
SBED Weekly Update 22-May-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 

38 SFDA website
5/14/2018 5/17/2018

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: WU1821

MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Dental devices

Alpen Carbide 702 Cross 

Cut Tapered Fissure FG 

10 pack

5/17/2018 Coltene Whaledent Inc. 2 https

://nc

Asnan est. for Medical 

Services

New

Jasper Vektor 5/14/2018 TP Orthodontics Inc. 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12612N/ANew

Diagnostic and therapeutic radiation devices

CEREC AC / AF / AI with 

Omnicam

5/14/2018 DENTSPLY International FSN httpsBranch of DENTSPLY 

International Inc

New

Hemodynamic 

Monitoring System

5/14/2018 ICU Medical, Inc 2 httpsAL-KAMAL ImportNew

Monitor, Physiological, 

Patient (with Arrhythmia 

Detection or Alarms)

5/16/2018 Draeger Medical 

Systems Inc

2 https

://nc

Draeger Arabia Co. Ltd.New

http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12646
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12612
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12622
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12629
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12634


MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Monitoring Kit Transpac IT 5/17/2018 ICU Medical, Inc FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12642AL-KAMAL ImportNew

Ondamed Biofeedback 

Device

5/14/2018 Ondamed Inc 2 httpsN/ANew

Syngo.Via VB20A model 

1049610

5/14/2018 Siemens Medical 

Solutions

2 httpsSiemens Medical 

Solutions

New

Trident Endoscopic 

Ultrasonic Aspiration 

Needle (FNA)

5/17/2018 Micro-Tech (Nanjing) 

Co., Ltd

2 https

://nc

Tayeb Medical EstNew

Vision C 5/14/2018 Visaris d.o.o. FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12618N/ANew

Electro mechanical medical devices

Akron Tilt Table couches 5/17/2018Arjo Huntleigh - electric beds FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12641Gulf Medical Co.New

DriSate 5/16/2018 Rockwell Medical, Inc 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12632N/ANew

Model 1007CCV Thumper 

Cardiopulmonary 

Resuscitators

5/15/2018 Michigan Instruments 2 Attac

hed

N/A# New

Model 8100 Alaris Pump 

Modules.

5/15/2018 Becton Dickinson & Co. 

(BD)

2 AttacBecton Dickinson B.V.# New

POWERPORT(R) 

ClearVUE®

5/14/2018 Bard Pcripheral Vascular 

(BPV)

2 httpsC.R. BARD Saudi ArabiaNew

SEEKER(R) Crossing 

Support Catheter

5/14/2018 C R Bard Inc 2 httpsC.R. BARD Saudi ArabiaNew

WetField Hemostatic 

Eraser Bipolar 25G

5/14/2018 Beaver Visitec 

International Ltd

2 httpsAl Amin Medical 

Instruments Co. Ltd.

New

Healthcare facility products and adaptations

Fischer Cone Biopsy 

Excisor

5/17/2018 CooperSurgical Inc.. 2 httpsATTIEH MEDICO LTDNew

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12642
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12613
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12625
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12638
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12618
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12641
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12632
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12630
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12615
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12616
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12640



[High Priority ] - A30547 : Michigan Instruments—Model 1007CCV Thumper Cardiopulmonary Resuscitators: May Fail to Initiate Compressions


[High Priority ] - A30547 : Michigan Instruments—Model 1007CCV Thumper Cardiopulmonary
Resuscitators: May Fail to Initiate Compressions
Medical Device Ongoing Action
Published: Tuesday, May 8, 2018


UMDNS Terms:
•  Resuscitators, Cardiac [13361]


Product Identifier:
[Capital Equipment]


Product
Michigan Instruments
Inc
Model


Chest Depth
Needle Valve
(CDNV) Part
No.


Model No. Catalog No. Serial No.


Cardiopulmonary Resuscitators Thumper 5516, 5517, 5518,
5519, 5520, 5521,
5522, 5523, 5524,
5525, 5526, 5527,
5528, 5529, 5530,
5531, 5532, 5533,
5534, 5535, 5536,
5537, 5538, 5539,
5540, 5541, 5542,
5543, 5544, 5545,
5546, 5547, 5548,
5549, 5550, 5553,
5554, 5555


1007CCV 15370 CCV-2181, CCV-
2182, CCV-2183,
CCV-2184, CCV-
2196, CCV-2200,
CCV-2201, CCV-
2202, CCV-2203,
CCV-2204, CCV-
2205, CCV-2206,
CCV-2208, CCV-
2209, CCV-2210,
CCV-2211, CCV-
2212, CCV-2213,
CCV-2214, CCV-
2215, CCV-2216,
CCV-2217, CCV-
2218, CCV-2219,
CCV-2220, CCV-
2221, CCV-2222,
CCV-2223, CCV-
2224, CCV-2225,
CCV-2226, CCV-
2228, CCV-2229,
CCV-2230, CCV-
2231, CCV-2232,
CCV-2233, CCV-
2237


Geographic Regions: China


Manufacturer(s): Michigan Instruments Inc4717 Talon Ct SE, Grand Rapids, MI 49512, United States


Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, Critical Care, Emergency/Outpatient
Services, Nursing, EMS/Transport


Problem:
�FDA's Center for Devices and Radiological Health (CDRH) states that a performance problem with the chest depth needle valve (CDNV) on the above
resuscitators may occur in which turning the knob may not deliver any compression depth to the piston during the first five revolutions of the knob; the
last revolution may deliver a full 8 cm of compression. FDA's CDRH also states that the manufacturer initiated a recall by e-mail on February 13, 2018.


Action Needed:
�Identify and isolate any affected product in your inventory. If you have affected product, verify that you have been contacted by Michigan Instruments.
Perform the CDNV replacement using the provided instructions, and test the device to the Final Test Procedure (TS190). Using the provided spreadsheet,
record the serial number of the CDNV replaced in the CCV device and the date of replacement. A column is provided to indicate that the device was
tested and accepted to the Final Test Procedure (TS190). Return the completed spreadsheet and CDNVs that were replaced for evaluation to Michigan
Instruments. The manufacturer states that as distribution is isolated to China, repair instructions and test procedures are proprietary to Michigan
Instruments and the China distributor.
For Further Information:
Eric Hadesh, Michigan Instruments
Tel.: (616) 554-9696, ext. 312
Website: Click here
References:


● United States. Food and Drug Administration. Center for Devices and Radiological Health. Class 3 device recall Thumper cardiopulmonary
resuscitator [online]. 2018 May 4 [cited 2018 May 8]. 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):


● 2018 May 8. FDA CDRH Database. Class III. Z-1632-2018 Download
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https://www.michiganinstruments.com/contact/

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRES/res.cfm?id=163268

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRES/res.cfm?id=163268

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/172793/20180504MichiganInstrumentsThumperCardioResusCDRH.pdf





● 2018 May 8. Manufacturer. The manufacturer has confirmed the information provided in the source material.
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[High Priority ] - A30495 : BD—Model 8100 Alaris Pump Modules: May Exhibit False Air-in-Line Alarms (U.K. Only)


[High Priority ] - A30495 : BD—Model 8100 Alaris Pump Modules: May Exhibit False Air-in-Line
Alarms (U.K. Only)
Medical Device Ongoing Action
Published: Thursday, May 10, 2018


UMDNS Terms:
•  Infusion Pumps, Multitherapy, Large Volume [28057]


Product Identifier:
[Capital Equipment]


Product BD
Model Manufacture Date Serial No.


Pump Modules Alaris 8100 (Large Volume
Pump)


October 2011 to June 2015 14278481, 14283165, 14286329,
14286511, 14291625, 14292313,
14296823, 14299376, 14300395,
14300916, 14310089, 14310107,
14315230, 14315427, 14315474,
14315537, 14315539, 14315742,
14315858, 14316552, 14393907,
14394148, 14397231, 14397277,
14418190, 14418302, 14418312,
14418313, 14418326, 14418337,
14418340, 14418348, 14418367,
14418458, 14418465, 14418466,
14418468, 14418474, 14418481,
14418493, 14418502, 14418505,
14418506, 14418514, 14418517,
14418528, 14418536, 14418537,
14418544, 14418545, 14418602,
14418606, 14418612, 14418623,
14418725, 14418733, 14418738,
14418847, 14418872, 14561218,
14561435, 14663623, 14663655,
14681368, 14681462, 14684059,
14685343, 14685698, 14717431,
14717437, 14717441, 14717445,
14717448, 14717450, 14717451,
14717453, 14717456, 14717458,
14717460, 14717465, 14717466,
14717491, 14717493, 14717495,
14717499, 14717510, 14717512,
14717520, 14720151, 14763718,
14763728, 14763743, 14763787,
14763813, 14763830, 14763943,
14763949


Geographic Regions: U.K.


Manufacturer(s): BD1 Becton Dr, Franklin Lakes, NJ 07417-1884, United States


Suggested Distribution: Anesthesia, Clinical/Biomedical Engineering, Critical Care, Emergency/Outpatient Services, Nursing, OR/Surgery, IV
Therapy


Problem:
�In an April 2018 Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), BD states that
while the above pumps are infusing, the system may indicate that an air-in-line (AIL) alarm has occurred when no air is in the line. In some cases, these
false AIL alarms may be attributed to a faulty AIL sensor. BD also states that of the 382,635 units manufactured between October 2011 and June 2015,
the firm has received three reports of an interruption of infusion occurring. One of those three reported incidents included patient harm. BD further states
that the above pumps are designed so that a failure of the AIL sensor will stop the infusion and alert the clinician. A failure will not allow the pump to
continue pumping if air is present. As part of the power on self-test (POST), the AIL system is tested. If the failure occurs subsequent to POST, an
infusion will not be able to be started with a faulty AIL sensor. Interruption of infusion poses a risk to the treatment delivery to patient. BD also states
that false AIL alarms caused by faulty AIL sensors could also occur during service or maintenance operations, which could delay putting the device into
service.


Action Needed:
�Identify any affected systems in your inventory. If you have affected systems, verify that you have received the April 2018 Urgent Field Safety Notice
letter, tip sheet, and Customer Acknowledgment Form from BD. If an AIL alarm occurs, take the following actions:


● Review the tip sheet, which provides instructions on troubleshooting nuisance AIL alarms. To watch BD's video on troubleshooting
nuisance AIL alarms, click here .


● Determine whether air is visible in the tubing that has caused the alarm. If air is visible in the line, press the RESTART key to advance the
air bubble past the AIL sensor so that the clinician can evaluate whether it is clinically significant and remove it according to hospital
protocol, if necessary.


● If no air is visible in the line, ensure that the tubing is properly installed into AIL sensor. False AIL alarms may occur if the tubing is not
properly installed. When inserting the tubing into the AIL sensor, use a fingertip and firmly push the tubing toward the back of the AIL
sensor.


● If AIL alarms continue to reoccur on the same pump, after air has been removed from the line and tubing has been properly loaded, the AIL
sensor may be faulty. Remove the pump from service so that your biomedical engineering personnel can investigate the issue. If the AIL
sensor needs to be replaced, BD will provide replacement parts at no charge.
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https://go.bd.com/AirInLine.html?utm_source=OTR&amp;utm_medium=OTR&amp;utm_content=IF6544_Jun16&amp;utm_campaign=701E0000000panW

https://go.bd.com/AirInLine.html?utm_source=OTR&amp;utm_medium=OTR&amp;utm_content=IF6544_Jun16&amp;utm_campaign=701E0000000panW





 
Complete the Acknowledgment Form, and return it to BD using the information on the form. Inform all relevant personnel at your facility of the
information in the letter.
For Further Information:
BD
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Becton Dickinson: Becton Dickinson: model 8100 [online]. London:


Department of Health; 2018 Apr 30 [cited 2018 May 1]. (Field safety notice; reference no. 2018/004/020/478/001). 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):


● 2018 May 1. MHRA FSN. 2018/004/020/478/001 Download
● 2018 May 1. MHRA FSN. (includes reply form) Download
● 2018 May 10. Manufacturer. Manufacturer confirmed information
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http://www.bd.com/en-us/offerings/capabilities/microbiology-solutions

https://www.gov.uk/drug-device-alerts/field-safety-notice-23-to-27-april-2018?utm_source=f5147c0f-e2a9-45a6-86d6-e8a8d5ff19be&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notice-23-to-27-april-2018?utm_source=f5147c0f-e2a9-45a6-86d6-e8a8d5ff19be&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

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/172389/20180430BDAlaris8100PumpsMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/172390/201804BDAlaris8100PumpsMHRA.pdf
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MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

In vitro diagnostic devices

Accu-Chek Inform II test   . 5/14/2018 Roche Diagnostics Corp 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12617FAROUK, MAAMOUN TAMER & COMPANYNew

cobas m 511 integrated 

hematology analyzer

5/17/2018 Roche Diagnostics Corp FSN httpsFAROUK, MAAMOUN 

TAMER & COMPANY

New

CRP IS / Super ID CRP; 

TruLab CRP / Nobicon 

CRP by

5/14/2018 DiaSys Diagnostic 

Systems GmbH.

FSN https

://nc

ALGhuyum Scientific 

Trading

New

FlexLab (FLX), Accelerator 

a3600 (ACP), Aptio 

Automation (AP2)

5/14/2018 Inpeco S.A. 2 https

://nc

Medical supplies & 

Services Co.Ltd 

Mediserv

New

Tosoh ST AIAPACK 

HbA1c Calibrator

5/16/2018 Tosoh Bioscience Inc 2 httpsN/ANew

VITROS Chemistry 

Products PHYT Slides    .

5/14/2018 Ortho-Clinical 

Diagnostics

FSN httpsSamir Photographic 

Supplies Co. Ltd.

New

Non-active implantable devices

Epic Extremity Plate 

System

5/17/2018 Epic Extremity, LLC 2 httpsN/ANew

Farabeuf Clamp for 

3.5mm Screws PRO

5/16/2018 Stryker FSN httpsAl-Jeel Medical & 

Trading Co. LTD

New

Kelyniam CSI 5/16/2018 Kelyniam Global, Inc. 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12633N/ANew

Medtronic ZEVO(TM) 

Anterior Cervical Plate 

System SLOT SCREW

5/14/2018 Medtronic SA 2 https

://nc

Medtronic Saudi ArabiaNew

Reprocessable surgical 

instruments

5/14/2018 Mattes Instrumente 

GmbH MedizinTechnik

FSN httpsCommercial & 

Maintenance Co. For 

New

Ophthalmic and optical devices

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12617
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12643
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12621
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12614
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12631
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12624
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12639
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12635
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12633
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12628
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12620


MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Eyewash Stations and 32 

Ounce Eyewash Station 

Refills

5/15/2018 Ecolab Inc.. 1 Attac

hed

Al Hammad Medical 

Services

# New

NvisionVLE 5/14/2018 Ninepoint Medical Inc. 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12627N/ANew

Reusable devices

Olympus EVIS 

DUODENOVIDEOSCOPE 

PJF-240

5/14/2018 Olympus FSN https

://nc

Salehiya Trading Est.New

Single-use devices

atheter Convenience Sets 

Containing Teleflex Arrow 

Catheter Clamps with 

Fastener

5/15/2018 Prytime 1 Attac

hed

N/A# New

CARDIOSAVE Intra-Aortic 

Balloon Pumps

5/15/2018 MAQUET Cardiovascular 

LLC

1 AttacAl-Jeel Medical & 

Trading Co. LTD

# New

Convatec Esteem(TM) 

Synergy Stomahesive(R),

5/17/2018 ConvaTec 2 httpsSalehiya Trading Est.New

Nipro Blood Tubing set 

with Priming Set and 

Transducer Protectors. 

Each device is packaged 

in a film

5/17/2018 Nipro Medical 

Corporation..

2 https

://nc

mdr.

sfda.

SpectromedNew

Resuscitation Devices  ,. 5/14/2018 Vyaire Medical 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12611N/AUpdate

Sterile Aquasonic 100 

Ultrasound Transmission 

Gel

5/14/2018 Parker Laboratories, Inc.. 2 https

://nc

Majal Care for Trading 

Est.

New

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12627
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12619
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12645
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12637
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12611
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12626



[High Priority ] - A30565 : Ecolab—Eyewash Stations and 32 Ounce Eyewash Station Refills: Bottles May Leak


[High Priority ] - A30565 : Ecolab—Eyewash Stations and 32 Ounce Eyewash Station Refills: Bottles
May Leak
Medical Device Ongoing Action, Pharmaceuticals Ongoing Action
Published: Thursday, May 10, 2018


UMDNS Terms:
•  Procedure Kit/Trays, Irrigation/Lavage, Eye [11655]
•  Procedure Kit/Trays, Emergency, First Aid [11723]


Product Identifier:
[Consumable]


Product Ecolab Inc
Item No. Lot No.


Eyewash Stations 50218-91-11 F15154-21


32 Ounce Eyewash Station Refills 50218-01-11 F16027-11


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


Manufacturer(s): Honeywell International Inc 115 Tabor Rd, Morris Plains, NJ 07950, United States (manufactures products for Ecolab)
Ecolab Inc370 N Wabasha St, St Paul, MN 55102-2233, United States


Suggested Distribution: Critical Care, Emergency/Outpatient Services, Infection Control, Facilities/Building Management, Home Care,
Ophthalmology, EMS/Transport, Pharmacy, Materials Management


Problem:
In a letter submitted by an ECRI Institute member hospital, Ecolab states that Honeywell is recalling a limited number of Eyesaline eyewash bottles, used
in the manufacture of the above products, because they may leak. Ecolab also states that, although these products are filled aseptically, the potential for a
leak results in a risk of contamination of the eyewash solution. Exposure to infectious agents caused by a compromised container barrier could result in
infection and may require treatment with antibiotics. Ecolab further states that Honeywell has received no reports of adverse health events related to 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 received the letter and copy
of the Honeywell Urgent Voluntary Product Recall letter and Return Response Form from Ecolab. For assistance locating the lot number on affected
product, reference images 1 through 6 in the Honeywell letter . Notify all relevant personnel at your facility of the information in the letter. Forward a
copy of the letter to any facility to which you have further distributed affected product, and notify Honeywell/Stericycle of the transfer by e-mail at 
Honeywell3787@stericycle.com . Post a copy of the letter in your facility. To arrange for product return and replacement, do the following:


● Create a record of affected lots and quantities in your possession.
● Obtain a prepaid return label by contacting the Honeywell customer service department by telephone using the information below.
● Complete the Return Response Form, and return it, along with affected product and a copy of the record of affected lots and quantities, to


Stericycle using the return label and the instructions in the Honeywell letter.


 
For Further Information: �
Ecolab
Tel.: 800-321-3687
Website: Click here
Honeywell customer service department
Tel.: (855) 215-5028, 8 a.m. to 5 p.m. Eastern time, Monday through Friday
Website: Click here
Comments:


● For information on the action initiated by Honeywell, see Alert A30069 01 .
● �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):


● 2018 May 9. Member Hospital. Ecolab letter submitted by an ECRI Institute member hospital (includes reply form) Download
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mailto:Honeywell3787@stericycle.com

https://foodsafety.ecolab.com/us/food-safety/contact-us

https://www.honeywell.com/contact-us

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1633590

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1633590

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

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf
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MMOqalaa
(A30565) Ecolab Eyewash Stations and 32 Ounce Eyewash Station Refills Bottles May Leak.pdf




[High Priority ] - A30543 : Prytime—ER-REBOA Catheter Convenience Sets Containing Teleflex Arrow Catheter Clamps with Fastener: Sterility May Be Compromised


[High Priority ] - A30543 : Prytime—ER-REBOA Catheter Convenience Sets Containing Teleflex
Arrow Catheter Clamps with Fastener: Sterility May Be Compromised
Medical Device Ongoing Action
Published: Tuesday, May 8, 2018


UMDNS Terms:
•  Procedure Trays, Surgical [17168]


Product Identifier:
[Consumable]


Product Teleflex Medical
Product No. Lot No.


Teleflex Arrow 5 Fr Catheter Clamps with
Fastener


CC-00005 13F17A0198, 13F17C0056, 13F17D0135, 13F17D0236,
13F17FOO75, 13F17F0600, 13F17G0179, 13F17H0107,
13F17H0367, 13F17J0198, 13F17K0212


Product Prytime Medical Devices Inc
Reference No. Lot No.


ER-Reboa Catheter Convenience Sets Containing
Teleflex Arrow Catheter Clamps with Fastener


KT1835C 172865444, 172865681, 173105847, 173105848,
173215956, 180107611, 180127612, 1731936239,
17115131129, 171151130, 17115131131, 17123131132,
17124131512, 17167131513, 17170131972,
17171132820, 17213132885, 17227133676,
17236132777, 17236133874, 17282134152, MFG739


Geographic Regions: Europe, U.S.


Manufacturer(s): Prytime Medical Devices Inc229 N Main S, Boerne, TX 78006, United States (catheter convenience set manufacturer)
Teleflex Medical2400 Bernville Rd, Reading, PA 19605, United States (catheter clamp manufacturer) 


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


Problem:
�In an April 27, 2018, Urgent Medical Device Recall Notification letter submitted by ECRI Institute member hospitals, Prytime states that the above
catheter clamps contained in the above sets lack sterility assurance because the packaging may not be sealed. Prytime also states that if a non-sterile
product is used, there is potential for infection. Prytime further states that it has received no reports of patient injury associated with this problem.


Action Needed:
�Identify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the April 27,
2018, Urgent Medical Device Recall Notification letter and Recall Acknowledgment Form from Prytime. Complete the Recall Acknowledgment Form,
and return it to Prytime using the information on the form. A customer service representative will contact your facility to provide a return materials
authorization (RMA) number and instructions for return of affected product and to arrange for product replacement.
For Further Information:
Prytime customer service department
Tel.: (210) 340-0116
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):


● 2018 May 7. Member Hospital. Prytime Medical letter submitted by an ECRI Institute member hospital (includes reply form) Download
● 2018 May 8. Manufacturer. The manufacturer confirmed the information in the source material
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[Critical Priority ] - A30551 : Maquet/Getinge—Datascope CARDIOSAVE Intra-Aortic Balloon Pumps�: Fluid Ingress May Affect Electronic Circuit Boards�


[Critical Priority ] - A30551 : Maquet/Getinge—Datascope CARDIOSAVE Intra-Aortic Balloon
Pumps�: Fluid Ingress May Affect Electronic Circuit Boards�
Medical Device Ongoing Action
Published: Tuesday, May 8, 2018
Last Updated: Thursday, May 10, 2018


UMDNS Terms:
•  Circulatory Assist Units, Cardiac, Intra-Aortic Balloon  [10846]


Product Identifier:
[Capital Equipment]


Part numbers listed below, excluding 0998-00-0800-83, 0998-UC-0800-83, and 0998-00-0800-75.


Product Datascope Corp
Model Cart No. Part No. Distribution Date


Hybrid Intra-Aortic
Balloon Pumps (IABPs)


CARDIOSAVE 0997-00-1179 0998-00-0800-XX, 0998-UC-0800-
XX


2012 Mar 6 to 2018 Apr 26


Geographic Regions: Worldwide


Manufacturer(s): Datascope Corp 1300 MacArthur Blvd, Mahwah, NJ 07430, United States


Suggested Distribution: Anesthesia, Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, Critical Care, OR/Surgery,
Perfusion


Problem:
�In a May 4, 2018, Urgent Medical Device Correction letter submitted by ECRI Institute member hospitals, Maquet/Getinge states that fluid ingress
may occur in the above intra-aortic balloon pumps (IABPs), potentially preventing initiation or continuation of therapy. Maquet/Getinge also states that
liquid spills, such as saline, can create bridges of resistance between the circuit components that can prevent the circuit from functioning as intended.
Maquet/Getinge further states that is has received one report of patient death related to this problem.


Action Needed:
�Identify any affected pumps in your inventory. If you have affected pumps, verify that you have received the May 4, 2018, Urgent Medical Device
Correction letter and response form from Maquet/Getinge. Never place fluids on top of the unit. Ensure that saline containers and tubing do not hang
directly over the pump. In the event of accidental spillage, immediately wipe the unit clean and have the unit serviced to ensure that no hazard exists. In
the unlikely event that an interruption of therapy occurs, transfer the patient to an alternative IABP. The instructions for use (IFU) state that a catheter
should not remain inactive for more than 30 minutes due to the potential for thrombus formation. If an alternative IABP is unavailable, manually inflate
the balloon with air or helium and immediately aspirate. Repeat every five minutes until an alternative unit is available, or remove the catheter from the
patient. Refer to the intra-aortic balloon catheter IFU, Manually Inflating and Deflating a Catheter. Treat the patient according to your facility's treatment
protocols and caregivers' clinical judgment to ensure hemodynamic stability. Maquet/Getinge has created a protective top cover for the IABP that
addresses the potential fluid ingress problem. A Maquet/Getinge representative will contact your facility to schedule on-site service of affected systems.
Complete the response form, and return it to Maquet/Getinge using the instructions on the form. U.S. customers should 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:
Maquet U.S. technical support department
U.S. Tel.: (888) 627-8383 (select option 3), 8 a.m. to 6 p.m. Eastern time, Monday through Friday
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):


● 2018 May 7. Member Hospital. (includes reply form) Download
● 2018 May 10. Manufacturer. The manufacturer confirmed the information provided in the source material.
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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

