010/002/601/007). 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 Oct 30. MHRA FSN. 2017/010/002/601/007 Download
● 2017 Oct 30. MHRA FSN. FSCA 2017-002 Download
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mailto:service@transmedics.com

http://www.transmedics.com/wt/page/contact

https://www.gov.uk/drug-device-alerts/field-safety-notice-9-to-13-october-2017

https://www.gov.uk/drug-device-alerts/field-safety-notice-9-to-13-october-2017

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

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/162440/20171023TransMedicsOCSHeartMHRACP.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/162441/20171002TransMedicsOCSPerfusionModulesMHRA.pdf



AFHajlan
(A29402) TransMedics-OCS Heart Perfusion.pdf



MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

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

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

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

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

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

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

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

