
SBED Weekly Update 03-Jan-18

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

37 SFDA website
12/25/2017 12/31/2017

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: WU181

MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Active Implantable Devices

SynCardia Freedom 

Driver System  ,

12/26/2017 SynCardia Systems Inc 2 httpsArabian Trade House 

Est.

New

Anaesthetic and respiratory devices

AirLife Humidification 

Chambers and Heated 

Breathing Circuits  ,

12/26/2017 Vyaire Medical 2 Attac

hed

N/A# New

PMH7000 series Heated 

humidifiers

12/31/2017 Pacific Medico Co., Ltd FSN httpsN/ANew

Assistive products for persons with disability

Andago V2.0 12/26/2017 Hocoma AG FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11943Dar Cima EstNew

Dental devices

http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11939
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11956
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11943
afsaif





[High Priority ] - A29722 : Vyaire Medical—AirLife Humidification Chambers and Heated Breathing Circuits: May Exhibit Delamination Condition


[High Priority ] - A29722 : Vyaire Medical—AirLife Humidification Chambers and Heated Breathing
Circuits: May Exhibit Delamination Condition
Medical Device Ongoing Action
Published: Tuesday, December 19, 2017
Last Updated: Friday, December 22, 2017


UMDNS Terms:
•  Humidifiers, Artificial Airway, Heated [12050]


Product Identifier:
AirLife Products: Model/Part Nos.:  Lot Nos.: 


Circuits, Adult Single-Limb, Heated AH202


0001115270, 0001121993, 0001124929,
0001124930, 0001124932, 0001129063,
0001129064, 0001131424, 0001131425,
0001134347, 0001134348, 0001135401,
0001135402, 0001137252, 0001137253,
0001139266, 0001139267, 0001145147,
0001145148, 0001145149, 0001156843


Circuits, Adult Dual-Limb, Dual-Heat AH280


0001100127, 0001116871, 0001116872,
0001124936, 0001129065, 0001129066,
0001129067, 0001129069, 0001129070,
0001131426, 0001131428, 0001134350,
0001135400, 0001136027, 0001136028,
0001136029, 0001145151, 0001145152,
0001145153, 0001157125


Circuits, Infant Single-Limb, Continuous
Flow with Chamber
  


AH132 None listed


Circuits, Infant Dual-Limb, Dual-Heat, Hi-
Flow AH265


0001115635, 0001115640, 0001124941 ,
0001124942, 0001124943, 0001124944,
0001129628, 0001134758, 0001134759


Humidification Chambers, 10/case AH290


CM17H12, CM17H16, CM17H17,
CM17H19, CM17H20, CM17J27,
CM17J28, CM17J29, CM17J30, CM17K09,
CM17K20, CM17K21, CM17K22,
CM17K23


  
[Consumable]


Geographic Regions: Puerto Rico, &#160;U.S.


Manufacturer(s): Vyaire Medical Inc 26125 N Riverwoods Blvd, Mettawa, IL 60045, United States


Suggested Distribution: Anesthesia, Critical Care, Emergency/Outpatient Services, Nursing, OR/Surgery, Pediatrics, Pulmonology/Respiratory
Therapy, NICU, Materials Management


Problem: In a November 29, 2017, Urgent Recall Notification letter submitted by ECRI Institute member hospitals, Vyaire Medical states that the
above devices may exhibit a delamination condition that can cause water to overfill/flood the chamber above the maximum operating level. The cause of
the failure is associated with a leak at the water inlet, upstream of the water level control valves, which could allow the water to leak into the water
chamber unrestricted. If this problem occurs, water may back up into the patient circuit, resulting in an excessive amount of water entering the
airway/lungs of the ventilated patient.


Action Needed:
Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the November 29, 2017, Urgent
Recall Notification letter and Customer Response Form from Vyaire Medical. Destroy affected product in accordance with your facility's
protocol. Complete the Customer Response Form, and return it to Vyaire Medical by e-mail at GMB-GLB-ALFieldActions@CareFusion.com . To
obtain credit or replacement product, contact the Vyaire customer service department by telephone at (888) 233-9088 (select option 1, then option 1) 8
a.m. to 5 p.m. Central time, Monday through Friday, and have your purchase order (PO) number available to expedite the process. If you purchased
affected product from a distributor, contact the distributor directly to obtain credit for affected product. Forward a copy of the letter to any facility to
which you have further distributed affected product.
For Further Information:
Lindy Schenning, Vyaire Medical clinical risk coordinator
Tel.: (872) 757-0109
E-mail: lindy.schenning@vyaire.com
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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 Dec 19. Member Hospital. Vyaire Medical letter submitted by ECRI Institute member hospital (includes reply form) Download
● 2017 Dec 19. Manufacturer. Manufacturer confirmed information
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MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Portable Dental Unit 

DU893

12/31/2017 Shanghai International 

Holding Corp. GmbH 

FSN httpsN/ANew

Diagnostic and therapeutic radiation devices

Allura Xper systems       , 12/26/2017 Philips Healthcare FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11947Philips Healthcare Saudi Arabia Ltd.New

Examiner 3DX 6000 

StandAlone & InLine 

Systems

12/25/2017 L3 Security & Detection 2 https

://nc

N/ANew

Ingenuity TF 

PET/CT            ,

12/28/2017 Philips Healthcare 2 httpsPhilips Healthcare 

Saudi Arabia Ltd.

New

Monica Novii Wireless 

Patch System  ,

12/26/2017 GE Healthcare 2 AttacGE Healthcare# New

TomoHDA System 12/28/2017 Accuray Inc 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11954Gulf Medical Co.New

ULTRASOUND SYSTEM 

SONIMAGE HS1

12/26/2017 KONICA MINOLTA, INC FSN httpsAhmed Abdulwahed 

Trading Co

New

Electro mechanical medical devices

ClearSight Heart 

Reference Sensor     ,

12/28/2017 Edwards Lifesciences 2 httpsArabian Health Care 

Supply Co. (AHCSC)

New

Signia Power Handle 12/25/2017 Medtronic SA 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11933Medtronic Saudi ArabiaNew

Stroke Fast Pack. 12/25/2017 Stryker Neurovascular 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11935FAROUK, MAAMOUN TAMER & COMPANYNew

In vitro diagnostic devices

cobas u 601 / cobas u 

701   ,

12/27/2017 Roche Diagnostics Corp FSN httpsFAROUK, MAAMOUN 

TAMER & COMPANY

New

Dimension Lipase 

Assays   ,

12/26/2017 Siemens Healthcare 

Diagnostics GmbH

2 AttacABDULREHMAN AL 

GOSAIBI GTB

# New

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11955
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11947
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11938
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11952
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11954
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11945
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11953
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11933
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11935
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11951
http://Attached
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[High Priority ] - A29727 : GE—Monica Novii Wireless Patch System: Incorrect Reconnection of Interface Cables May Cause Fetal Heart Rate and
Maternal Heart Rate Signals to Display Incorrectly�


[High Priority ] - A29727 : GE—Monica Novii Wireless Patch System: Incorrect Reconnection of
Interface Cables May Cause Fetal Heart Rate and Maternal Heart Rate Signals to Display Incorrectly�
Medical Device Ongoing Action
Published: Thursday, December 21, 2017


UMDNS Terms:
•  Detectors, Fetal Heart, Ultrasonic  [11696]
•  Physiologic Monitoring Modules, Fetal [33559]
•  Monitors, Physiologic, Uterine Activity [34447]


Product Identifier:
Monica Novii
Wireless Patch
System
Components:


Part Nos.:


Interface 107-PT-001
Interface Cable
GE FECG 105-PT-102


Interface Cable
GE MECG 105-PT-104


Interface Cable
GE UA 105-PT-106


[�Capital Equipment]


Geographic Regions: Australia, U.K., &#160;U.S.


Manufacturer(s): GE Healthcare9900 Innovation Dr, Wauwatosa, WI 53226, United States


Suggested Distribution: Clinical/Biomedical Engineering, Obstetrics/Gynecology/Labor and Delivery, Information Technology


Problem:
�In a December 15, 2017, Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, GE states that the above system
may incorrectly swap the fetal heart rate (FHR) and maternal heart rate (MHR) signals if a user removes the interface cables and incorrectly reconnects
them.


Action Needed:
�Identify any affected systems in your inventory. If you have affected systems, verify that you have received the December 15, 2017, Urgent Medical
Device Correction letter, fax back form, and replacement screws from GE. Follow the instructions in the letter  to replace the screws. The screws replace
the user-accessible thumb screw hardware with hardware that requires a screwdriver to apply and remove. After replacing the screws, perform the
Monica Novii function test using the instructions in the letter . If the Monica Novii system fails the function test, contact a GE representative to schedule
repair or replacement. You can continue using affected systems if they pass the function test. Complete the fax back form, and return it to GE using the
instructions on the form.
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. 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 Dec 20. Member Hospital. GE Reference No. 32061-1 (includes reply form) Download
● 2017 Dec 20. Manufacturer. The manufacturer confirmed the information provided in the source material.
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http://www3.gehealthcare.com/en/about_us/contact_us-2_step

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

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf
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[High Priority ] - A29716 : Siemens—Dimension Lipase Assays: May Exhibit Positive Bias in Quality Control Results and Patient Samples


[High Priority ] - A29716 : Siemens—Dimension Lipase Assays: May Exhibit Positive Bias in Quality
Control Results and Patient Samples
Medical Device Ongoing Action
Published: Tuesday, December 19, 2017


UMDNS Terms:
•  IVD Test Reagent/Kits, Clinical Chemistry, Enzyme, Lipase [18891]
•  IVD Test Reagent/Kits, Molecular Assay, Gene Anomaly, Deletion/Duplication, CEL [34864]
•  IVD Test Reagent/Kits, Molecular Assay, Gene Anomaly, Mutation, CEL [34863]
•  IVD Test Reagent/Kits, Molecular Assay, Gene Anomaly, Mutation, LPL [24596]


Product Identifier:
Dimension Lipase Assays [Consumable]
Catalog No. DF56; Siemens Material No. 10460277; Lot No. FB8109 EXP APR 19 2018
Units distributed beginning August 1, 2017


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 Laboratory/Pathology, Materials Management


Problem: In a December 14, 2017, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Siemens states that the above
assays may yield a positive bias with quality control results and patient samples. Siemens also states that the above assays are not meeting internal
specifications for lot-to-lot limits. 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 December
14, 2017, Urgent Medical Device Recall letter and Field Correction Effectiveness Check Form/Product Replacement Form from Siemens. Recalibrate
with an alternative lot of Dimension lipase assays. Review your inventory to determine your laboratory's replacement needs. Complete the Field
Correction Effectiveness Check Form, and return it to Siemens according to the instructions on the form. Report any illnesses or adverse events
associated with affected product to your local Siemens customer care center or technical support representative. 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. Review the
letter with your medical director, and retain a copy of the letter with your laboratory records.
For Further Information:
Siemens
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 Dec 18. Member Hospital. December 14, 2017 Siemens letter submitted by ECRI Institute member hospitals, DC18-01.A.US
(includes reply form) Download


www.ecri.org . Printed from Health Devices Alerts on Tuesday, December 26, 2017 Page 1


©2017 ECRI Institute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



https://www.siemens.com/contact/en/business.htm

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/165265/20171214SiemensLipaseAssaysClientRedacted.pdf



(A29716) Siemens-Dimension Lipase Assays.pdf



MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

DuraClone B27 Reagent 

Kit

12/26/2017 Beckman Coulter FSN httpsAl-Jeel Medical & 

Trading Co. LTD

New

ETEST Teicoplanin 256 

(TP) SPB and Foam 

packaging.

12/26/2017 bioMerieux Inc 2 https

://nc

Al-Jeel Medical & 

Trading Co. LTD

New

HbA1c 12/25/2017 Randox Laboratories Ltd. 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11936Bio StandardsNew

Hemoglobin A1c (HbA1c) 

Reagent

12/26/2017 Abbott FSN httpsMedical supplies & 

Services Co.Ltd 

New

uTYPE Dx v1.0 HLA 

Sequence Analysis 

Software

12/26/2017 One Lambda Inc 2 Attac

hed

Farabi Trading 

Establishment

# New

VITEK 2 Antimicrobial 

Susceptibility Test Kit 

(AST)

12/31/2017 bioMerieux Inc FSN https

://nc

Al-Jeel Medical & 

Trading Co. LTD

New

VITROS Chemistry 

Products PHYT Slides

12/25/2017 Ortho-Clinical 

Diagnostics

2 httpsSamir Photographic 

Supplies Co. Ltd.

New

Non-active implantable devices

DePuy Synthes 

Confidence Kit Spinal 

Cement System  ,

12/26/2017 Medos International 

SARL.

FSN https

://nc

Johnson & Johnson 

Medical Saudi Arabia 

Limited

New

lntegra Cadence Total 

Ankle System- Case for 

Trials, Insertion and 

Removal instruments 

(Insert Instrument Set)

12/31/2017 Integra LifeSciences FSN https

://nc

mdr.

sfda.

Bio StandardsNew

Restorelle DirectFix 

Anterior, Restorelle 

DirectFix Posterior, and 

Altis Single Incision Sling

12/26/2017 Coloplast 2 https

://nc

mdr.

janat al arab tradingNew

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11949
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11942
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11936
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11950
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11959
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11937
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11940
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11957
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11941
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[High Priority ] - A29672 : One Lambda—uTYPE Dx v1.0 HLA Sequence Analysis Software: Non-Null Alleles May Be Removed from Allele List during Intronic Filter Use


[High Priority ] - A29672 : One Lambda—uTYPE Dx v1.0 HLA Sequence Analysis Software: Non-Null
Alleles May Be Removed from Allele List during Intronic Filter Use
Medical Device Ongoing Action
Published: Tuesday, December 19, 2017


UMDNS Terms:
•  IVD Test Reagent/Kits, Molecular Assay, Immunology, Tissue Typing, Human Leukocyte Antigen [19656]


Product Identifier: �uTYPE Dx v1.0 HLA Sequence Analysis Software [Capital Equipment] Catalog No. 539993


Geographic Regions: Brazil, India, Malaysia, New Zealand, Panama, Singapore, South Korea, U.S.


Manufacturer(s): One Lambda Inc21001 Kittridge St, Canoga Park, CA 91303-2801, United States


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


Problem:
In a November 7, 2017, Urgent Recall Correction Field Safety Notice letter submitted by an ECRI Institute member hospital, One Lambda states that
some non-null alleles are removed from the allele list when the intronic filter is applied in the above software. The analysis of the sequence is correct and
reported correctly. This problem involves only the use of this filter. One Lambda states that there is low risk to the patient. In addition, the filter problem
will only affect typing at the 6th and 8th allele level and most often the typing results reported are at the 4th allele level. One Lambda further states that
clinical decisions for transplant are based on multiple sources and that this product is not used as the sole source for typing analysis.


Action Needed: Identify any affected product in your inventory. If you have affected product, verify that you have received the November 7, 2017,
Urgent Recall Correction Field Safety Notice letter and Acknowledgment Form from One Lamda. Review any test results generated with the above
software if the intronic filter was used. Affected test results may need to be reviewed by the HLA laboratory director. Analyze any samples on
hand without the use of the intronic filter. Complete the Acknowledgement Form, and return it to One Lambda using the instructions on the form. 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:One Lambda customer support team
U.S.
Tel.: (818) 702-0042
E-mail: 1lambda-techsupport@thermofisher.com
Website: Click here
MDSS, One Lambda authorized representative in Germany
Tel.: 49 (511) 62628630
E-mail: vigilance@mdss.com
Website: Click here
Comments:


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


Source(s):


● 2017 Dec 15. Member Hospital. One Lambda letter submitted by ECRI Institute member hospital (includes reply form); FSCA-identifier:
CR170316 Download


● 2017 Dec 19. Manufacturer. Manufacturer confirmed information contained in source material
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(A29672) One Lambda-uTYPE Dx v1.0 HLA Sequence Analysis Software.pdf



MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Sealed/unsealed 

Polyester & ePTFE 

Vascular Grafts

12/26/2017 Vascutek Limited FSN https

://nc

Gulf Medical Co.New

Ophthalmic and optical devices

1-DAY ACUVUE MOIST 

Brand Contact Lenses.

12/26/2017 Johnson & Johnson 

Vision Care

FSN httpsAllied Medical 

International

New

Single-use devices

Gambro BL105 und 

Gambro BL208BD

12/31/2017 Gambro Lundia AB FSN httpsBaxter AGNew

MediChoice Kits and 

Trays Containing Medline 

Aplicare Povidone Iodine 

Prep Pads

12/26/2017 Owens & Minor 2 Attac

hed

N/A# New

Medtronic Clip Gun™ 

Scalp Clip System

12/25/2017 Medtronic SA FSN httpsMedtronic Saudi ArabiaNew

Metrex MetriCide OPA 

Plus

12/26/2017 Metrex Research, LLC 2 AttacN/A# New

Over-Pressure Safety 

Valves

12/26/2017 Terumo Cardiovascular 

Systems Corporation

2 AttacABDULREHMAN AL 

GOSAIBI GTB

# Update

Prelude SNAP Splittable 

Sheath Introducers,

12/26/2017 Merit Medical Systems 

Inc

2 AttacMajal Care for Trading 

Est.

# New

SpyScope™ DS 12/26/2017 Boston Scientific FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11948Gulf Medical Co.New

Vasco-OP Sensitive Gr.7 

Sterile – Surgical Gloves

12/31/2017 B. Braun Melsungen AG FSN httpsCigalah GroupNew

VenaFlow Calf Garment 

(Aircast)

12/25/2017 Stryker Sustainability 

Solutions

2 httpsN/ANew

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11946
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11944
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11958
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11932
http://Attached
http://Attached
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11948
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11960
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11934
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[High Priority ] - A29668 : Owens & Minor—MediChoice Kits and Trays Containing Medline Aplicare Povidone Iodine Prep Pads: Pads May Not Meet Iodine
Assay Level Requirements to Support 36-Month Expiration Dating


[High Priority ] - A29668 : Owens & Minor—MediChoice Kits and Trays Containing Medline Aplicare
Povidone Iodine Prep Pads: Pads May Not Meet Iodine Assay Level Requirements to Support 36-
Month Expiration Dating
Medical Device Ongoing Action
Published: Wednesday, December 20, 2017
Last Updated: Thursday, December 21, 2017


UMDNS Terms:
•  Procedure Kit/Trays [28961]


Product Identifier:
MediChoice Kits and Trays Containing Medline Aplicare Povidone Iodine Prep Pads [Consumable] Reorder Numbers: 1314INC1001B, 1314INC1005,
1314INC2001, 1314IV-175, 1314IVS1007, 1314IVS1011, 1314IVS1013, 1314IVS1090, 1314SR-1010, 1314SSR1001, 1314SSR1002, 1314SUT1002,
1314SUT1003, 1314SUT1004, 1314SUT1005 Lot Nos.: 411157, 501045, 501148, 501157, 501159, 501160, 502014, 502017, 502020, 502024, 502061,
502062, 502107, 502114, 502118, 502204, 502205, 502353, 502524, 502564, 502570, 502574, 503048, 503100, 503118, 503154, 503227, 503228,
503304, 503306, 503348, 503550, 503569R, 503573, 503573R, 504057, 504069, 504095, 504146, 504179, 504189, 504196, 504198, 504268, 504328,
504330, 504332, 505050, 505054, 505137, 505146, 505219, 505237, 505275, 505287, 505294, 505298, 505321, 506035, 506037, 506047, 506048,
506051, 506062, 506071, 506075, 506127, 506183, 506184, 506187, 506188, 506267, 506271, 506272, 506320, 506321, 506325, 506350, 506357,
507017, 507018, 507021, 507023, 507114, 507139, 507180, 507204, 507326, 507327, 507359, 508003, 508006, 508009, 508116, 508118, 508178,
508182, 508189, 508205, 508274, 508282, 508296, 508297, 508382, 508394, 509036, 509037, 509044, 509161, 509162, 509172, 509174, 509175,
509176, 509217, 509234, 509238, 509310, 509314, 509320, 509324, 510033, 510037, 510039, 510125, 510134, 510248, 510250, 510277, 510366,
510371, 510392, 510393, 511007, 511029, 511094, 511095, 511096, 511097, 511199, 511201, 511304, 511314, 511315, 511320, 512062, 512105,
512115, 512169, 512170, 512171, 512241, 512248, 512289, 512290, 512325, 512330, 512358, 601004, 601005, 601007, 601008, 601010, 601014,
601015, 601064, 601110, 601113, 601124, 601138, 601158, 601188, 601190, 601205, 601208, 601220, 601284, 601294, 601300, 601301, 601302,
601308, 601351, 601352, 601359, 601361, 601362, 602008, 602011, 602018, 602069, 602070, 602071, 602079, 602095, 602120, 602121, 602124,
602223, 602259, 602261, 602263, 602264, 602265, 603175, 603176, 606002, 607044, 607209, 608241, 610027, 611158


Stradis Kit Part 
Nos.:


Lot Nos.:


INC1001B 601064, 601205, 602008, 602121
INC1005 601113, 602120
INC2001 602223
IV-175 607209
IVS1007 601124, 601294, 602011, 602259
IVS1011 502574, 504146, 505298, 506127, 506350, 507204,


509172, 509310, 511029, 512325, 601209, 602261


IVS1013 503048, 503550, 505219, 506062, 508205, 509176,
510248, 511007, 512115IVS1090 502107, 503348, 504189, 504332, 505237, 505321,
506075, 506357, 507359, 509161, 509217, 601208,
601220, 601359SR-1010 411157, 502020, 502570, 601007, 606002, 607044,
608241, 610027, 611158


SSR1001 501148, 502061, 502118, 502524, 503118, 503573R,
503573, 504095, 504330, 505294, 506071, 506188,
506325, 507021, 507180, 508274, 509044, 509234,
510039, 510134, 510366, 511096, 511320, 512169,
512248, 512358, 601110, 601190, 601308, 602018, 
602095


SSR1002 501157, 501159, 502017, 502114, 502204, 502353, 
503100, 503154, 503227, 503304, 503569R, 504069,
504179, 504196, 504268, 504328, 505054, 505137,
505275, 506035, 506047, 506051, 506183, 506184,
506267, 506272, 506321, 507018, 507023, 507114,
507326, 507329, 508003, 508006, 508118, 508178,
508182, 508282, 508296, 508394, 509037, 509162, 
509174, 509238, 509320, 509314, 509320, 510037,
510037, 510125, 510250, 510392, 510393, 511095, 5
11097, 511201, 511304, 511314, 512062, 512105, 51
2170, 512289, 512330, 601010, 601014, 601300, 
601301, 601361, 602069, 602070, 603175, 603176


SUT1002 501159, 502024, 502114, 502353, 503100, 503227,
503304, 504196, 504328, 505137, 505275, 506035,
506047, 506047, 506047, 506047, 506183, 506231,
506272, 507018, 508003, 508118, 508118, 508118,
508178, 508296, 508394, 509174, 509314, 510025,
510125, 510250, 510393, 511095, 511304, 511314,
511314, 512105, 512330, 601014, 601214, 601301,
602070, 603175


SUT1003 501045, 501160, 502014, 502062, 502205, 502564,
503228, 503306, 504057, 504198, 505050, 505146,
505287, 506037, 506048, 506048, 506187, 506271,
506320, 506320, 507017, 507139, 507327, 508009,
508116, 508189, 508297, 508382, 509036, 509175,
509324, 510033, 510277, 510371, 511094, 511199,
511315, 512171, 512241, 512290, 601015, 601188,
601351, 602124, 602263


SUT1004 601004, 601005, 601008, 601138, 601284, 601352,
602079, 602264


www.ecri.org . Printed from Health Devices Alerts on Tuesday, December 26, 2017 Page 1


©2017 ECRI Institute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.







SUT1005 601158, 601302, 601362, 602071, 602265


  
Kits and trays sold from January 2015 through September 2017


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


Distributor(s): •  Medline Industries Inc Three Lakes Drive, Northfield IL 60093, United States
•  Owens &amp; Minor 9120 Lockwood Blvd, Mechanicsville, VA 23116, United States


Manufacturer(s): The Clorox Co1221 Broadway, Oakland, CA 94612, United States (prep pad manufacturer)
Stradis Healthcare LLC805 Marathon Pkwy, Lawrenceville, GA 30046, United States (MediChoice kits and trays manufacturer)


Suggested Distribution: Critical Care, Emergency/Outpatient Services, Infection Control, Nursing, OR/Surgery, Materials Management


Problem: �In a December 6, 2017, Medical Device Recall letter and a December 7, 2017, Product Recall Notification letter submitted by an ECRI
Institute member hospital, Owens and Minor states that the above kits contain the above prep pads, which may not meet the labeled expiration date. The
manufacturer has not confirmed the information provided in the source material.


Action Needed: Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the December
6, 2017, Medical Device Recall letter and/or the December 7, 2017, Product Recall Notification letter, Recall Return Response Form and Customer
Return Form, and copy of the October 18, 2017 letter from Stradis. Notify any facility to which you have further distributed affected product. Complete
the Recall Return Response Form and Customer Return Form, and return them to Owens and Minor using the instructions on the forms. Owens & Minor
will contact your facility to provide instructions for returning affected product.
For Further Information:
Mandi Asbell, Owens & Minor quality and regulatory compliance specialist
Tel.: (804) 723-7522
E-mail: Mandi.asbell@owens-minor.com
Website: Click here
Comments:


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


Source(s):


● 2017 Dec 19. Member Hospital. Stradis letter submitted by ECRI Institute member hospital (includes reply form) Download
● 2017 Dec 19. Member Hospital. Owens & Minor letter submitted by ECRI Institute member hospital (includes reply form) Download
● 2017 Dec 19. Member Hospital. Owens & Minor letter submitted by ECRI Institute member hospital (includes reply form) Download
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mailto:Mandi.asbell@owens-minor.com

https://www.owens-minor.com/utility-pages/contact-us/

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/165521/20171018StradisMedlineAplicarePovidonePadsClient.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/165522/20171206OwensandMinorMediChoiceKitsClient.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/165523/20171207OwensandMinorCustomerReturnFormClient.pdf



(A29668) Owens & Minor-MediChoice Kits and Trays Containing Medline Aplicare.pdf




[High Priority ] - A29731 : Medline—Metrex MetriCide OPA Plus: Labeling May Be Incorrect


[High Priority ] - A29731 : Medline—Metrex MetriCide OPA Plus: Labeling May Be Incorrect
Medical Device Ongoing Action
Published: Thursday, December 21, 2017


UMDNS Terms:
•  Germicides, Liquid, Ortho-phthalaldehyde [31668]


Product Identifier:
Metrex MetriCide OPA Plus [Consumable]
Item No. MAP106000; Lot Nos.: 1817948, 1817949, 1817950, 1817951, 1817952, 1817953, 1817954, 1817955, 1817956, 1817957, 18171058,
18171059, 18171060, 18171061, 18171062, 18171063, 18171064, 18171065


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


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


Manufacturer(s): Metrex1717 W Collins Ave, Orange, CA 92867, United States 


Suggested Distribution: Infection Control, Central Sterilization Reprocessing, Materials Management


Problem:
In a December 20, 2017, Metrex Corrective Action letter submitted by an ECRI Institute member hospital, Medline states that the product labeling for the
above disinfectant may be incorrect. The instructions for use (IFU) state that the product can be used for up to 30 days in an automatic endoscope
reprocessor; however, the correct labelling information is that the above disinfectant can be used for up to 30 days for manual cleaning and for 14 days in
an automatic endoscope reprocessor. The distributor has not confirmed the information provided in the source material.


Action Needed:
Identify any affected product in your inventory. If you have affected product, verify that you have received the December 20, 2017, Metrex Corrective
Action letter and Urgent Remedial Action Verification Form from Medline. Medline states that it is not necessary to return affected product. To ensure
that the above product is effective, the IFU requires verification that the disinfectant is above the minimum effective concentration (MEC) by using test
strips before each use, ensuring that the disinfectant is acceptable for use and poses no risk to patient safety. Complete the Urgent Remedial Action
Verification Form, and return it to Medline by fax at (866) 767-1290 or by e-mail at recalls@medline.com . Forward a copy of the letter to any facility to
which you have further distributed affected product.
For Further Information:
Medline
Website: Click here  
Metrex
Tel.: (800) 841-1428
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 Dec 21. Member Hospital. Medline letter submitted by an ECRI Institute member hospital. Reference No. R-17-257 (includes reply 
form) Download
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mailto:recalls@medline.com

https://www.medline.com/pages/about-us/contact-us/

https://www.medline.com/pages/about-us/contact-us/

https://www.metrex.com/en-us/how-to-buy

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/165460/20171220MedlineMetrexMetriCideClient.pdf



(A29731) Medline-Metrex MetriCide OPA Plus.pdf




[High Priority ] - A28885 02 : *Terumo—Over-Pressure Safety Valves: May Not Allow Flow through Duckbill Valve, Potentially Resulting in Distension of
the Ventricle [Update]


[High Priority ] - A28885 02 : *Terumo—Over-Pressure Safety Valves: May Not Allow Flow through
Duckbill Valve, Potentially Resulting in Distension of the Ventricle [Update]
Medical Device Ongoing Action
Published: Tuesday, December 19, 2017


UMDNS Terms:
•  Surgical Packs [13887]
•  Valves, Unidirectional Flow, Heart-Lung Bypass [18018]


Product Identifier:
Over-Pressure Safety
(OPS) (Vent) Valves:


Catalog 
Nos.:  Lot/Serial Nos.:  Distribution Dates:


Contained in
Cardiovascular Kits LN130B TA05 through VG19 January 20, 2015 through


November 30, 2017


Single, Sterile LH130 TA19  through VD06 April 8, 2015 through August
17, 2017


[Consumable]
Previously listed: Alerts A28885  and A28885 01


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


Manufacturer(s): Terumo Medical Corp2101 Cottontail Ln, Somerset, NJ 08873, United States


Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, OR/Surgery, Perfusion, Materials Management


Summary:
�This Alert provides new information based on a December 11, 2017, Medical Device Recall letter submitted by ECRI Institute member hospitals
regarding Alerts A28885  and A28885 01 . Terumo recommends that you return all remaining unused product in your inventory. New information is
provided in the Product Identifier and Action Needed fields.
Problem: In a June 27, 2017, Urgent Safety Alert letter submitted by ECRI Institute member hospitals, Terumo states that it has received reports of no
flow through the above valves. No flow through the duckbill valve within the above valves would prevent the ability to vent blood from the left ventricle,
potentially resulting in distension of the ventricle. Prolonged distension may result in severe ventricular dysfunction. Terumo also states that it has
received no reports of patient injury related to this problem. The manufacturer has not confirmed the information provided in the source material.


Action Needed: Identify any affected product in your inventory. If you have affected product, verify that you have received the December 11, 2017,
Medical Device Recall letter and Customer Response Form from Terumo. Complete the Customer Response Form, and return it to Terumo using the
instructions on the form. Upon receipt of the form, Terumo will provide your facility with a returned goods authorization for product return. Terumo will
provide credit for returned product. 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. 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:
Terumo CVS customer service department
Tel.: (800) 521-2818, 8 a.m. to 6 p.m. Eastern Time, Monday through Friday
E-mail: TCVSCustomerResponseElkton@terumomedical.com
Website:  Click here


References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Terumo: Terumo OPS valve [online]. London: Department of


Health; 2017 Jul 24 [cited 2017 Jul 26]. (Field safety notice; reference no. 2017/007/017/701/022). 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 Dec 18. Member Hospital. Terumo letter submitted by ECRI Institute member hospital Download
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www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1630999

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1631249

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1631249

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1630999

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1631249

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1631249

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

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

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

mailto:TCVSCustomerResponseElkton@terumomedical.com

http://www.terumo-cvs.com/contact/index.aspx

http://www.terumo-cvs.com/contact/index.aspx

https://www.gov.uk/drug-device-alerts/field-safety-notice-17-to-21-july-2017

https://www.gov.uk/drug-device-alerts/field-safety-notice-17-to-21-july-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/165223/20171211TerumoOPSValvesClient.pdf



(A28885 02) Terumo-Over-Pressure Safety Valves.pdf




[High Priority ] - A29732 : Merit—Prelude SNAP Splittable Sheath Introducers: Splittable Hub May Fail�


[High Priority ] - A29732 : Merit—Prelude SNAP Splittable Sheath Introducers: Splittable Hub May
Fail�
Medical Device Ongoing Action
Published: Thursday, December 21, 2017


UMDNS Terms:
•  Catheter Introducers, Vascular [34022]


Product Identifier:
�Prelude SNAP Splittable Sheath Introducers [Consumable]
Catalog
Nos.:


Lot Nos.:


PLS-1006
Q1175809, Q1190096,
Q1194040, Q1194662,
Q1194666, Q1213044,
Q1228355


PLS-1007


Q1176348, Q1178762,
Q1194660, Q1206565,
Q1201803, Q1209475,
Q1213042, Q1228339,
Q1234189X1,
Q1234639


PLS-1008
Q1182862, Q1190097,
Q1194661, Q1197055,
Q1202959, Q1213024,
Q1215467, Q1234979


PLS-1009 Q1174112, Q1197331,
Q1176349, Q1213048


PLS-1009.5 Q1182863, Q1228338


PLS-1010 Q1194041, Q1206577,
Q1214620


PLS-1010.5 Q1184987, Q1194664,
Q1213051, Q1237072


PLS-1011 Q1213018
PLS-1012.5 Q1235166
PLS-2506 Q1205118


PLS-2507 Q1175815, Q1194665,
Q1197054


PLS-2508 Q1193985


PLS-2509 Q1193397, Q1209478,
Q1228340


PLS-2510 Q1176347, Q1204708
PLS-2510.5 Q1182836
PLSH-1006 Q1170938
PLSH-1007 Q1195096, Q1189781
PLSH-1009 Q1161477
PLSX-1006 Q1185050, Q1234958


PLSX-1007 Q1176345, Q1193391,
Q1228356


PLSX-
1009.5


Q1201789


PSLX-1009 Q1175817, Q1194663,
Q1215702, Q1228354


Geographic Regions: Australia, Europe, Malaysia, Serbia, U.S.


Manufacturer(s): Merit Medical Systems Inc1600 W Merit Pkwy, South Jordan, UT 84095, United States


Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, OR/Surgery, Materials Management


Problem:
�In a December 18, 2017, Urgent Product Recall Notice letter submitted by an ECRI Institute member hospital, Merit states that the splittable hub of the
above introducers may fail, potentially leading to a delay in procedure or, in extremely rare cases, pacing lead/catheter displacement, air embolus, or
minor hemorrhage. Merit has received reports that the wings on the above introducers broke off the sheath hub during splitting. Merit also states that it
has received no reports of patient injury as a result of this problem.


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
December 18, 2017, Urgent Product Recall Notice letter and Customer Response Form from Merit. Complete the Customer Response Form, and return a
copy of it to Merit using the instructions on the form. Return affected product, along with the original completed Customer Response Form, to Merit at


www.ecri.org . Printed from Health Devices Alerts on Tuesday, December 26, 2017 Page 1


©2017 ECRI Institute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.







Field Assurance Department, Merit Medical Systems, Inc., 1600 West Merit Parkway, South Jordan, UT 84095 using the FedEx account number and
return goods authorization (RGA) number provided on the form sent to your facility. Notify all relevant personnel at your facility of the information in
the letter.
For Further Information:
Merit customer service department
Tel.: (801) 208-4381
E-mail: response@merit.com
Website: Click here
Comments:


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


Source(s):


● 2017 Dec 21. Member Hospital. (includes reply form) Download
● 2017 Dec 21. Manufacturer. The manufacturer confirmed the information provided in the source material.
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mailto:response@merit.com

https://www.merit.com/contact/

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

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/165478/20171218MeritPreludeSNAPIntroducersClient_Redacted.pdf



(A29732) Merit-Prelude SNAP Splittable Sheath Introducers.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

