
SBED Weekly Update 21-Aug-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 

30 SFDA website
8/13/2018 8/18/2018

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: WU1834

Hospital Name

MedicalDevice Post Date Manufacturer Class LinkDistrbutorType Affected

 Yes/No

Anaesthetic and respiratory devices

AEROtube-ET01-65M-

SET, Endotrachealtubus-

SET,mit Manschette, 

einzeln steril verpackt

8/18/2018 HUM GmbH FSN https

://nc

mdr.

N/ANew

Arkon Anesthesia 

Delivery System..

8/14/2018 Spacelabs Healthcare Inc 1 httpsGulf Medical Co.New

Matrx Digital MDM Mixer 8/18/2018Air Liquide Medical Systems 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13056N/ANew

Assistive products for persons with disability

VitalGo Total Lift Bed 8/14/2018 Vitalgo Inc 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13050N/ANew

Diagnostic and therapeutic radiation devices

http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13067
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13043
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13056
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13050


MedicalDevice Post Date Manufacturer Class LinkDistrbutorType Affected

 Yes/No

iTOVi Tracker/Scanner 8/14/2018 Hudson Scientific LLC 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13042N/ANew

MEVION S250/MEVION 

S250i

8/14/2018 Mevion Medical 

Systems, Inc.

2 httpsGulf Medical Co.New

Philips Allura Xper, UNIQ 

and Centron

8/16/2018 Philips Healthcare 2 httpsPhilips Healthcare 

Saudi Arabia Ltd.

New

Samsung X-ray systems 8/18/2018 Samsung Electronics FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13068Ebrahim M. Al-Mana & Bros. Co. Ltd.New

The Infinity M30Ö+ 8/18/2018Draeger Medical Systems Inc FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13064Draeger Arabia Co. Ltd.New

VentriClear 8/14/2018 Cook Inc, 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13046Majal Care for Trading Est.New

Electro mechanical medical devices

Boston Scientific Guider 

Softip XF Guide Catheter

8/14/2018 Boston Scientific Cardiac 

Rhythm Management 

2 httpsFAROUK, MAAMOUN 

TAMER & COMPANY

New

In vitro diagnostic devices

Alinity ci‐series System 

Control Module (SCM).

8/14/2018 Abbott FSN httpsMedical supplies & 

Services Co.Ltd 

New

G8 Automated HPLC 

Analyzer

8/14/2018 Tosoh Bioscience Inc 2 httpsN/ANew

TCube One Step 

MultiDrug Oral Fluid Test 

Cube

8/14/2018 GUANGZHOU Wondfo 

Biotech Co., Ltd.

2 https

://nc

Regulatory StandardsNew

UniCel DxH 800 and 

UniCel DxH 600 Coulter 

Cellular Analysis System

8/18/2018 Beckman Coulter Inc.. 1 https

://nc

ABDULLA FOUAD 

HOLDING COMPANY

New

Various in vitro 

fertilisation (IVF) and 

assisted reproduction 

technologies (ART) 

products

8/18/2018 Sage In-Vitro 

Fertilization Inc - A 

Cooper

Surgical Company

2 https

://nc

mdr.

sfda.

N/ANew

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13042
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13048
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13052
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13068
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13064
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13046
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13040
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13051
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13049
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13047
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13053
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13054


MedicalDevice Post Date Manufacturer Class LinkDistrbutorType Affected

 Yes/No

Non-active implantable devices

AFX Endovascular AAA 

System

8/13/2018 Endologix Inc FSN AttacN/A# Update

rHead, Lateral Assembly 

and multiple Orthopedic 

implants

8/14/2018 Howmedica Osteonics 

Corp.

2 https

://nc

Zimmo Trading 

Establishment.

New

Spatz3 Adjustable Gastric 

Balloon System

8/18/2018 SPATZ FGIA, INC.. 2 httpsMEDICAL 

INNOVATIONS EST.

New

TRENDHIP STANDARD 

CEM.LESS 12/14 SIZE 2

8/18/2018 Groupe Lepine FSN httpsN/ANew

VERASENSE ZBH-

PSNCREF311-R CR E-F/3-

11 Right.

8/18/2018 Orthosensor Inc. 2 https

://nc

Smith & Nephew incNew

Ophthalmic and optical devices

Alcon LuxOR™ E71 

Ophthalmic Microscope

Alcon LuxOR™ E71 Q-

Vue™ Ophthalmic 

Microscope

8/18/2018 Alcon Laboratories Inc. FSN https

://nc

mdr.

sfda.

Al Amin Medical 

Instruments Co. Ltd.

New

Beaver Xstar 8/14/2018Beaver Visitec International Ltd 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13045Al Amin Medical Instruments Co. Ltd.New

Stellaris Elite™ Single Port 

Vitrectomy Cutters in 

Gauge

8/18/2018 Bausch & Lomb GmbH.. FSN https

://nc

Medical regulations 

gate

New

Reusable devices

FLO LOK III Dispenser 8/18/2018 Roche Diagnostics GmbH FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13069Al-Jeel Medical & Trading Co. LTDNew

Single-use devices

AirLife Manual 

Resuscitation Devices

8/13/2018 Vyaire Medical, Inc.. 2 AttacBio Standards# New

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13041
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13061
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13066
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13060
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13062
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13045
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13063
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13069



[High Priority ] - A27814 02 : Endologix—AFX Endovascular AAA Systems: Manufacturer and FDA Provide Updates and New Recommendations and Guidelines [Update]


[High Priority ] - A27814 02 : Endologix—AFX Endovascular AAA Systems: Manufacturer and FDA
Provide Updates and New Recommendations and Guidelines [Update]
Medical Device Ongoing Action
Published: Tuesday, August 7, 2018
Last Updated: Thursday, August 9, 2018


UMDNS Terms:
•  Catheters, Vascular, Guiding [17846]


Product Identifier:
[Consumable]


Product Endologix International BV
Model


Endovascular Abdominal Aortic Aneurysm (AAA) Graft Systems AFX, AFX2


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


Manufacturer(s): Endologix International BVBurgemeester Burgerslaan 40, Rosmalen, Noord-Holland 5245, The Netherlands


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


Summary:
�Update Reason: Manufacturer provides updates and new recommendations and guidelines; FDA provides update. This Alert provides new information
based on a July 20, 2018, Urgent Important Safety Update letter submitted by ECRI Institute member hospitals and FDA source material regarding Alerts
A27814  and A27814 01 . In a June 19, 2018, Safety Alert and Letter to Health Care Providers, FDA states that it continues to evaluate information


from several sources and that, based on new information, the Endologix AFX with Strata device is at greater risk for a Type III endoleak than to other
endovascular AAA graft systems. FDA also states that Endologix has not manufactured the AFX with Strata graft material since July 2014 and that in
December 2016, the firm requested that all AFX with Strata devices be removed from hospital inventory (see Alert A27814 ). New information is
provided in the Problem and Action Needed fields.
 
Problem:
In a July 20, 2018, Urgent Important Safety Update letter submitted by ECRI Institute member hospitals, Endologix states that Type III endoleaks may
cause increased pressure within the aneurysm sac that could increase the risk of aneurysm rupture and patient death. Endologix also states that
investigations into Type III endoleaks have identified the following associations:


● Inadequate component overlap at the index procedure
● Lateral movement in large or tortuous aortas leading to reduction or loss of component overlap and/or implant stability
● Use of an excessively oversized proximal extension relative to the bifurcated main body device
● Procedural factors such as extensive guidewire/catheter manipulation or aggressive balloon molding
● Off-label use (especially in highly calcified anatomy)
● Implant of other manufacturer's devices as proximal extensions


Endologix further states that, as explained in its previous communications, the firm has taken a number of actions in recent years to address Type III
endoleaks with the AFX system, including changes to the system's instructions for use (IFU), as well as product modifications intended to help prevent
the occurrence of Type III endoleaks, such as changing from the original graft material processing, referred to as Strata (i.e., AFX system with Strata) to
an improved process known as Duraply (i.e., AFX system with Duraply), and introduction of the AFX 2 bifurcated endograft system manufactured with
Duraply (AFX2 system with Duraply). Endologix states that it has been monitoring the effectiveness of these changes through its complaint monitoring
system and, as shown in Appendix 1 of the letter , the reported Type IIIa and IIIb endoleak estimated complaint rates at equivalent time points past one
year have been lower for the AFX system with Duraply and AFX2 system with Duraply compared to the AFX system with strata, which has been
discontinued and was removed from the field in December 2016 (see Alert A27814 ). Endologix also states that the estimated complaint rates are
calculated based on voluntary complaint reporting and units sold, which may underestimate the true event rate on a per patient basis. The manufacturer
has not confirmed the information provided in the source material.
 


Action Needed:
Identify any affected product in your inventory and any patients implanted with affected product. If you have affected product and/or patients, verify that
you have received the July 20, 2018, Urgent Important Safety Update letter from Endologix and that you have reviewed the June 19, 2018, FDA Safety
Alert  and Letter to Health Care Providers . Endologix states that no product return is required. Endologix provides the following recommendations and
guidelines:
Patient-Tailored Surveillance Recommendations


● Endologix states that, as described in previous updates from the firm, all AFX patients require lifelong, regular follow-up to assess the
performance of their endovascular implant; therefore, at a minimum, Endologix recommends that high-resolution computed tomography
(CT) scan imaging (contrast-enhanced and non-contrast) be performed at one month, six months, one year, and annually thereafter.


● In addition to these general surveillance recommendations and in line with the clinical practice guidelines published by the Society of
Vascular Surgeons (SVS) and the European Society of Vascular Surgeons (ESVS) recommending personalized surveillance, Endologix is
providing information to assist physicians in tailoring follow-up for patients. For these recommendations, see Appendix 2 of the letter .


Device Sizing Recommendation
● Endologix states that, as described in previous updates from the firm, the AFX2 sizing algorithm may mitigate the identified contributing


factors and help prevent the occurrence of Type III endoleaks. This sizing algorithm was included in the AFX2 with Duraply IFU at the time
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www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1629185

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1629185
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www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1629185
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of its commercial release in February 2016 and is being added to the AFX with Duraply IFU for consistency across platforms. These sizing
recommendations are provided in Appendix 3 of the letter .


Guidelines on Intervention through or Re-Intervention on an AFX Device
● Endologix states that it recognizes that there may be a clinical need to either perform an intervention through a previously implanted AFX


device (e.g., to gain access for a coronary procedure) or a re-intervention on such a device (e.g., for treatment of a Type III endoleak). As
illustrated in Figure 1 in the letter , the AFX implant has a unique endoskeleton design in which the ePTFE is attached only to the most
proximal and distal stent apices of the implant. The ePTFE is not attached to the stent cage throughout its entire length. Based on this unique
design, Endologix has developed guidelines that should be considered in intervention/re-intervention situations to ensure that devices can be
tracked through the previously implanted AFX device without damage. This includes step-by-step instructions on how best to navigate the
endoskeleton design of the existing AFX device to obtain and confirm proper wire access. These guidelines are intended to help guide the
physicians and do not take the place of physician judgment. For an outline of the complete intervention and re-intervention guidelines, see
Appendix 4 and Appendix 5 of the letter , respectively.


Endologix states that the information described above is included in the revised product IFU. To request a hard copy of the revised IFU, contact the
Endologix customer service department using the information below. The revised IFU are also available in the Endologix Labeling Library, accessible as
noted on the AFX system label here  (KEYCODES: ELX10022 and ELX10029).
FDA recommends that healthcare providers do the following:


● Closely monitor patients who have previously undergone implantation with the AFX with Strata device. Ensure annual follow-up at a
minimum to monitor for Type III endoleaks.


● Contact Endologix with questions as to whether your patient has been implanted with the AFX with Strata device. Physicians may send
requests to device.tracking@endologix.com . Healthcare providers may also contact their Endologix representative to request the data or
contact Endologix's medical affairs office at medicalaffairs@endologix.com  with questions.


● Remain alert for further updates and recommendations from Endologix and FDA.
● Consider Type III endoleaks in the differential diagnosis of patients presenting with symptoms of potential aneurysm expansion or rupture.


Discuss all available treatment options to address Type III endoleaks with patients, including the risks and benefits of each, before deciding
the best treatment approach.


● Review the annual clinical updates as posted on the manufacturer's website for current information on the safety and effectiveness of each
endovascular graft system.


For additional steps that FDA continues to recommend for healthcare providers who follow patients treated with any endovascular AAA graft system, see
the Letter to Health Care Providers . Report any adverse reactions or quality problems experienced with the use of affected product to Endologix by e-
mail at fieldassurance@endologix.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 MedWatch 
website . 
 
For Further Information:
Endologix customer service department (U.S.)
Tel.: (800) 983-2284, 5 a.m. to 6 p.m. Pacific time
Website: Click here


�References:
Great Britain. Medicines and Healthcare Products Regulatory Agency. Endologix: AFX EndoVascular AAA system [online]. London: Department of
Health; 2017 Jun 26 [cited 2017 Nov 10]. (Field safety notice; reference no. 2017/006/019/601/001). Available from Internet: Click here .
United States:


● Food and Drug Administration. MedWatch. Various aortic endovascular graft systems: letter to health care providers—UPDATE on Type
III endoleaks [online]. 2018 Jun 19 [cited 2018 Aug 6]. Available from Internet: Click here .


● Food and Drug Administration. UPDATE on Type III endoleaks associated with endovascular graft systems—letter to health care providers
[online]. 2018 Jun 19 [cited 2018 Aug 6]. Available from Internet: Click here .


Comments:


● This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2018 Aug 6. Member Hospital. Endologix letter submitted by ECRI Institute member hospitals Download
● 2018 Aug 6. FDA. Letter to Healthcare Providers Download
● 2018 Aug 6. FDA. MedWatch Download
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[High Priority ] - A30902 : CareFusion—AirLife Manual Resuscitation Devices: Mask and Elbow Components May Be Difficult to Disconnect


[High Priority ] - A30902 : CareFusion—AirLife Manual Resuscitation Devices: Mask and Elbow
Components May Be Difficult to Disconnect
Medical Device Ongoing Action
Published: Wednesday, August 8, 2018


UMDNS Terms:
•  Infusion Pumps, Multitherapy, Syringe [13217]
•  Resuscitators, Pulmonary, Manual, Disposable [17592]


Product Identifier:
[Consumable]


Product CareFusion
Part No. Lot No.


AirLife Manual Resuscitation Devices 2K8005 0000908575, 0000909893, 0000909894,
0000911377, 0000911378, 0000911379,
0000912890, 0000913867, 0000913868,
0000915438, 0000915439, 0000915440,
0000915441, 0000915442, 0000915443,
0000917043, 0000917045, 0000917047,
0000917049, 0000917051, 0000921480,
0000921482, 0000921484, 0000921485,
0000921493, 0000921494, 0000921495,
0000921497, 0000921498, 0000924307,
0000924308, 0000924309, 0000924310,
0000924953, 0000924954, 0000924955,
0000927816, 0000927818, 0000927819,
0000927821, 0000928092, 0000928093,
0000931291, 0000931292, 0000931298,
0000931299, 0000933583, 0000933584,
0000934282, 0000934283, 0000934284,
0000934294, 0000934295, 0000934297,
0000936070, 0000936423, 0000939901,
0000939902, 0000939903, 0000939904,
0000944392, 0000944394, 0000944395,
0000944398, 0000947493, 0000947495,
0000947496, 0000947498, 0000949446,
0000949447, 0000949448, 0000949459,
0000949460, 0000949461, 0000953220,
0000953221, 0000953222, 0000953229,
0000956649, 0000956650, 956671, 0000956673,
0000956674, 0000960227, 0000960228,
0000960230, 0000960721, 0000960722,
0000960723, 0000963256, 0000963258,
0000963259, 0000966515, 0000966516,
0000967268, 0000967269, 0000969798,
0000969799, 0000970277, 0000970278,
0000972936, 0000972938, 0000973459,
0000973460, 0000975502, 0000975503,
0000978637, 0000978639, 0000979969,
0000979970, 0000979971, 0000981789,
0000981792, 0000982835, 0000983469,
0000983470, 0000985673, 0000988743,
0000988744, 0000988751, 0000988752,
0000988753, 0000989200, 0000991579,
0000991581, 0000992071, 0000992073,
0000994613, 0000994614, 0000994615,
0000997892, 0000997893, 0000998781,
0001000349, 0001000350, 0001000352,
0001000493, 0001000494, 0001000495,
0001002018, 0001002279, 0001002280,
0001006129, 0001006132, 0001007297,
0001009051, 0001009052, 0001010334,
0001010335, 0001011052, 0001011053,
0001012634, 0001013504, 0001013505,
0001014036, 0001014037, 0001016489,
0001018610, 0001018703, 0001022525,
0001022604, 0001025652, 0001025653,
0001025654, 0001027221, 0001027222,
0001027223, 0001029211, 0001029212,
0001030580, 0001030581, 0001030582


2K8010 0001007295, 0001015414, 0001018697,
0001022518, 0001022519


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


Manufacturer(s): CareFusion8 bis rue de la Renaissance, 44110 Châteaubriant, France


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


Problem:
�In a June 2018 Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), CareFusion
states that the mask component of the above devices may exhibit a sticking condition, potentially resulting in a user having difficulty disconnecting, or
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being unable to disconnect, the mask and elbow components. CareFusion also states that this problem may result in a delay or inability to provide
ventilation to the patient after placement of an additional advanced airway (tracheal or tracheostomy tube). CareFusion further states that it has received
65 reports of this problem occurring, with one report of serious injury involving desaturation because of this problem. The manufacturer has not
confirmed the information provided in the source material.


Action Needed:
Identify, isolate, and destroy any affected product in your inventory. If you have affected product, verify that you have received the June 2018 Urgent
Field Safety Notice letter and Response form from CareFusion. Regardless of whether you have affected product, complete the Response form and return
it to CareFusion using the information on the form. Upon receipt of the form, CareFusion will provide your facility with credit for destroyed affected
product. Inform 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:
CareFusion/Vyaire Medical local representative
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. CareFusion: Airlife manual resuscitator [online]. London:


Department of Health; 2018 Jun 25 [cited 2018 Jul 9]. (Field safety notice; reference no. 2018/006/018/291/007). Available from Internet: 
here .


Comments:


● For a related action, see Alerts A28515 , A28515 03 , and A28515 05.
● This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2018 Aug 8. MHRA FSN. 2018/006/018/291/007 Download
● 2018 Aug 8. MHRA FSN. (includes reply form) Download
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http://www.carefusion.com/our-company/contact-us

https://www.gov.uk/drug-device-alerts/field-safety-notice-18-to-22-june-2018?utm_source=bf6136bc-5d95-4c9f-a2b0-d71faba9559f&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notice-18-to-22-june-2018?utm_source=bf6136bc-5d95-4c9f-a2b0-d71faba9559f&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1630341

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1630842

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1630842

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1631832

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/177479/20180625CareFusionAirLifeDevicesMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/177480/201806CareFusionAirLifeDevicesMHRA.pdf



MMOqalaa
(A30902) CareFusion-AirLife Manual Resuscitation.pdf



MedicalDevice Post Date Manufacturer Class LinkDistrbutorType Affected

 Yes/No

Aplicare Povidone Prep 

Pads Contained in Pro-

Vent and Pulsator ABS Kits

8/13/2018 Smiths Medical 

International Limited

FSN Attac

hed

almadar medical Est.# Update

Mako Vizadiscs and 

Vizadisc Hip Tracking Kit

8/18/2018 MAKO Surgical Corp 2 httpsN/ANew

Short Term 

Haemodialysis Catheters

8/18/2018 Medical Components, 

Inc

2 httpsFarabi Trading 

Establishment

New

Zytologiebürste Einweg 8/18/2018FENDO Medizinztechnik e.K. FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13065N/ANew

SBED is devoted to receive the adverse event report and feedback information about 

any medical devices malfunction from hospitals and healthcare facilities all around KSA, 
studying them and collaborative working with manufacturers, authorized 
representatives and distributors to take the right action and assuring the proper safe 
performance.

To see recent recalls kindly visit the following link:

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

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

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

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

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

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13057
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13058
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13065
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx



[High Priority ] - A30940 04 : Cardinal Health—Medline Aplicare Povidone Prep Pads Contained in Smiths Pro-Vent and Pulsator ABS Kits: Pads May Not
Meet Iodine Assay Level Requirements to Support 36-Month Expiration Dating [Update]


[High Priority ] - A30940 04 : Cardinal Health—Medline Aplicare Povidone Prep Pads Contained in
Smiths Pro-Vent and Pulsator ABS Kits: Pads May Not Meet Iodine Assay Level Requirements to
Support 36-Month Expiration Dating [Update]
Medical Device Ongoing Action
Published: Tuesday, August 7, 2018
Last Updated: Thursday, August 9, 2018


UMDNS Terms:
•  Procedure Kit/Trays, Sampling, Blood Gas [10438]


Product Identifier:
[Consumable]


Product Smiths Medical ASD Inc
Catalog No.


Cardinal Health
Catalog No. Lot No.


Smiths Pro-Vent and Pulsator Arterial
Blood Sampling (ABS) Kits


4037NP-1 4037NP-1 2888033, 2888106, 2908426,
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2912737, 2924638, 2928349,
2947433, 2955262, 2960066,
2962383, 2962406, 2973602,
3006658, 3012046, 3014582,
3014583, 3029330, 3043004,
3045563, 3052173, 3062489,
3074878, 3079460, 3093827,
3096398, 3107154, 3128456,
3141215, 3148310, 3166781,
3180710, 3184521, 3194357,
3213151, 3215754, 3220827,
3229676, 3238561, 3245514,
3258588, 3263233, 3265889,
3288060, 3291757, 3291841,
3301229, 3318708, 3323687,
3327440, 3345964, 3352345,
3356535, 3372063, 3378727,
3386198, 3400166, 3404864,
3416839, 3427614, 3427615,
3432042, 3439612, 3455729,
3473849, 3478360, 3494163,
3494164


4039-1 4039-1
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2883957, 2888034, 2888035,
2903974, 2908427, 2908428,
2924640, 2928351, 2933631,
2955265, 2968812, 2992171,
2997529, 3006659, 3012047,
3014584, 3027472, 3029331,
3037963, 3043007, 3062490,
3076999, 3082140, 3082145,
3087558, 3100698, 3104192,
3119122, 3131021, 3152223,
3157538, 3161551, 3171400,
3184522, 3203177, 3207008,
3220830, 3238073, 3245515,
3247629, 3258589, 3263234,
3265890, 3265891, 3280599,
3291817, 3301210, 3314074,
3323258, 3334916, 3346001,
3352351, 3372064, 3378710,
3386199, 3400173, 3404866,
3416840, 3427616, 3427617,
3442990, 3455730, 3460717,
3483913, 3494165


4039EG-1 4039EG-1 2951282, 2951282, 2951282,
2992172, 2992172, 2992172,
3001943, 3001943, 3001943,
3012048, 3012048, 3012048,
3020731, 3020731, 3020731,
3037965, 3037965, 3037965,
3054849, 3054849, 3054849,
3071701, 3071701, 3071701,
3084279, 3084279, 3084279,
3091704, 3091704, 3091704,
3104194, 3104194, 3104194,
3119121, 3119121, 3119121,
3198154, 3198154, 3198154,
3345998, 3345998, 3345998,
3372116, 3372116, 3372116,
3386193, 3386193, 3386193,
3409140, 3409140, 3409140,
3415518, 3415518, 3415518,
3419635, 3419635, 3419635,
3432033, 3432033, 3432033,
3460718, 3460718, 3460718
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4044EG-1 4044EG-1 2877468, 2888037, 2888084,
2924645, 2928359, 2933633,
2960071, 2968813, 2992178,
3006665, 3014590, 3018161,
3027473, 3037973, 3043009,
3045583, 3062495, 3079461,
3091710, 3091711, 3100697,
3105441, 3105442, 3128458,
3135603, 3166782, 3180711,
3189397, 3194359, 3198160,
3198161, 3215757, 3220836,
3229677, 3241481, 3247630,
3255310, 3258592, 3265893,
3276271, 3288076, 3291825,
3301234, 3309884, 3323405,
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3334912, 3340034, 3343001,
3356522, 3366915, 3372067,
3378658, 3392202, 3395889,
3416843, 3427634, 3435618,
3439628, 3451738, 3460729,
3464419, 3473864, 3487758


4044P-1 4044P-1 2878745, 2888038, 2908430,
2928362, 2933632, 2951286,
2973609, 2992179, 2997532,
3006666, 3014593, 3018162,
3029342, 3029343, 3037977,
3043010, 3045585, 3065697,
3065698, 3071704, 3079462,
3082155, 3091712, 3100696,
3104198, 3128459, 3136086,
3148316, 3152576, 3157543,
3161556, 3166783, 3180712,
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3184526, 3189398, 3194360,
3198162, 3203181, 3207010,
3215758, 3220837, 3224897,
3229678, 3238076, 3241491,
3245520, 3255329, 3258593,
3265894, 3276231, 3288058,
3288083, 3291775, 3296864,
3306410, 3314088, 3327421,
3327433, 3334924, 3345981,
3353982, 3356513, 3367166,
3372069, 3378635, 3378636,
3386213, 3404875, 3413352,
3416844, 3427636, 3427637,
3432046, 3439629, 3455739,
3460730, 3464420, 3473865,
3478376, 3487759


4057NP-1 4057NP-1 2888040, 3091713, 3245521
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4067NP-1 4067NP-1 2883961, 2888043, 2908432,
2911311, 2928370, 2933635,
2947434, 2960072, 2992184,
3006668, 3012050, 3029346,
3037982, 3043014, 3045567,
3052180, 3065700, 3082158,
3087563, 3091715, 3105444,
3107157, 3112583, 3119118,
3157544, 3166785, 3180715,


www.ecri.org . Printed from Health Devices Alerts on Monday, August 13, 2018 Page 7


©2018 ECRI Institute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.







3189400, 3194362, 3198164,
3207013, 3220839, 3229680,
3238077, 3245522, 3247631,
3258598, 3263244, 3265897,
3285955, 3291826, 3301195,
3314079, 3327441, 3340051,
3345971, 3352346, 3366944,
3372115, 3378709, 3386217,
3395890, 3400183, 3427642,
3432050, 3451739, 3460733,
3473869


4077EG-1 4077EG-1 2877478, 2888047, 2912742,
2936966, 2968819, 2974620,
3012052, 3014599, 3020733,
3027476, 3052181, 3087565,
3100611, 3105445, 3107158,
3122248, 3133615, 3158833,
3160694, 3171404, 3175815,
3184532, 3194363, 3204779,
3215761, 3220841, 3238566,
3245524, 3247632, 3258601,
3263245, 3280515, 3291785,
3296927, 3318696, 3323688,
3327420, 3328635, 3342990,
3347072, 3356488, 3372118,
3378738, 3392226, 3400185,
3404882, 3427644, 3439635,
3455743, 3473870, 3473871,
3478382, 3487762
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4077NP-1 4077NP-1 2878747, 2903979, 2911314,
2928378, 2951297, 2973613,
2992186, 3006670, 3012053,
3034375, 3043017, 3052182,
3082164, 3091718, 3104201,
3107159, 3119115, 3122251,
3128466, 3131022, 3143632,
3160666, 3161559, 3174362,
3180717, 3189403, 3207014,
3258602, 3265900, 3276216,
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3301233, 3340060, 3372111,
3378621, 3416845, 3427645,
3427646, 3473872


4084P-1 4084P-1 2858939, 2877485, 2888092,
2888093, 2888099, 2924653,
2933640, 2937507, 2951300,
2968822, 2992190, 3006673,
3014615, 3018165, 3027479,
3029353, 3037986, 3043025,
3052184, 3054857, 3065705,
3067461, 3067462, 3074884,
3082171, 3091721, 3100687,
3104205, 3112587, 3124565,
3128469, 3136419, 3157548,
3161561, 3171406, 3184534,
3184535, 3194365, 3203186,
3207016, 3229682, 3238080,
3238569, 3245531, 3255307,
3263248, 3265923, 3280495,
3286155, 3291781, 3291833,
3301223, 3314087, 3323403,
3340070, 3345980, 3353985,
3356538, 3372072, 3378752,
3400189, 3419643, 3427653,
3427654, 3432055, 3439640,
3455746, 3460740, 3473876,
3478385, 3487763, 3494188
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4589P-1 4589P-1 2858942, 2877489, 2881016,
2883969, 2886676, 2889003,
2893733, 2899819, 2903983,
2908437, 2912751, 2924656,
2928404, 2942660, 2951303,
2960077, 2968826, 2973627,
2985017, 2992197, 2997544,
3006678, 3006679, 3012059,
3012060, 3014626, 3029362,
3029363, 3029364, 3034389,
3043028, 3043029, 3045593,
3052188, 3062551, 3067467,
3071708, 3074886, 3079472,
3082183, 3091722, 3100686,
3104207, 3104208, 3119113,
3119114, 3124570, 3128471,
3135606, 3141231, 3149755,
3160691, 3166789, 3171408,
3184536, 3189406, 3194366,
3198174, 3203189, 3207020,
3215861, 3220852, 3224909,
3235302, 3238081, 3238573,
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3245532, 3248162, 3255323,
3258610, 3263253, 3263254,
3265924, 3286160, 3288098,
3289784, 3296928, 3306434,
3314105, 3318725, 3327456,
3340041, 3342995, 3345956,
3347061, 3356530, 3366918,
3372073, 3372149, 3378662,
3378663, 3378664, 3400192,
3400193, 3400194, 3413356,
3416849, 3419644, 3427664,
3427665, 3435627, 3439643,
3443004, 3443005, 3460750,
3460751, 3478392, 3478393


4591EG 4591EG 3416851, 3427668
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4591P-1 4591P-1 2870779, 2877493, 2883971,
2888992, 2893734, 2899820,
2903984, 2908438, 2912753,
2928407, 2947438, 2955276,
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2968828, 2973630, 2992198,
2997547, 3012061, 3012062,
3014629, 3027491, 3029366,
3034391, 3043031, 3045595,
3052190, 3065707, 3067469,
3074887, 3082187, 3100684,
3105451, 3105452, 3128474,
3152789, 3161568, 3171411,
3180722, 3189408, 3196343,
3198175, 3203193, 3215864,
3220855, 3234140, 3238084,
3241477, 3245537, 3248164,
3258613, 3263259, 3265927,
3276233, 3280623, 3286163,
3289781, 3291813, 3291984,
3306406, 3309905, 3323267,
3340053, 3345960, 3347062,
3366938, 3372079, 3378639,
3386234, 3386235, 3400200,
3413358, 3416852, 3427670,
3427671, 3432056, 3435629,
3439648, 3451745, 3460756,
3464424, 3473885, 3478398,
3483927


4599P-1 4599P-1 2858945, 2877496, 2877497,
2881022, 2881023, 2881024,
2886675, 2889000, 2893287,
2893291, 2893627, 2897635,
2897636, 2903986, 2906229,
2908442, 2908443, 2924658,
2928409, 2942672, 2942673,
2949184, 2951307, 2960081,
2968831, 2973632, 2985022,
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2985023, 2992203, 2992204,
2995119, 2997550, 2997552,
3006683, 3012063, 3012064,
3014631, 3027492, 3029372,
3029373, 3034392, 3043035,
3043036, 3045598, 3052192,
3062550, 3065709, 3067471,
3071711, 3074891, 3079473,
3082190, 3091724, 3091725,
3100615, 3100682, 3104210,
3107164, 3119108, 3119109,
3119110, 3119111, 3119112,
3128477, 3131026, 3135607,
3141234, 3145385, 3149675,
3160669, 3160687, 3166791,
3171413, 3171414, 3180724,
3184538, 3189415, 3194368,
3198178, 3203195, 3204781,
3209592, 3215867, 3215868,
3220857, 3227750, 3231075,
3231077, 3238575, 3238576,
3245538, 3248165, 3258614,
3263262, 3263263, 3263264,
3265928, 3265929, 3286157,
3286165, 3288089, 3288097,
3291850, 3291925, 3296929,
3302932, 3309892, 3309893,
3317504, 3318717, 3323870,
3327443, 3327455, 3334919,
3340048, 3345954, 3345976,
3345993, 3352350, 3356531,
3366931, 3366958, 3367049,
3372126, 3378704, 3378705,
3378706, 3378707, 3392219,
3392220, 3400201, 3400202,
3400203, 3400204, 3400205,
3415524, 3415525, 3415526,
3415527, 3427675, 3427676,
3427677, 3427678, 3435631,
3443024, 3451746, 3455757,
3455758, 3460758, 3469658,
3473888, 3473889, 3483928,
3487768, 3494196, 3494197


4611LH 4611LH 3006687, 3128480, 3318716,
3334923, 3340075, 3356552,
3404894, 3409153
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4611P-1 4611P-1 2843372, 2870783, 2877502,
2877504, 2881027, 2881028,
2889019, 2893290, 2893736,
2893737, 2897638, 2897639,
2897640, 2903988, 2903989,
2908449, 2908450, 2928413,
2933710, 2933711, 2942681,
2951310, 2960083, 2960086,
2964028, 2985028, 2985030,
2992206, 2995191, 2995192,
2997556, 2997557, 3006689,
3012067, 3027493, 3029380,
3029381, 3034394, 3038031,
3043039, 3043041, 3045599,
3045600, 3052194, 3062553,
3063370, 3063372, 3063374,
3074893, 3079474, 3082193,
3091727, 3091728, 3100616,
3100617, 3100679, 3104214,
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3119105, 3119106, 3119506,
3124580, 3124581, 3128481,
3128482, 3135608, 3140488,
3141236, 3148348, 3152792,
3160670, 3161578, 3171417,
3180725, 3180726, 3184540,
3184541, 3189421, 3194369,
3198181, 3203197, 3207023,
3207024, 3213164, 3215869,
3215870, 3224912, 3229683,
3234143, 3238578, 3245542,
3248169, 3258616, 3258617,
3258618, 3263267, 3263268,
3265930, 3276263, 3276264,
3280619, 3286158, 3291767,
3291831, 3296930, 3301196,
3301204, 3306402, 3309881,
3309882, 3314106, 3323260,
3323271, 3323869, 3327445,
3334914, 3340032, 3340050,
3340080, 3345978, 3347056,
3353983, 3356509, 3356533,
3356539, 3367045, 3367170,
3372084, 3378687, 3378690,
3392211, 3395894, 3395896,
3400211, 3400212, 3400214,
3400215, 3404896, 3409154,
3415529, 3416857, 3427686,
3427687, 3427688, 3427689,
3432059, 3435636, 3435637,
3439650, 3439651, 3455761,
3455762, 3460761, 3460762,
3473892, 3473895, 3473896,
3478402, 3494200
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4620EG-1 4620EG1 2858948, 2893741, 2908453,
2924663, 2942689, 2960093,
2973641, 2985046, 2997573,
3006693, 3027495, 3027497,
3043049, 3052199, 3067497,
3091731, 3100618, 3122264,
3124583, 3133634, 3148351,
3160686, 3171425, 3189437,
3198187, 3203199, 3207027,
3248173, 3258628, 3263274,
3265936, 3280502, 3288072,
3291313, 3291836, 3309874,
3334911, 3340045, 3356556,
3372134, 3378610, 3386244,
3415533, 3427710, 3427711,
3439656, 3451751, 3460774,
3478411, 3494204


4620P-1 4620P-1 2843382, 2870792, 2877522,
2881037, 2888991, 2893630,
2893742, 2893743, 2897647,
2899824, 2899825, 2903994,
2908454, 2908455, 2928445,
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2942690, 2951315, 2960094,
2985048, 2985050, 2995200,
2995201, 2997574, 3006696,
3012073, 3014644, 3027498,
3029390, 3029391, 3034399,
3043050, 3045606, 3045607,
3079476, 3082198, 3082199,
3095355, 3100674, 3104218,
3112595, 3112596, 3119102,
3128485, 3128486, 3131030,
3133639, 3133646, 3135610,
3149676, 3160673, 3161582,
3171426, 3171427, 3184545,
3184546, 3194377, 3198188,
3198189, 3203200, 3207028,
3215875, 3215876, 3224915,
3234148, 3238087, 3238088,
3238583, 3245547, 3248174,
3258629, 3263275, 3266145,
3276261, 3276262, 3288074,
3291772, 3296866, 3306399,
3306416, 3309875, 3314072,
3318712, 3323270, 3327444,
3334920, 3340068, 3345948,
3345972, 3356510, 3356536,
3366920, 3367050, 3372093,
3378697, 3378698, 3378699,
3400225, 3400226, 3413363,
3416864, 3427712, 3427713,
3427714, 3427715, 3432064,
3439657, 3439658, 3443046,
3460775, 3473905, 3473906,
3478412, 3478413, 3494206,
3494207


4640LH 4640LH 2870794, 2888667, 2897653,
2899827, 2908456, 2928447,
2947443, 2951318, 2955284,
2964031, 2985064, 2997584,
3006702, 3014651, 3014653,
3029394, 3038054, 3043056,
3045613, 3062630, 3067523,
3082204, 3091740, 3100669,
3107171, 3119098, 3131031,
3131032, 3140489, 3152584,
3157553, 3160674, 3161616,
3171434, 3189441, 3194378,
3198191, 3207031, 3220875,
3238585, 3241485, 3247635,
3258632, 3263277, 3280507,
3285952, 3291770, 3296859,
3301197, 3306371, 3318721,
3327429, 3334925, 3342986,
3345965, 3347068, 3356516,
3366955, 3367051, 3378617,
3378618, 3392189, 3400227,
3404911, 3409161, 3415539,
3427720, 3427721, 3439660,
3443047, 3455776, 3455777,
3460779, 3473908, 3478414,
3494210
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4640P-1 4640P-1 2870795, 2877526, 2881039,
2883981, 2888990, 2899829,
2899830, 2903996, 2908457,
2928448, 2928449, 2933732,
2933733, 2955285, 2960097,
2960098, 2985066, 2985068,
2992229, 2995195, 2997587,
3012075, 3012076, 3014654,
3038056, 3038058, 3043058,
3045615, 3071732, 3082205,
3091741, 3091742, 3095368,
3100620, 3104220, 3112597,
3112598, 3119096, 3119097,
3128489, 3131033, 3135612,
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3141241, 3148362, 3152797,
3160675, 3161585, 3171435,
3180736, 3184549, 3184550,
3194379, 3196344, 3198192,
3198193, 3203201, 3203202,
3207032, 3213166, 3215878,
3215879, 3220878, 3229685,
3238586, 3241480, 3245550,
3248175, 3258633, 3263279,
3263280, 3276229, 3276230,
3280504, 3291314, 3291769,
3291839, 3296872, 3306408,
3309883, 3318700, 3323259,
3327422, 3327446, 3340069,
3342997, 3345962, 3347063,
3350308, 3353984, 3356523,
3356554, 3356555, 3366934,
3372095, 3372130, 3378654,
3378655, 3378656, 3395899,
3400228, 3400229, 3404913,
3413370, 3416868, 3427722,
3427724, 3427725, 3427726,
3435645, 3439661, 3443048,
3451752, 3455779, 3455781,
3460780, 3460781, 3473909,
3473911, 3478415, 3478416,
3494211, 3494212, 3494213


4649P-1 4649P-1 2870797, 2877531, 2893747,
2904000, 2908460, 2928454,
2942695, 2951364, 2955289,
2968844, 2973652, 2985078,
3006705, 3012077, 3014663,
3029403, 3029404, 3045622,
3052208, 3062635, 3067531,
3082212, 3091747, 3104223,
3119095, 3124587, 3128496,
3141242, 3152800, 3160677,
3171440, 3184553, 3189442,
3194380, 3198198, 3213168,
3224920, 3229652, 3238589,
3245557, 3255304, 3258637,
3263284, 3273947, 3276232,
3280611, 3286166, 3291811,
3291985, 3306412, 3309906,
3323274, 3340043, 3345957,
3356546, 3367057, 3378638,
3386249, 3400238, 3416870,
3427738, 3427739, 3435649,
3439671, 3455790, 3455791,
3460783, 3478421, 3487773,
3494219
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4660EG-1 4660EG-1 2870802, 2870802, 2888670,
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2888670, 2924667, 2924667,
2928455, 2928455, 2942709,
2942709, 2992243, 2992243,
3006711, 3006711, 3014669,
3014669, 3029407, 3029407,
3038078, 3038078, 3334898,
3334898


4660P-1 S4660P-1 2870803, 2870803, 2877539,
2877539, 2877540, 2877540,
2881043, 2881043, 2883988,
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2883988, 2888996, 2888996,
2893288, 2893288, 2893750,
2893750, 2904003, 2904003,
2904004, 2904004, 2912766,
2912766, 2928457, 2928457,
2937539, 2937539, 2942710,
2942710, 2942711, 2942711,
2951369, 2951369, 2955293,
2955293, 2968850, 2968850,
2968852, 2968852, 2985085,
2985085, 2985086, 2985086,
2992247, 2992247, 2997599,
2997599, 3006714, 3006714,
3006716, 3006716, 3012080,
3012080, 3014671, 3014671,
3027507, 3027507, 3029409,
3029409, 3029410, 3029410,
3038081, 3038081, 3043069,
3043069, 3045624, 3045624,
3052214, 3052214, 3062641,
3062641, 3065718, 3065718,
3067536, 3067536, 3079481,
3079481, 3082219, 3082219,
3091750, 3091750, 3093831,
3093831, 3100625, 3100625,
3100626, 3100626, 3104224,
3104224, 3119093, 3119093,
3122284, 3122284, 3128503,
3128503, 3128505, 3128505,
3131035, 3131035, 3140490,
3140490, 3143650, 3143650,
3148364, 3148364, 3149763,
3149763, 3160679, 3160679,
3161596, 3161596, 3166803,
3166803, 3171446, 3171446,
3171447, 3171447, 3180738,
3180738, 3184557, 3184557,
3189445, 3189445, 3189447,
3189447, 3198203, 3198203,
3198204, 3198204, 3203206,
3203206, 3204788, 3204788,
3209593, 3209593, 3215893,
3215893, 3220688, 3220688,
3227896, 3227896, 3235305,
3235305, 3238090, 3238090,
3238594, 3238594, 3245566,
3245566, 3248180, 3248180,
3255306, 3255306, 3258645,
3258645, 3258646, 3258646,
3263289, 3263289, 3276234,
3276234, 3280494, 3280494,
3280503, 3280503, 3280609,
3280609, 3288068, 3288068,
3288101, 3288101, 3291816,
3291816, 3291919, 3291919,
3296931, 3296931, 3300942,
3300942, 3300948, 3300948,
3309896, 3309896, 3318719,
3318719, 3323261, 3323261,
3323268, 3323268, 3327453,
3327453, 3340077, 3340077,
3345959, 3345959, 3356508,
3356508, 3356532, 3356532,
3367165, 3367165, 3372103,
3372103, 3378714, 3378714,
3378715, 3378715, 3378716,
3378716, 3386254, 3386254,
3400241, 3400241, 3404925,
3404925, 3413373, 3413373,
3415548, 3415548, 3416874,
3416874, 3427745, 3427745,
3427746, 3427746, 3432071,
3432071, 3435650, 3435650,
3439675, 3439675, 3443054,
3443054, 3455796, 3455796,
3460786, 3460786, 3473919,
3473919, 3478426, 3478426


4699LH 4699LH 3207037, 3238091, 3241906,
3245568, 3273952, 3276272,
3291771, 3301200, 3306370,
3318722, 3334913, 3353980,
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3356481, 3356540, 3372140,
3400244, 3404929, 3415550,
3427750, 3427751, 3435653,
3439677, 3455798, 3460790,
3464435, 3478429


4699P-1 4699P-1 2858952, 2870805, 2870806,
2877543, 2877544, 2881045,
2881046, 2883993, 2883994,
2886670, 2888980, 2889001,
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2893210, 2893636, 2897662,
2908466, 2912772, 2924674,
2924675, 2928462, 2937545,
2942715, 2942716, 2947456,
2947457, 2949186, 2949187,
2951378, 2960112, 2968857,
2973659, 2985093, 2985094,
2985095, 2992252, 2997607,
2997608, 3006722, 3006724,
3006725, 3006726, 3006727,
3012083, 3012084, 3012085,
3014676, 3014679, 3027510,
3027511, 3029418, 3029419,
3034412, 3038091, 3038092,
3038105, 3043080, 3052218,
3065721, 3067540, 3067541,
3074903, 3074904, 3079483,
3079484, 3079485, 3082225,
3095373, 3100628, 3100630,
3100632, 3100633, 3104227,
3104228, 3122291, 3122294,
3122295, 3122296, 3128509,
3128510, 3128511, 3128512,
3128513, 3131038, 3138559,
3140491, 3143653, 3149679,
3184560, 3184561, 3189448,
3189449, 3194389, 3194390,
3198208, 3198209, 3203207,
3213170, 3215898, 3220689,
3224925, 3234150, 3238597,
3238598, 3241479, 3245570,
3248181, 3258651, 3258652,
3258653, 3263295, 3263296,
3265944, 3280511, 3280608,
3286162, 3286167, 3289782,
3291918, 3291986, 3296932,
3296933, 3306433, 3309894,
3318718, 3323865, 3327432,
3327454, 3340030, 3340078,
3342996, 3350305, 3352349,
3355838, 3355839, 3355840,
3356517, 3356545, 3367167,
3367168, 3372127, 3372128,
3378632, 3378633, 3378634,
3392193, 3392194, 3393806,
3393807, 3393808, 3400246,
3400247, 3404930, 3405205,
3405207, 3405209, 3413374,
3416876, 3419660, 3427752,
3427753, 3427754, 3427755,
3432073, 3439678, 3439679,
3439680, 3443056, 3451760,
3455801, 3455802, 3460791,
3460792, 3478430, 3494229,
3494230, 3494231


G1193 G1193 2897707, 2899989, 2968232,
3000318, 3013942, 3054914,
3083566, 3104172, 3119012,
3163014, 3185692, 3218287,
3247530, 3252034, 3278347,
3305624, 3309823, 3314022,
3407567, 3424367, 3466502,
3468122


G1589 G1589 2902161, 2947508, 3006379,
3091768, 3096425, 3128529,
3166765, 3209583, 3250043,
3296476, 3334846, 3379107,
3404674, 3466864


G1602 G1602 3010341, 3150978, 3274784,
3278794


G1627 G1627 2884067, 2951484, 2985149,
3036372, 3149553, 3191502,
3247531, 3309820, 3314021,
3317443, 3321956, 3342944,
3428330, 3433242


G1598 G1598 3431413, 3434803


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


Distributor(s): •  Cardinal Health7000 Cardinal Pl, Dublin, OH 43017, United States 
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Manufacturer(s): Smiths Medical ASD Inc 600 Cordwainer Dr 3rd Floor, Norwell, MA 02061, United States (ABS kit manufacturer) 
Medline Industries Inc One Medline Pl, Mundelein, IL 60060, United States (prep pad manufacturer) 


Suggested Distribution: Anesthesia, Clinical Laboratory/Pathology, Critical Care, Emergency/Outpatient Services, Infection Control, Nursing,
OR/Surgery, Pulmonology/Respiratory Therapy, Materials Management


Summary:
�Update Reason: Expanded product identifier information. This Alert provides new information based on a July 31, 2018, Urgent Product Recall letter
submitted by an ECRI Institute member hospital regarding Alert A30940 01 . The distributor has not confirmed the information provided in the source
material. For information regarding the action initiated by Smiths, see Alert A30940 . New information is provided in the Product Identifier field. For
previously listed product, see Alert A30940 01 .
Problem: In an Urgent Medical Device Field Safety Notice letter submitted by an ECRI Institute member hospital, Smiths states that the above arterial
blood sampling (ABS) kits may contain the above Aplicare-branded povidone iodine prep pads, which Medline recalled because they did not meet the
specification for percentage of povidone iodine at 30 months. The product is currently labeled with a 36-month shelf life. Smiths also states that the
above prep pads remain within the safe and effective range of 5% to 10% for povidone-iodine healthcare antiseptics as documented in the Tentative Final
Monograph for OTC Healthcare Antiseptic Drug Products. Smiths further states that it has received no reports of adverse patient effects associated with
this problem.


Action Needed:
The following actions are those listed in Alert A30940 01 . Identify and discontinue use of any affected product in your inventory. If you have affected
product, verify that you have received the Urgent Product Recall letter, Recall Acknowledgment Form, and copy of the Smiths Urgent Medical Device
Field Safety Notice letter from Cardinal Health. Regardless of whether you have affected product, complete the Recall Acknowledgment Form and return
it to Cardinal Health by fax at (847) 689-9101 or (614) 652-9648. Forward a copy of the letters to any facility to which you have further distributed
affected product. To arrange for product return and to obtain credit, contact the Cardinal Health customer service department by telephone at (800) 964-
5227 (U.S. hospital customers), at (800) 444-1166 (U.S. federal government facilities), or at (888) 444-5440 (all other U.S. customers). Customers
outside the U.S. should contact their Cardinal Health local representative.
For Further Information:
Joyce Hill, Cardinal Health regulatory management specialist
Tel.: (800) 292-9332
Website: Click here
Smiths customer service department
Tel.: (800) 258-5361 (U.S.)
Website: Click here
Comments:


● For information on the recall initiated by Medline, see Alert A29296 .
● �This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2018 Aug 6. Member Hospital. Cardinal Health letter submitted by an ECRI Institute member hospital. Reference No. 2018-01615 (includes
reply form) Download


● 2018 Aug 6. Distributor. Reference No. 2018-01615 (includes reply form) Download
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www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1635223

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1635223

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1635219

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1635219

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1635223

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1635223

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1635223

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1635223

https://www.cardinalhealth.com/en/about-us/contact-us.html

http://www.smiths-medical.com/customer-support/contact-us.html

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1631893

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1631893

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/177553/20180731CHSmithsPortexKitsCLIENT.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/177554/20180731CHSmithsPortexKitsDist.pdf



MMOqalaa
(A30940 04) Cardinal Health-Medline Aplicare.pdf


