
SBED Weekly Update 17-Oct-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 

23 SFDA website
10/9/2017 10/15/2017

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: WU1742

MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Active Implantable Devices

Fortify, Fortify Assura, 

Quadra Assura, Quadra 

Assura MP, Unify, Unify 

Assura and Unify Quadra

10/12/2017 St. Jude Medical Inc FSN https

://nc

mdr.

Al-Jeel Medical & 

Trading Co. LTD

Update

Anaesthetic and respiratory devices

Carestation 620, 650 and 

650c - Potential for 

Elevated FiCO2

10/12/2017 GE Medical Systems FSN https

://nc

GE HealthcareNew

Assistive products for persons with disability

PRISM MEDICAL A625 10/9/2017 Handicare Ltd 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11617Al Safwa DimensionsNew

Diagnostic and therapeutic radiation devices

http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11627
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11624
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11617


MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Brilliance 64, Ingenuity 

Core, Ingenuity Core 128, 

Ingenuity CT

10/12/2017 Philips Healthcare FSN https

://nc

Philips Healthcare 

Saudi Arabia Ltd.

New

Dual Hemo MCable pod 

used with the Infinity 

Acute Care System (IACS) 

Monitoring Solution

10/9/2017 Draeger Medical 

Systems Inc

FSN https

://nc

mdr.

Draeger Arabia Co. Ltd.New

MAKO PKA & THA 

software of RIO system 

(MAKO Robot)

10/9/2017 Stryker Orthopaedics FSN https

://nc

Zimmo Trading 

Establishment.

New

MAQUET HLX 2004-5 DF, 

HLX 3004-5 DF and XTEN 

DF

10/12/2017 Getinge Disinfection AB FSN https

://nc

Gulf Medical Co.New

Electro mechanical medical devices

Auriga XL 4007 Laser 

System ,

10/9/2017 Boston Scientific 2 AttacGulf Medical Co.# Update

In vitro diagnostic devices

Fluorocell PLT reagent. 10/12/2017 Sysmex America Inc 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11621FAROUK, MAAMOUN TAMER & COMPANYNew

NucliSENS Lysis Buffer 10/12/2017 bioMerieux Inc 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11619Al-Jeel Medical & Trading Co. LTDUpdate

S. AIA-PACK PROG II and 

S. AIA-PACK PROG III

10/10/2017 Tosoh Corporation FSN httpsABDULLA FOUAD 

HOLDING COMPANY

New

Non-active implantable devices

Antegrade Femoral 

Connecting Bolts

10/10/2017 Zimmer, INC…. 2 AttacMedical Regulations 

Gate

# New

Reusable devices

Pilling Knife Handles 10/9/2017 Teleflex Medical 2 AttachedEbrahim M. Al-Mana & Bros. Co. Ltd.# New

Single-use devices

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11623
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11616
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11614
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11620
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11621
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11619
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11618



[High Priority ] - A29312 : Boston Scientific—Auriga 30 and Auriga XL 4007 Laser System Consoles: Misassembled Trigger Wire May Result in Error
Codes or Failure to Start


[High Priority ] - A29312 : Boston Scientific—Auriga 30 and Auriga XL 4007 Laser System Consoles:
Misassembled Trigger Wire May Result in Error Codes or Failure to Start
Medical Device Ongoing Action
Published: Thursday, October 5, 2017


UMDNS Terms:
•  Lasers, Ho&#58;YAG [18210]


Product Identifier:


Consoles
used with
the
following
Auriga
Laser
Systems:


Material
Nos.
(UPN):


Serial
Nos.:


30 M0068S3
0G0  20413941


XL 4007 M0068FS
4007G0


20503137,
20541967,
20546219,
20546440,
20575518


[Capital Equipment]


Geographic Regions: Australia, Europe, Vietnam


Manufacturer(s): Boston Scientific Corp 300 Boston Scientific Way, Marlborough, MA 01752-1234, United States 


Suggested Distribution: Clinical/Biomedical Engineering, OR/Surgery, Urology


Problem: In a September 2017 Urgent Field Safety Notice letter posted by the German Federal Institute for Drugs and Medical Devices (BfArM),
Boston Scientific (BSC) states that the above laser system consoles may have an incorrectly assembled trigger wire. BSC also states that the trigger wire
functions in the start-up of the console; an incorrectly assembled trigger wire may result in error codes or failure to start the console, potentially delaying
the procedure while an alternative console is obtained. If a substitute console or immediate alternative treatment is not available, this problem may result
in moderate risk to the patient related to the need to repeat anesthesia for the reintervention at a later date.


Action Needed:
Identify, isolate, and discontinue use of any affected systems in your inventory. If you have affected systems, verify that you have received the September
2017 Urgent Field Safety Notice letter and Verification Form from BSC. Regardless of whether you have affected product, complete the Verification
Form and return it to BSC using the information on the form. A BSC-certified engineer will contact your facility to arrange for correction of affected
consoles. Notify all relevant personnel at your facility of the information in the Urgent Field Safety Notice letter. Forward a copy of the letter to any
facility to which you have further distributed affected product, and inform BSC of the transfer.


For Further Information:
Boston Scientific local representative
Website: Click here


References:
● Germany. Federal Institute for Drugs and Medical Devices. Urgent field safety notice for Auriga XL 4007 laser system + Auriga 30 laser


system by Boston Scientific Corporation Marlborough [online]. 2017 Sep 29 [cited 2017 Oct 3]. 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):
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https://www.bostonscientific.com/en-US/customer-service.html

http://www.bfarm.de/SharedDocs/Kundeninfos/EN/14/2017/09608-17_kundeninfo_en.html

http://www.bfarm.de/SharedDocs/Kundeninfos/EN/14/2017/09608-17_kundeninfo_en.html

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

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





● 2017 Oct 2. BfArM (Germany). 09608/17 Download


● 2017 Oct 2. BfArM (Germany). Boston Scientific Reference No. 92154313-FA (includes reply form) Download
● 2017 Oct 4. Manufacturer. The manufacturer confirmed the information in the source material.
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/161278/20170929BostonScientificAurigaLaserSystemsBfArM.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/161279/201709xxBostonScientificAurigaLaserSystemsBfArM.pdf



MMOqalaa
(A29312) Boston Scientific-Auriga 30 and Auriga XL 4007 Laser System Consoles.pdf




[High Priority ] - A29295 : Zimmer Biomet—Antegrade Femoral Connecting Bolts: May Fracture during Insertion of the Femoral Nail�


[High Priority ] - A29295 : Zimmer Biomet—Antegrade Femoral Connecting Bolts: May Fracture
during Insertion of the Femoral Nail�
Medical Device Ongoing Action
Published: Monday, October 2, 2017
Last Updated: Tuesday, October 3, 2017


UMDNS Terms:
•  Bolts, Bone [16077]


Product Identifier:
�Antegrade Femoral Connecting Bolts [Consumable]
Item No. 14-442093; Lot Nos.: 034150, 100734, 185050, 185070, 305380, 321540, 354450, 370490, 401040, 413040, 426760, 627490, 629930, 629950,
639280, 764450, 844240, 975460
May have been shipped in instrument kits with the following item numbers: 14-442000S, 979195
Units manufactured between 2008 and 2010; Units distributed between January 2009 and September 2017


Geographic Regions: Costa Rica, Japan, &#160;U.S.


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


Suggested Distribution: OR/Surgery, Orthopedics, Materials Management


Problem:
�In a September 20, 2017, Urgent Medical Device Recall Removal letter submitted by an ECRI Institute member hospital, Zimmer Biomet states that the
above bolts may fracture during insertion of the femoral nail, potentially leading to a delay in surgery and foreign body retention.


Action Needed:
�Identify and isolate any affected product in your inventory. All antegrade femoral connecting bolts contain an item and lot number marked on the neck
of the device. For an image showing how to identify the item and lot numbers, see Figure 1 in the letter . If you have affected product, verify that you
have received the September 20, 2017, Urgent Medical Device Recall Removal letter and Certificate of Acknowledgment form from Zimmer Biomet.
Complete the Certificate of Acknowledgment form, and return it to Zimmer Biomet using the instructions in the letter. Your Zimmer Biomet sales
representative will remove affected product from your facility. Report any adverse events associated with the use of affected product to Zimmer Biomet
by e-mail at product.experience@zimmerbiomet.com . U.S. customers should also report adverse events or product quality problems relating to the use
of affected product to FDA’s MedWatch Adverse Event Reporting program by telephone at (800) 332-1088; by fax at (800) 332-0178; by mail (using
postage-paid FDA Form 3500, available here ) at Food and Drug Administration, HF-2, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the 
website .
For Further Information:
Zimmer Biomet
Tel.: (574) 371-3071, 8 a.m. to 5 p.m. Eastern time, Monday through Friday
E-mail: corporatequality.postmarket@zimmerbiomet.com
Website: Click here
Comments:


● �This alert is a living document and may be updated when ECRI Institute receives additional information. 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 Sep 28. Member Hospital. ZFA 2017-298 Download
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/160734/20170920ZimmerBiometAntegradeFemoralConnectingBoltsClient.pdf?option=80F0607

mailto:product.experience@zimmerbiomet.com

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

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

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

mailto:corporatequality.postmarket@zimmerbiomet.com

http://www.zimmerbiomet.com/corporate/about-zimmer-biomet/contacts-and-locations.html

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/161021/20170920ZimmerBiometAntegradeFemoralConnectingBoltsClient.pdf



MMOqalaa
(A29295) Zimmer Biomet-Antegrade Femoral Connecting Bolts.pdf




[High Priority ] - A29304 : �Teleflex—Pilling Knife Handles: Slot Depth May Be Out of Specification


[High Priority ] - A29304 : �Teleflex—Pilling Knife Handles: Slot Depth May Be Out of Specification
Medical Device Ongoing Action
Published: Friday, September 29, 2017


UMDNS Terms:
•  Knife/Scalpel Handles [12235]


Product Identifier:
�Pilling Knife Handles [Consumable]


Product Nos.: Lot Nos.:


352950 D6, E6, F6, G6,
H6, I6, J6


352951 I6, J6
352952 H6
352953 B6, E6, I6


352957 A6, B6, B7, K6,
L6


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


Manufacturer(s): Teleflex Medical3015 Carrington Mill Blvd, Morrisville, NC 27560, United States 


Suggested Distribution: Emergency/Outpatient Services, OR/Surgery, Materials Management


Problem:
In a September 26, 2017, Urgent Medical Device Recall 1st Notification letter submitted by an ECRI Institute member hospital, Teleflex states that the
slot depth of the above knife handles may be out of specification, potentially causing blades not to fit properly. Teleflex also states that this may cause
users to struggle to connect the two pieces, potentially causing them to slip and cut their hand. Teleflex further states that if the blade is not securely
connected when used in surgery, the blade may dislodge during use and may fall into the body cavity. Additionally, Teleflex states that it has received no
reports of patient harm associated with this problem. 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 September
26, 2017, Urgent Medical Device Recall 1st Notification and First Recall Acknowledgment Form from Teleflex. Regardless of whether you have affected
product, complete the Recall Acknowledgment Form, and return it to Teleflex, Attn: Customer Service by fax at (855) 419-8507 or by e-mail at 
recalls@teleflex.com . Upon receipt of the form, a Teleflex customer service representative will provide your facility with a return goods authorization
(RGA) number and instructions for product return.
For Further Information:
Teleflex customer service department
Tel.: (866) 246-6990
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 Sep 28. Member Hospital. (includes reply form) Download


www.ecri.org . Printed from Health Devices Alerts on Monday, October 9, 2017 Page 1
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mailto:recalls@teleflex.com

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/160827/20170926TeleflexPillingKnifeHandlesClient_Redacted.pdf



MMOqalaa
( A29304) Teleflex-Pilling.pdf



MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

​Aplicare Povidone Iodine 

Prep Pads

10/9/2017 Medline Industries Inc…. 2 AttacIkar Establishment# New

19 Fr Silicone Hubless 

Round Channel Drains

10/9/2017 Bard Pcripheral Vascular 

(BPV)

2 AttacC.R. BARD Saudi Arabia# New

Aplicare Povidone Iodine 

Prep Pads Contained in IV 

Start Kits ,

10/15/2017 Vygon UK Ltd 2 Attac

hed

Al-Jeel Medical & 

Trading Co. LTD

# New

ARS Decompression 

Needle

10/9/2017 North American Rescue FSN httpsN/ANew

BD 3 mL ChloraPrep with 

Tint Contained in Medline 

Kits

10/9/2017 Medline Industries Inc…. 2 Attac

hed

Ikar Establishment# New

Phaseal Secondary Set 

(C61)

10/12/2017 Becton Dickinson & Co. 

(BD)

FSN httpsBecton Dickinson B.V.New

Reinforced Dual-Lumen 

ECMO Catheters

10/9/2017 OriGen Biomedical 1 AttacArabian Trade House 

Est.

# New

Smiths 15 mL Unit Dose 

Normal Saline Vial 

Components Included in 

Closed Suction Systems 

for Adults​

10/15/2017 Halyard Health Co. 2 Attac

hed

Arabian Health Care 

Supply Co. (AHCSC)

# New

Synergy Health Maternity 

Pads Contained in 

Procedure Trays

10/9/2017 Molnlycke Health Care 

AB.

2 Attac

hed

Branch of Molnlycke 

Health Care AB

# New

Various Disposable 

Catheter Mounts,

10/10/2017 MEDIPLAST AB 1 httpsEylaf Medical Trading 

Est.

New

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11615
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11625
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11622



[High Priority ] - A29296 : Medline—�Aplicare Povidone Iodine Prep Pads: May Not Meet Iodine Assay Level Requirements to Support 36-Month Expiration Dating


[High Priority ] - A29296 : Medline—�Aplicare Povidone Iodine Prep Pads: May Not Meet Iodine
Assay Level Requirements to Support 36-Month Expiration Dating
Medical Device Ongoing Action
Published: Monday, October 2, 2017
Last Updated: Friday, October 6, 2017


UMDNS Terms:
•  Procedure Kit/Trays [28961]


Product Identifier:
Aplicare Povidone Iodine Prep Pads contained in Medline Kits  [Consumable]
SKU Nos.: P1001, P-1011, P-1001-8S, P-1011-8S
Kit
Descriptio
n


Kit Nos.: Kit Lot Nos.:


TRUNK
KIT


DYKTRUN
K1


15KA0573, 16AA0045, 16AA1041,  16BA1663 ,16BA1663
,16CA0938 ,16CA0938 ,16CA2157 ,16CA2157 , 16DA0640,
16DA0640 ,16DA1151 ,16EA0989 ,16EA1331 ,16EA1332
,16FA1759,16FA1759, 16HA0821 , 16IA0816, 16IA0995,16IA1265,
16JA0282,16KA1221,16KA2109, 16LA0033, 16LA0033, 16LA0908,
16LA1423, 17BA0791, 17BA1163, 17CA2544, 17EA0079,
17EA0953, 17EA0953, 17FA0009, 17FA0009, 17FA0227,
17FA0227, 17FA0470, 17FA1431, 17HA0258 , 17HA0258,
 17HA0259 


TRAY,
CATHETER
CARE,
LIDDED,


DYND121
10


15BA0731 , 15GA1298 , 15JA1007 , 15LA1196 , 16BA0141 ,
16KA0905 , 16KA2117 , 16LA1083 , 17GA0469 ,
17GA0469,17GA0469 , 17GA0469 


TRAY,
SUTURE
REMOVAL
, METL IR


DYND709
00


15BB1141 , 15BB6675 , 15DB6392 , 15DB7903 , 15EB8278 ,
15FB0996 , 15FB5820 , 15FB6946 , 15FB7710 , 15GB3076
,15HB2893 , 15IB7777 , 15MB1924 , 15MB4158 , 15OB2419 ,
15OB3160 , 15QB5832 , 15SB0602 , 15UB1894 , 15XB9648
,161B0423 , 161B0423 , 162B0188 , 16AB0538 , 16BB9463 ,
16CB6037 , 16FB5627 , 16GB9684 , 16IB7873 , 16KB8714
,16LB5336 , 16LB5336 , 16MB0650 , 16OB2944 , 16OB2944 ,
16OB9354 , 16PB7977 , 16QB0372 , 16QB0372 , 16QB7895
,16RB8500 , 16RB8500 , 16SB7791 , 16TB0404 , 16VB6708 ,
16VB7984 , 16VB7984 , 16WB5947 , 17AB4209 , 17BB3409
,17DB2103 , 17EB0363 , 17EB4268 , 17EB7214 , 17GB5103 ,
17GB6098 , 17MB3722 , 17MB3722 , 17OB8226 , 17PB7167
,17QB4767 , 17SB1821            


IV START
KIT
W/TRNSP
RNT
DRSG,


DYND740
77


15NB1484 , 15PB4186 , 15RB3991 , 15SB1927 , 15TB3898 ,
15VB8715 , 16CB4803 , 16DB7479, 16FB0940, 6GB2754 ,
16IB7722 , 16MB6145 , 16XB3425 , 17EB6063 , 17GB3103


IV START
KIT


DYND740
83


15AB6886, 15BB7595 , 15DB0937 , 15EB8155 , 15FB1084 ,
15GB0556 , 15GB8562 , 15HB2221 , 15JB7133, 15LB1982
,15MB6961 , 15NB0679 , 15PB2672 , 15PB2675 , 15PB2676 ,
15RB5190 , 15TB3437 , 15TB3907 , 15TB4975 , 15TB5795
,15UB8176 , 15VB2799 , 15WB6151 , 15XB5312 , 15ZB0325 ,
15ZB0325 , 16AB2800 , 16AB2800 , 16BB9442 , 16EB8531 ,
16FB3427 , 16FB7498 ,  16GB7331 ,16IB2273 , 16KB9748 ,
16OB0296, 16OB9348 ,16PB1407 , 16PB1409 , 16TB1310 ,
16UB7254, 16VB1077 , 16WB3456, 16XB6680 , 17BB0985 ,
17CB4926 , 17CB6834 , 17DB2079 , 17DB4835 , 17DB6845 ,
17HB2143 , 17OB8217 , 17QB4755 , 17RB8826 , 17SB7384 
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CENTRAL
LINE
DRESSING
CHANGE


DYND746
61


15AB2380, 15BB4028, 15EB8267, 15HB9170, 15IB1189,
15JB1255,  15JB3819, 15OB2391, 15RB0093, 165B0465,
165B0465 , 167B0074 , 16GB8146 , 16GB8853 , 16HB5501 ,
16JB0621, 16MB9484, 16NB7507, 16SB6683, 16TB9798,
16XB4392, 177B1602, 17CB1032,17CB5841, 17CB7720,
17EB4904, 17RB9139            


INTERMIT
TENT
CATH
INSERTIO
N KT


DYNDINSE
RTKIT


15QB2838, 160B0197, 16BB1015, 16GB6141, 16HB3256,
16IB4733, 16JB3251, 16QB4569, 175B1052, 17CB4925, 17SB3347


DEBRIDE
MENT
TRAY


DYNDW1
032


15DA0918, 16CA0509, 16HA0497, 16IA1051, 17BA0473,
17CA0323, 17HA0440 


INCISION
AND
DRAINAG
E TRAY


DYNJ0714
7


15AB3953, 15CB7041, 15TB3481, 160B1635, 16CB7649,
16GB6023, 16KB1547, 16MB0737, 16QB0422, 16VB9979,
16WB2198, 17DB1855, 17RB8957 


TRAY,
SUTURE
REMOVAL
, METAL S


MDS7015
50


15AB6038, 15GB5499, 15IB5484, 15OB1008, 15RB4072,
15XB6089, 163B0613, 16GB7687, 16IB0427, 16JB1136, 16JB1136,
16JB1137, 16MB6165, 16QB4583,17AB1937, 17CB7737,
17GB3906, 17HB5153 


INCISION
&
DRAINAG
E TRAY
STERI


MDS7081
5


15IB2555, 15LB6300, 15MB6877, 15SB3165, 16EB3098,
16HB5724, 16JB8627, 16LB2959, 16OB0345, 16RB6890,
171B1850, 173B1289, 17FB6679, 17HB4108


SUTURE
REMOVAL
TRAY


MDS7085
50


15AB0298, 15CB4037, 15DB1773, 15EB5734, 15EB7031,
15FB4971, 15GB6297, 15HB7750, 15IB2542, 15JB4540, 15JB8951,
15KB2811, 15KB3607, 15LB3792, 15LB9946, 15MB4672,
15MB6993, 15NB0307, 15OB1007, 15PB2708, 15SB0966,
15SB5212, 15TB2635, 15TB5026, 15VB7079, 15WB5957,
168B1674, 16AB4936, 16AB7799 ,16DB2888 ,16DB7705 ,
16EB5067 , 16FB4789 , 16HB8504 , 16IB2286 , 16JB1135,
16KB3385,16LB8439, 16MB0557, 16MB7758, 16NB7654,
16NB8410, 16OB0311, 16OB6419, 16PB7163,
16QB5368,16RB2145, 16RB3362,  16SB3592, 16SB9345,
16UB0134, 16UB8847, 16VB1439,  16VB9008,16WB1269,
16XB5139, 16YB4220, 17AB7491, 17AB8056, 17BB2475,
17EB6033, 17FB1721, 17FB1724, 17FB2571, 17FB2572,
17GB4997, 17HB3784, 17HB4133, 17NB0794, 17OB8840,
17PB5544, 17PB5545, 17RB7895, 17RB7896, 17TB7125 


TRAY,SUT
URE
REMOVAL
,MTL LITT


MDS7085
55


15AB2382 , 15AB3801 , 15BB4632 , 15BB7607 , 15CB2361 ,
15CB3122 , 15DB4702 , 15EB0442, 15FB7987, 15GB6298
,15HB9018 , 15IB6196 , 15OB3156 , 15QB0005 , 15QB5129 ,
15SB1926 , 15TB5027 , 15VB2548, 15WB7518 , 15XB3628
,161B0422 , 163B1695 , 164B2214 , 16BB3854 , 16EB4357 ,
16IB3745 


SUTURE
REMOVAL
TRAY


SD-1010
15BB1217 , 15BB4620 , 15GB8570 , 15HB2887 , 15HB7783 ,
15HB9538 , 15RB2444 , 15VB6353 , 15WB9354, 167B1031
,16AB3624 , 16BB5700 , 16CB4778 , 16KB5621 , 16QB7015 ,
17CB8694 , 17MB4778                 
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SUTURE
REMOVAL
TRAY


Z302-R


15BB4621, 15GB2482 , 15KB6269 , 15OB3158 , 15QB0074 ,
15TB5135 , 15UB1207 , 16AB7798 , 16BB5703 , 16DB4882
,16EB7647 , 16HB6467 , 16LB3367 , 16RB9874 , 16UB3977 ,
16VB6580 , 177B2075 , 17CB4220 , 17MB0084 , 17NB1933 ,
17QB2640 , 17RB9452


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


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


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


Problem:
�In a September 28, 2017, Immediate Action Required letter submitted by ECRI Institute member hospitals, Medline states that stability reviews of the
above pads indicate that they are not meeting the iodine assay level requirements to support 36-month expiration dating, and the manufacturer is updating
it to two-year expiration dating. Medline also states that the above product was additionally used as a component in the above kits. The manufacturer has
not confirmed the information provided in the source material.


Action Needed:
Identify and isolate any affected kits in your inventory. If you have affected product, verify that you have received the September 20, 2017, Immediate
Action Required letter, Verification Form, and stickers from Medline. Regardless of whether you have affected product, complete the Verification Form,
and return it to Medline by e-mail at recalls@medline.com  or by fax at (866) 767-1290. Attach enclosed stickers to affected kits; if additional stickers
are needed, contact Medline by telephone at (866) 359-1704. Do not use the affected Aplicare Povidone Iodine Prep Pad components; use another
approved product from your sterile supply. Forward a copy of the letter to any facility to which you have further distributed affected product.
For Further Information:
Kassandra Cotner, Medline
Tel.: (866) 359-1704
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 Oct 2. Member Hospital. September 28, 2017, Medline letter submitted by an ECRI Institute member hospital Download
● 2017 Oct 2. Member Hospital. September 28, 2017 Medline Verification Form submitted by an ECRI Institute member hospital Download
● 2017 Oct 2. Member Hospital. Medline stickers for affected products Download
● 2017 Oct 2. Member Hospital. Medline affected product list Download
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MMOqalaa
(A29296) Medline-Aplicare.pdf




[High Priority ] - A29306 : Bard—19 Fr Silicone Hubless Round Channel Drains: Packaging May Contain Incorrect Size Drains


[High Priority ] - A29306 : Bard—19 Fr Silicone Hubless Round Channel Drains: Packaging May
Contain Incorrect Size Drains
Medical Device Ongoing Action
Published: Friday, September 29, 2017
Last Updated: Thursday, October 5, 2017


UMDNS Terms:
•  Drains, Wound [11305]


Product Identifier:
�19 Fr Silicone Hubless Round Channel Drains [Consumable]
Product No. V072230; Lot No. NGAZ3014 EXP JAN 2022


Geographic Regions: U.S.


Manufacturer(s): Bard Medical Div C R Bard Inc8195 Industrial Blvd, Covington, GA 30014, United States


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


Problem:
In a September 25, 2017, Urgent Medical Device Product Recall letter submitted by an ECRI Institute member hospital, Bard states that the packaging of
the above drains may contain size 24 Fr units mixed in addition to the correct size 19 Fr units. Bard also states that the surgeon will most likely notice the
incorrect size drain before insertion and that procedure and anesthesia time may be prolonged while the appropriately sized drain is procured.


Action Needed:
�Identify, isolate, and discontinue use of any affected drains in your inventory (see attachment 1 in the  letter  for a label example). If you have affected
drains, verify that you have received the September 25, 2017, Urgent Medical Device Product Recall letter and Recall and Effectiveness Check Form
from Bard. Complete the Recall and Effectiveness Check Form, and return it to Bard using the information on the form. Upon receipt of the completed
form, the Bard Medical Division (BMD) coordinator will issue a return authorization number for the return of affected product. Forward a copy of the
Urgent Medical Device Product Recall letter to any facility to which you have further distributed affected product.
For Further Information:
Bard
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 Sep 29. Member Hospital. Bard letter submitted by an ECRI Institute member hospital (includes reply form) Download
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[High Priority ] - A29351 : Vygon—�Aplicare Povidone Iodine Prep Pads Contained in IV Start Kits: May Not Meet Iodine Assay Level Requirements to
Support 36-Month Expiration Dating


[High Priority ] - A29351 : Vygon—�Aplicare Povidone Iodine Prep Pads Contained in IV Start
Kits: May Not Meet Iodine Assay Level Requirements to Support 36-Month Expiration Dating
Medical Device Ongoing Action
Published: Thursday, October 12, 2017


UMDNS Terms:
•  Procedure Kit/Trays [28961]
•  Dressings, Impregnated, Antimicrobial, Iodine [24823]
•  Towelettes, Personal, Antiseptic [17988]


Product Identifier:
Aplicare Povidone Iodine Prep Pads contained in Vygon Kits [Consumable]
Kit Product Nos.: Kit Lot Nos.:
AMS-623T-6 1506075D, 1508057D, 1511030D, 1604024D, 1605080D, 1610017D, 1706097D, 1707055D
AMS-626TGSLF 1601102D, 1603099D, 1605081D, 1607019D, 1610057D, 1703068D, 1703069D, 1704065D, 1706076D, 1707031D, 1707056D


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


Manufacturer(s): Vygon USA 2750 Morris Road, Suite A200, Lansdale, PA 19446, United States


Suggested Distribution: Dialysis/Nephrology, Emergency/Outpatient Services, Infection Control, Nursing, Obstetrics/Gynecology/Labor and
Delivery, OR/Surgery, Home Care, Pain Clinic, EMS/Transport, Pharmacy, IV Therapy, Materials Management


Problem: In an October 3, 2017, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Vygon states that stability
reviews indicate that the povidone pads in the above kits do not meet the iodine assay level requirements to support 36-month 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
October 3, 2017, Urgent Medical Device Recall letter and Recall Acknowledgment and Inventory Return Form from Vygon. Regardless of whether you
have affected product, complete the Recall Acknowledgment and Inventory Return Form and return it to Vygon using the instructions on the form. Upon
receipt of the form, a Vygon representative will contact your facility to arrange for product return and replacement. Notify all relevant personnel at your
facility of the information in the Urgent Medical Device Recall letter, and forward a copy of the letter to any facility to which you have further distributed
affected product.
For Further Information:
Vygon customer service department
Tel.: (800) 473-5414
E-mail: customerservice@vygonus.com
Website: Click here
Comments:


● For information on a related recall, see Alert A29296 .
● 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 11. Member Hospital. October 3, 2017 Vygon letter submitted by ECRI Institute member hospital (includes reply form) Downloa
d
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[High Priority ] - A29303 : �Medline—BD 3 mL ChloraPrep with Tint Contained in Medline Kits: May Be Incorrectly Labeled as ChloraPrep One-Step


[High Priority ] - A29303 : �Medline—BD 3 mL ChloraPrep with Tint Contained in Medline Kits: May
Be Incorrectly Labeled as ChloraPrep One-Step
Medical Device Ongoing Action
Published: Tuesday, October 3, 2017


UMDNS Terms:
•  Swabs, Antiseptic [13913]
•  Procedure Kit/Trays [28961]


Product Identifier:
�BD 3 mL ChloraPrep with Tint contained in Medline Kits [Consumable]
ChloraPrep Product No. 260415NS


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


Manufacturer(s): Medline Industries IncOne Medline Place, Mundelein, IL 60060, United States (kit manufacturer)
BD1 Becton Dr, Franklin Lakes, NJ 07417-1884, United States (ChloraPrep manufacturer) 


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


Problem:
�In a September 20, 2017, Immediate Action Required letter submitted by an ECRI Institute member hospital, Medline states that the ChloraPrep with
Tint components of the above kits may be mislabeled as CloraPrep One-Step. The distributor has not confirmed the information provided in the source
material.


Action Needed:
�Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the September 20, 2017,
Immediate Action Required letter, stickers, and Verification Form from Medline. Affix the stickers to affected kits. Do not use affected components. If
you need additional stickers, contact Medline using the information below. Regardless of whether you have affected product, complete the Verification
Form and return it to Medline using the instructions on the form.
For Further Information:
Medline
Tel.: (866) 359-1704
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 Oct 3. Member Hospital. Medline letter submitted by ECRI Institute member hospital (includes reply form) Download
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[Critical Priority ] - A29280 : OriGen—Reinforced Dual-Lumen ECMO Catheters: Clear Extension Tube May Separate From Hub Connection


[Critical Priority ] - A29280 : OriGen—Reinforced Dual-Lumen ECMO Catheters: Clear Extension Tube
May Separate From Hub Connection
Medical Device Ongoing Action
Published: Friday, September 29, 2017
Last Updated: Thursday, October 5, 2017


UMDNS Terms:
•  Oxygenators, Extracorporeal Membrane [17643]
•  Catheters, Vascular, Infusion/Perfusion [18642]


Product Identifier:
�Reinforced Dual-Lumen Extracorporeal Membrane Oxygenation (ECMO) Catheters [Consumable]
Catalog No. VV28F
Lot
Nos.:


Manufact
ure
Dates:N18487


EXP
AUG 30
2018


14-Aug-
14


N18487
-1 EXP
APR 30
2019


15-Apr-
15


 


Geographic Regions: Austria, Belgium, Chile, Colombia, Czech Republic, India, Italy, Kingdom of Saudi Arabia, The Netherlands, Poland, South
Africa, Sweden, Thailand, United Arab Emirates, U.S.


Manufacturer(s): OriGen Biomedical Inc 7000 Burleson Road, Bldg D, Austin, TX 78744, United States


Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Critical Care, OR/Surgery, Pulmonology/Respiratory Therapy, Perfusion,
Materials Management


Problem:
�In a September 27, 2017, Company Announcement posted by FDA, OriGen states that the clear extension tube may separate from the hub connection
on the above catheters, potentially resulting in serious patient injury and necessitating intervention to prevent permanent impairment/damage. OriGen
also states that it is aware of two product failures and that it has received two reports of adverse events associated with the problem. OriGen further states
that affected customers were notified by e-mail.


Action Needed:
�Identify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have been contacted by
OriGen. OriGen has submitted a letter with a recall effectiveness form to each institution to whom a delivery was made. If you have not received the
letter, contact Origen customer service using the information below. Return affected product using the instructions provided by OriGen in the e-mail.
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 or online at the MedWatch website .
For Further Information:
Jackie Jaskula, OriGen
Tel.: (512) 474-7278, 8 a.m. to 5 p.m. Central time, Monday through Friday
Website: Click here
References:�


● United States. Food and Drug Administration. Company Announcement—OriGen Biomedical issues nationwide recall of OriGen VV28F
reinforced dual lumen ECMO catheters [online]. 2017 Sep 27 [cited 2017 Oct 5]. 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 5. FDA. Company Announcement Download
● 2017 Oct 5. Manufacturer. The manufacturer confirmed the information provided in the source material.
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[High Priority ] - A29350 : Halyard Health—Smiths 15 mL Unit Dose Normal Saline Vial Components Included in Closed Suction Systems for
Adults�: Vials May Leak, Potentially Leading to Compromised Sterility


[High Priority ] - A29350 : Halyard Health—Smiths 15 mL Unit Dose Normal Saline Vial Components
Included in Closed Suction Systems for Adults�: Vials May Leak, Potentially Leading to
Compromised Sterility
Medical Device Ongoing Action
Published: Thursday, October 12, 2017


UMDNS Terms:
•  Sterile Solution Bottles [15086]
•  Catheters, Tracheal, Suction [10749]


Product Identifier:
�Smiths 15 mL Unit Dose Normal Saline Vials (144/case) included in Halyard Health Closed Suction Systems for Adults [Consumable]
Vial Product No. R0159; Vial Lot Nos.: A661, A526, A536, A569, B067, B201


Halyard Health Closed
Suction Systems:


Halyard Health
Product Nos.:


Halyard
Health Lot
Nos.:


14 Fr, DSE, Wet Pak 22106


AB6011U20,
AB6123U07,
AB6123U01,
AB6207U04,
AB6284U17


14 Fr, DSE, Wet Pak 221036 AB6263U11


14 Fr, DSE, Wet Pak 22108147
AB3011U15,
AB6067U17,
AB6256U13


14 Fr, Elbow,
Directional Tip, Wet
Pak


22169 AB6123U08,
AB6123U11


14 Fr, NOVAPLUS
Endotracheal Wet Pak
with Ballard
Technology, Double
Swivel Elbow


2V22108147 AB6018U07


14 Fr, T-Piece, MDI,
Wet Pak 220123568 AB6151U08,


AB5207U13
14 Fr, T-Piece, Wet
Pak 22012356 AB6032U10


14 Fr, T-Piece, Wet
Pak 2208A055 AB6291U17


14 Fr, Turbo-
Cleaning, DSE, Wet
Pak


2276
AB6018U03,
AB6137U12,
AB6305U17


14 Fr, Turbo-Cleaning
T-Piece, Wet Pak 22701356 AB6207U12


14 Fr, Turbo-
Cleaning, DSE, MDI,
Wet Pak


22714186 AB6088U01


14 Fr, Turbo-
Cleaning, T-Piece,
Wet Pak


227056 AB6123U12,
AB6284U18


With BALLARD
Technology, Wet Pak 2216 AB6032U03


With BALLARD
Technology, Wet Pak 22056 AB6032U12


With BALLARD
Technology, Wet Pak 220569 AB6207U11


Geographic Regions: �U.S.


Manufacturer(s): Halyard Health5405 Windward Pkwy, Alpharetta, GA 30004, United States (suction system manufacturer)
Smiths Medical ASD Inc9 Riverside Rd, Weston, MA 02493, United States (saline vial manufacturer)


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


Problem:
�In an October 6, 2017, Urgent Saline Vial Recall letter submitted by an ECRI Institute member hospital, Halyard Health states that the above vial
components, manufactured by Smiths, may be susceptible to leaking, potentially resulting in exposure to infectious agents if the container barrier is
compromised. Halyard Health also states that this problem may result in infection, necessitating treatment with antibiotics. Halyard Health further states
that it has received no reports of adverse events associated with this problem.


Action Needed:
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�Identify any affected product in your inventory. Halyard Health states that only the saline vial components are affected by this recall. The catheter and
accessories of the closed suction system are not affected by the saline recall. If you have affected product, verify that you have received the October 6,
2017, Urgent Saline Vial Recall letter and Product Recall Verification/Destruction Form from Halyard Health. Isolate and destroy any affected saline
vials using your facility's standard disposal procedure. Consider obtaining replacement saline from your facility's supply room or in-house pharmacy.
Regardless of whether you have affected product, complete the Product Recall Verification/Destruction Form, and return it to Halyard Health using the
instructions on the form. You may continue to use the catheter and remaining accessories included in the closed suction system.
For Further Information:
Halyard Health regulatory affairs department
Tel.: (678) 477-4165
Website: Click here
Comments:


● �For information regarding the recall initiated by Smiths, see Alert A29158 .
● 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 10. Member Hospital. (includes reply form) Download
● 2017 Oct 12. Manufacturer. The manufacturer confirmed the information provided in the source material.
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[High Priority ] - A29319 : Molnlycke—Synergy Health Maternity Pads Contained in Procedure Trays: May Contain Debris


[High Priority ] - A29319 : Molnlycke—Synergy Health Maternity Pads Contained in Procedure Trays:
May Contain Debris
Medical Device Ongoing Action
Published: Thursday, October 5, 2017


UMDNS Terms:
•  Procedure Kit/Trays, Labor/Delivery [11141]


Product Identifier:
Procedure Trays containing Synergy Health Maternity Pads [Consumable]
Pad Component Product No. 2300491-00
For a list of affected product, see the letter sent to your facility


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


Manufacturer(s): Molnlycke Health Care AB Box 13080, SE-402 52 Gothenburg, Sweden (Procedure tray manufacturer)
Synergy Health plc Rutherford House Stephensons Way, Derby DE21 6LY, England (Swab gauze manufacturer) 


Suggested Distribution: Nursing, Obstetrics/Gynecology/Labor and Delivery, Materials Management


Problem:
In a September 22, 2017, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA),
Molnlycke states that the above maternity pads may contain debris. Molnlycke 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 September 22, 2017, Urgent
Field Safety Notice letter and Confirmation Form from Molnlycke. Regardless of whether you have affected product to return, complete the Confirmation
Form and return it to Molnlycke using the information on the form. Upon receipt of the form, Molnlycke will contact your facility to arrange for product
return and credit. Forward a copy of the letter to any facility to which you have further distributed affected product.
For Further Information:
Linda Magnusson, Molnlycke global products complaints manager
Tel.: 46 (31) 3523733
E-mail: vigilance@molnlycke.com
Website: Click here


References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Mölnlycke Health Care: See attached product table [online]. London:


Department of Health; 2017 Oct 2 [cited 2017 Oct 2]. (Field safety notice; reference no. 2017/009/022/291/024). 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 2. MHRA FSN. 2017/009/022/291/024 Download
● 2017 Oct 2. MHRA FSN. Molnlycke Reference No. 50065926 (includes reply form) Download
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MMOqalaa
(A29319) Molnlycke-Synergy Health Maternity Pads Contained in Procedure Trays.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

