
SBED Weekly Update 19-Dec-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 

24 SFDA website
12/11/2017 12/18/2017

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: WU1751

MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Anaesthetic and respiratory devices

CARESCAPE R860 

ventilator   ,

12/14/2017 GE Healthcare FSN httpsGE HealthcareNew

Lullaby Resus plus    , 12/12/2017 GE Healthcare FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11875GE HealthcareNew

Assistive products for persons with disability

C-Series Lifts   , 12/14/2017 Waverley Glen Systems Ltd 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11883N/ANew

Hercules Patient Lifter 12/14/2017R & R Healthcare Equipment Pty Ltd 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11882N/ANew

Diagnostic and therapeutic radiation devices

FDR Visionary Suite with 

CH200 stationary xray 

system

12/13/2017 FUJIFILM Medical 

Systems

2 https

://nc

FAROUK, MAAMOUN 

TAMER & COMPANY

New

http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11887
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11875
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11883
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11882
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11888


MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Telemis-Medical Software. 12/18/2017 Telemis S.A. FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11893N/ANew

Electro mechanical medical devices

BioStable 5F DL55CM 

MST70 KIT NonValved w/ 

Nit GW

12/18/2017 AngioDynamics Inc 2 https

://nc

FAROUK, MAAMOUN 

TAMER & COMPANY

New

ONDAL AC2000 Spring 

Arms Used with X'TEN 

Surgical Lights

12/11/2017 MAQUET Inc 2 Attac

hed

Gulf Medical Co.# New

In vitro diagnostic devices

ARCHITECT c4000 

Cuvette Segment

12/12/2017 Abbott Laboratories Inc FSN httpsMedical supplies & 

Services Co.Ltd 

Update

enGen Laboratory 

Automation System.

12/18/2017 Ortho-Clinical 

Diagnostics

2 httpsSamir Photographic 

Supplies Co. Ltd.

New

MIA FORA NGS HLA FLEX 

11 KIT (24 tests).

12/14/2017 BioArray Solutions Ltd 2 httpsN/ANew

Monoclonal Mouse Anti-

Human CDX2, Clone DAK-

CDX2.

12/14/2017 Dako North America Inc 2 https

://nc

Dar Al-Zahrawi Medical 

Co. LLC

New

Rapid fFN Cassette Kits 

for TLiIQ Tests

12/11/2017 Hologic Inc. 2 AttacABDULLA FOUAD 

HOLDING COMPANY

# New

Thermo Scientific Oxoid 

Brilliance Staph 24 Agar

12/18/2017 ThermoFisher Scientific 

Microbiology Perth

FSN httpsFuad Abdul Jalil Al 

Fadhli & Sons

New

Non-active implantable devices

MCK Tibial Baseplate-

RM/LL-SZ 2 and MCK 

Tibial Baseplate-RM/LL-

SZ 7

12/14/2017 MAKO Surgical Corp 2 https

://nc

mdr.

N/ANew

Omni Spine Anterior 

Cervical Plate System

12/14/2017 Amendia, Inc 2 httpsN/ANew

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11893
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11898
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11877
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11896
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11879
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11880
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11892
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11884
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11890



[High Priority ] - A29569 : Maquet—ONDAL AC2000 Spring Arms Used with X'TEN Surgical Lights: May Break


[High Priority ] - A29569 : Maquet—ONDAL AC2000 Spring Arms Used with X'TEN Surgical Lights:
May Break
Medical Device Ongoing Action
Published: Wednesday, December 6, 2017
Last Updated: Thursday, December 7, 2017


UMDNS Terms:
•  Lights, Surgical, Ceiling-Mounted [33268]


Product Identifier:
X'TEN Surgical Lights used with the following ONDAL AC2000 Spring Arms: Spring Arm Reference Nos.:
With V Fitting 9 to 15 kg 567801093
X'TEN Video with V Fitting 9 to15 kg 567801094


[Capital Equipment]
Spring arms manufactured between January 2004 and December 2006
For specific affected serial numbers, refer to the letter sent to your facility.


Geographic Regions: Australia, Canada, Europe (excluding Germany), Japan, New Zealand, Taiwan, U.S.


Manufacturer(s): MAQUET SAS A Getinge Group CoParc de Limere, Avenue de la Pomme de Pin CS 10008, Ardon, 45074 Orleans cedex 2,
France ( (Surgical light manufacturer)
Ondal Medical Systems GmbHWellastrasse 6, Huenfeld,  D-36088, Germany (Spring arm manufacturer)


Suggested Distribution: Clinical/Biomedical Engineering, OR/Surgery, Facilities/Building Management


Problem: In a November 16, 2017, Urgent Device Recall letter submitted by an ECRI Institute member hospital, Maquet states that the spring arms on
the above surgical lights may break, causing the cupola to separate from the surgical light assembly and potentially resulting in injury to the patient or
medical staff caused by a fracture of the spring arm and falling cupola. Maquet also states that cracking of the spring arms at the welding seams may
develop into breaks over time and heavy use. Maquet further states that it has received reports of this problem occurring; however, it has received no
reports of injuries related to this problem.


Action Needed:
Identify any affected lights in your inventory. If you have affected lights, verify that you have received the November 16, 2017, Urgent Device Recall
letter and Customer Response Form. Complete the Customer Response Form, and return it to Maquet/Getinge using the instructions on the form. To
arrange for spring arm replacement, contact the Getinge customer support department using the information below. A hospital technician trained in using
affected systems should follow the preventive maintenance section of the device's instructions for use (IFU), and check the spring arm for durability on a
daily basis. If any unusual signs (including noises, difficulty during positioning, light head instability, breaking or tearing of the spring arm cover) are
noticed, remove the affected light from use until an authorized service technician can inspect the device. Inform all relevant personnel of the information
in the Urgent Field Safety Notice letter, and forward a copy of the letter to any facility to which you have distributed affected product. U.S. customers
should also report any adverse events to FDA’s MedWatch Adverse Event Reporting program by fax at (800) 332-0178; by mail (using postage-paid
FDA Form 3500, available here ) at Food and Drug Administration, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch
website.
For Further Information:
Getinge customer support department
Tel.: (886) 627-8383 (select option 2, then option 3)
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 Nov 22. Member Hospital. November 16, 2017 Maquet letter submitted by ECRI Institute member hospital (includes reply 
form) Download


● 2017 Dec 5. Manufacturer. Manufacturer confirmed information.
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https://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Forms/UCM163919.pdf

https://www.accessdata.fda.gov/scripts/medwatch/index.cfm?action=reporting.home

https://www.maquet.com/us/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/164662/20171116GetingeXTENSurgicalLightsClientRedacted.pdf



MMOqalaa
( A29569) Maquet-ONDAL AC2000 Spring Arms Used wit.pdf




[High Priority ] - A29623 : Hologic�—Rapid fFN Cassette Kits for TLiIQ Tests: May Contain Unapproved Material from New Supplier


[High Priority ] - A29623 : Hologic�—Rapid fFN Cassette Kits for TLiIQ Tests: May Contain
Unapproved Material from New Supplier
Medical Device Ongoing Action
Published: Monday, December 4, 2017
Last Updated: Thursday, December 7, 2017


UMDNS Terms:
•  IVD Test Reagent/Kits, Immunoassay, Protein, Fibronectin [19087]


Product Identifier:
Rapid fFN Cassette Kits used with TLiIQ Tests [Consumable]
Part No.: Lot Nos.:
01200 A7024, A7056, B7017, B7042, B7057, C7053, D7008, D7043, E7058, E7082, K6030, L6010, M6007, M6032
01200Q E7058


Units distributed between November 28, 2016 and October 6, 2017


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


Manufacturer(s): Hologic Inc 250 Campus Drive, Marlborough, MA 01752, United States


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


Problem: In a November 27, 2017, Urgent Medical Device Recall Notification letter submitted by ECRI Institute member hospitals, Hologic states that
the above kits may include material from a new supplier that was not approved by FDA before release. Hologic also states that the FDA approval is to
ensure that the new materials do not affect clinical performance of the product. Hologic further states that it has received no reports of patient injury or
delayed treatment associated with affected product. The manufacturer has not confirmed the information provided in the source material.


Action Needed:
Identify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the November
27, 2017, Urgent Medical Device Recall Notification letter and Customer Response Form from Hologic. Regardless of whether you have affected
product, complete the Customer Response Form and return it to Hologic using the instructions in the letter. Contact the Hologic technical support
department to arrange for product return and replacement at no cost. Notify all relevant personnel at your facility of the information in the Urgent Field
Safety Notice letter, and forward a copy of the letter to any facility to which you have further distributed affected product.
For Further Information:
Hologic technical support department
Tel.: (800) 442-9892 (select option 6, then option 4)
E-mail: TechSupport2@hologic.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 1. Member Hospital. November 27, 2017 Hologic letter submitted by ECRI Institute member hospitals (includes reply 
form) Download
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mailto:TechSupport2@hologic.com

http://www.hologic.com/contact-us

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/164689/20171127HologicRapidfFNcassetteKitsClientRedacted.pdf



MMOqalaa
(A29623) Hologic-Rapid.pdf



MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

OPTIPAC 40 and 80 

REFOBACIN REVISION

12/18/2017 Zimmer, INC…. FSN httpsMedical Regulations 

Gate

New

PopLok Knotless Suture 

Anchor with Disposable 

Driver

12/18/2017 ConMed Corporation. 2 https

://nc

ProMedExNew

Reusable devices

Hemotherm Models 

400CE and 400MR

12/18/2017 Cincinnati Sub-Zero 

Products Inc

FSN httpsAl Shoumoukh Trading 

for Technical and 

New

PASS OCT Occipital 

Screwdriver Shafts

12/11/2017 Medicrea International. 2 AttacSalehiya Trading Est.# New

Single-use devices

Balloon wall thickness of 

ATLAS® GOLD PTA 

Dilatation Catheter

12/12/2017 Bard Pcripheral Vascular 

(BPV)

2 https

://nc

C.R. BARD Saudi ArabiaNew

E.M. Adams Trays and 

Kits Containing Medline 

Aplicare Povidone Iodine 

Prep Pads

12/12/2017 Moore Medical 2 Attac

hed

N/A# New

Malecot Nephrostomy 

Catheter System, Malecot 

Nephrostomy Catheter 

Set, Re-Entry™ Malecot 

Nephrostomy Catheter 

Set and Percutaneous 

Access Set

12/14/2017 Boston Scientific 1 https

://nc

mdr.

sfda.

gov.s

a/Se

Gulf Medical Co.New

NIM Eclipse System 12/18/2017 Medtronic SA FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11894Medtronic Saudi ArabiaNew

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11891
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11897
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11895
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11876
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11885
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11894



[High Priority ] - A29601 : Medicrea—PASS OCT Occipital Screwdriver Shafts: May Be Incompatible with Associated Screws �


[High Priority ] - A29601 : Medicrea—PASS OCT Occipital Screwdriver Shafts: May Be Incompatible
with Associated Screws �
Medical Device Ongoing Action
Published: Friday, December 1, 2017


UMDNS Terms:
•  Screwdrivers, Surgical, Bone/Bone Prosthesis [13517]


Product Identifier:
�PASS OCT Occipital Screwdriver Shafts [Consumable]
Product No. A17260020; Lot No. 16K0424


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


Manufacturer(s): Medicrea International 14 porte du Grand Lyon, F-01700 Neyron, France


Suggested Distribution: OR/Surgery, Orthopedics, Materials Management


Problem:
�In a November 15, 2017, Field Safety Corrective Action letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA),
Medicrea states that it has received a report that the footprint at the end of the above screwdriver shafts may be out of specification. Medicrea further
states that the footprint does not correspond to the associated occipital screws, resulting in an inability to place or remove the screws. 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 November 15, 2017, Field
Safety Corrective Action letter and Acknowledgement Form from Medicrea. Regardless of whether you have affected product, complete the form, and
return it, along with affected product, to Medicrea using the information in the letter. Notify all relevant personnel at your facility of the information in
the letter.
For Further Information:
Karine Trogneux, Medicrea regulatory affairs manager
Tel.: 33 (4) 72018787
Website: Click here
References:


● Great Britain. Medicines and Healthcare Products Regulatory Agency. MEDICREA INTERNATIONAL: PASS OCT/occipital screw driver
shaft [online]. London: Department of Health; 2017 Nov 28 [cited 2017 Nov 29]. (Field safety notice; reference no. 2017/011/022/291/015).
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 Nov 29. MHRA FSN. 2017/011/022/291/015 Download
● 2017 Nov 29. MHRA FSN. (includes reply form) Download
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http://www.medicrea.com/en/contact-us/

https://www.gov.uk/drug-device-alerts/field-safety-notice-20-to-24-november-2017

https://www.gov.uk/drug-device-alerts/field-safety-notice-20-to-24-november-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/164266/20171128MedicreaPASSOCTOccipitalShaftCover.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/164267/20171115MedicreaPASSOCTOccipitalShaft.pdf



MMOqalaa
(A29601) Medicrea-PASS OCT Occipital Screwdriver Shafts.pdf




[High Priority ] - A29532 01 : �Moore Medical—E.M. Adams Trays and Kits Containing Medline Aplicare Povidone Iodine Prep Pads: Pads May Not Meet
Iodine Assay Level Requirements to Support 36-Month Expiration Dating


[High Priority ] - A29532 01 : �Moore Medical—E.M. Adams Trays and Kits 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: Monday, December 4, 2017
Last Updated: Friday, December 8, 2017


UMDNS Terms:
•  Towelettes, Personal, Antiseptic [17988]
•  Dressings, Impregnated, Antimicrobial, Iodine [24823]


Product Identifier:


E.M. Adams Kits containing Aplicare Povidone Iodine Prep Pads: Moore Medical Reference/Catalog
Nos.: E. M. Adams Catalog Nos.:


Suture Removal Kit W/WIREUM EA 89290 14-70804


Suture Removal Kit W/FLOORUM EA 89281 14-70811


Wound Closure Tray W/IRISUM EA 89252 14-70903


[Consumable]
Lot Nos.: 311421 EXP OCT 31 2018, 311422 EXP NOV 30 2018, 311423 EXP JAN 31 2019, 311424 EXP FEB 28 2019, 311425 EXP APR 30 2019,
311426 EXP MAY 31 2019, 311427 EXP JUL 31 2019, 311428 EXP SEP 30 2019, 311413 EXP NOV 30 2017, 311414 EXP JAN 31 2018, 311415
EXP FEB 28 2018, 311416 EXP APR 30 2018, 311417 EXP MAY 31 2018, 311418 EXP JUN 30 2018, 311419 EXP AUG 30 2018, 311420 EXP SEP
30 2018
Units distributed beginning October 1, 2015


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


Distributor(s): •  Moore Medical LLC 1690 New Britain Avenue, PO Box 4066,Farmington, CT 06032-4066 , United States


Manufacturer(s): E M Adams Co Inc 7496 Commercial Circle, Fort Pierce, FL, 34941, United States


Suggested Distribution: Dialysis/Nephrology, Infection Control, Nursing, OR/Surgery, Home Care, IV Therapy, Materials Management


Summary:
�This Alert provides information on a Moore Medical subrecall of the above kits based on a November 17, 2017, Urgent Product Recall letter submitted
by an ECRI Institute member hospital. The distributor has not confirmed the information provided in the source material. For information on the action
initiated by E.M. Adams, see Alert A29532 .
Problem:
In a letter submitted by an ECRI Institute member hospital, E.M. Adams states that the above kits contain Aplicare povidone iodine prep pads that were
recalled by Medline because they do not meet the iodine assay level requirements to support 36-month expiration dating; Medline determined that they
support two-year expiration dating. The manufacturer has not confirmed the information provided in the source material.


Action Needed:
�Identify, isolate, and discontinue use of any affected kits in your inventory. If you have affected kits, verify that you have received the November 17,
2017, Urgent Product Recall letter and copy of the E.M. Adams Aplicare Povidone Iodine Prep Pad Recall Required Action letter and warning label
templates from Moore Medical. Using the enclosed warning label template, affix warning labels to affected kits. To obtain preprinted labels to be shipped
to your facility, contact Karen Donahue, E.M. Adams, by e-mail at k.donahue@emadamsco.com  or by telephone at (800) 225-4788 and indicate that
you are a Moore Medical customer. Upon opening the kit during the time of procedure, discard affected prep pads in accordance with your facility's
policies and procedures; all other components in the kits are not affected by this problem and may continue to be used. 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:
Moore Medical regulatory affairs department
Tel.: (800) 234-1464, ext. 5407
E-mail: MMCregulatoryaffairs@mooremedical.com
Website: Click here
Karen Donahue, E.M. Adams
Tel.: (800) 225-4788
E-mail: K.Donahue@emadamsco.com
Website: Click here
Comments:
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www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1632474

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1632474

mailto:k.donahue@emadamsco.com

mailto:MMCregulatoryaffairs@mooremedical.com

https://www.mooremedical.com/index.cfm?PG=Gen&amp;FN=Contactus

mailto:K.Donahue@emadamsco.com

http://www.emadamsco.com/contact.asp





● ��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 4. Member Hospital. November 17, 2017 Moore Medical letter and E.M. Adams letter and warning label templates Download
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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/164804/20171117MooreMedicalEMAdamsKitsClient.pdf



MMOqalaa
(A29532 01) Moore.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

