
SBED Weekly Update 24-Apr-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 

31 SFDA website
4/16/2018 4/22/2018

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: WU1817

MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Anaesthetic and respiratory devices

Halyard Health Closed 

Suction Kits with Flex 

Connector

4/16/2018 Halyard Health Co. 2 Attac

hed

Arabian Health Care 

Supply Co. (AHCSC)

# New

Halyard Health Closed 

Suction Kits with Flex 

Connector

4/19/2018 Halyard Health Co. 2 https

://nc

Arabian Health Care 

Supply Co. (AHCSC)

Update

Assistive products for persons with disability

Entroy Pool Lifters 4/16/2018 Arjo Hospital Equipment AB 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12485Al-Faisaliah Medical System# New

Milford Smartbase 4/19/2018 Autochair 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12476N/ANew

Complementary therapy devices

http://www.sfda.gov.sa
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12475
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12485
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12476



[High Priority ] - A30334 : Vygon—Halyard Health Closed Suction Kits with Flex Connector: �Flex Connectors May Become Loose or Disconnected before or during Use


[High Priority ] - A30334 : Vygon—Halyard Health Closed Suction Kits with Flex Connector: �Flex
Connectors May Become Loose or Disconnected before or during Use
Medical Device Ongoing Action
Published: Wednesday, April 11, 2018
Last Updated: Thursday, April 12, 2018


UMDNS Terms:
•  Catheters, Tracheal, Suction [10749]


Product Identifier:
[Consumable]


Haylard Health Closed Suction Kits with Flex Connector


Product Vygon UK Ltd
Product No. Lot No.


Halyard Closed Suction System for Adults, Double Swivel
Elbow (DSE) KV CSS DSE ENDO 12 Fr


VKC2160 All


Halyard Closed Suction System for Adults, DSE KV CSS DSE
TRACH 12 Fr


VKC21603 All


Halyard Closed Suction System for Adults, DSE KV CSS DSE
ENDO 14 Fr/54 cm


VKC2210 All


Halyard Closed Suction System for Adults, DSE KV CSS DSE
TRACH 14 Fr


VKC22103 All


Halyard Closed Suction System for Adults, DSE KV CSS DSE
WP TRACH 14 Fr


VKC221036 All


Halyard Closed Suction System for Adults, DSE KV CSS DSE
WP TRACH MDI 14 Fr


VKC221038 All


Halyard Closed Suction System for Adults, DSE KV CSS WP
TRACH MDI 14 Fr


VKC2210386 All


Halyard Closed Suction System for Adults, DSE KV CSS WP
ENDO 14 Fr


VKC22106 All


Halyard Closed Suction System for Adults, DSE KV CSS WP
ENDO DIR TIP 14 Fr


VKC221069 All


Halyard Closed Suction System for Adults, DSE KV CSS DSE
ENDO D-LUM 14 Fr


VKC22107 All


Halyard Closed Suction System for Adults, DSE KV CSS DSE
ENDO MDI 14 Fr


VKC22108 All


Halyard Closed Suction System for Adults, DSE KV CSS DSE
ENDO DIR TIP 14 Fr


VKC22109 All


Halyard Closed Suction System for Adults, DSE KV CSS DSE
ENDO 16 Fr


VKC2260 All


Halyard Closed Suction System for Adults, DSE KV CSS WP
ENDO 16 Fr


VKC22606 All


Halyard Turbo-Cleaning Closed Suction System for Adults,
DSE KV TURBO CSS DSE ENDO 14 Fr


VKC227 All


Halyard Turbo-Cleaning Closed Suction System for Adults,
DSE KV TURBO CSS T-PC WP TRACH 14 Fr


VKC22701356 All


Halyard Turbo-Cleaning Closed Suction System for Adults,
DSE KV TURBO CSS T-PC WP ENDO 14 Fr


VKC2270156 All


Halyard Turbo-Cleaning Closed Suction System for Adults,
DSE KV TURBO CSS DSE TRACH 14 Fr


VKC22703 All
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Halyard Turbo-Cleaning Closed Suction System for Adults,
DSE KV TURBO CSS WP TRACH 14 Fr


VKC227036 All


Halyard Turbo-Cleaning Closed Suction System for Adults,
DSE KV TURBO CSS DDSE ENDO 10 Fr


VKC227101 All


Halyard Turbo-Cleaning Closed Suction System for Adults,
DSE KV TURBO CSS DSE TRACH 10 Fr


VKC2271013 All


Halyard Turbo-Cleaning Closed Suction System for Adults,
DSE KV TURBO CSS DSE ENDO MDI 10 Fr


VKC2271018 All


Halyard Turbo-Cleaning Closed Suction System for Adults,
DSE KV TURBO CSS DSE ENDO MDI 12 Fr


VKC2271218 All


Halyard Turbo-Cleaning Closed Suction System for Adults,
DSE KV TURBO CSS DSE TRACH MDI 12 Fr


VKC22712183 All


Halyard Turbo-Cleaning Closed Suction System for Adults,
DSE KV TURBO CSS DSE WP ENDO MDI


VKC22712186, VKC22714186, VKC22716186 All


Halyard Turbo-Cleaning Closed Suction System for Adults,
DSE KV TURBO CSS DSE WP TRACH MDI


VKC227121863, VKC227141863, VKC227161863 All


Halyard Turbo-Cleaning Closed Suction System for Adults,
DSE KV TURBO CSS DSE ENDO MDI 14 Fr


VKC2271418 All


Halyard Turbo-Cleaning Closed Suction System for Adults,
DSE KV TURBO CSS DSE TRACH MDI 14 Fr


VKC22714183 All


Halyard Turbo-Cleaning Closed Suction System for Adults,
DSE KV TURBO CSS DSE ENDO 12 Fr


VKC22716 All


Halyard Turbo-Cleaning Closed Suction System for Adults,
DSE KV TURBO CSS DSE TRACH 12 Fr


VKC2271603 All


Halyard Turbo-Cleaning Closed Suction System for Adults,
DSE KV TURBO CSS DSE WP TRACH 12 Fr


VKC22716036 All


Halyard Turbo-Cleaning Closed Suction System for Adults,
DSE KV TURBO CSS DSE ENDO 16 Fr


VKC227161 All


Halyard Turbo-Cleaning Closed Suction System for Adults,
DSE KV TURBO CSS DSE TRACH 16 Fr


VKC2271613 All


Halyard Turbo-Cleaning Closed Suction System for Adults,
DSE KV TURBO CSS DSE WP ENDO 16 Fr


VKC2271616 All


Halyard Turbo-Cleaning Closed Suction System for Adults,
DSE KV TURBO CSS DSE ENDO MDI 16 Fr


VKC2271618 All


Halyard Turbo-Cleaning Closed Suction System for Adults,
DSE KV TURBO CSS DSE TRACH MDI 16 Fr


VKC22716183 All


Halyard Turbo-Cleaning Closed Suction System for Adults,
DSE KV TURBO CSS DSE WP ENDO 12 Fr


VKC227166 All


Halyard Turbo-Cleaning Closed Suction System for Adults,
DSE KV TURBO CSS DSE WP ENDO 14 Fr


VKC2276 All


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


Manufacturer(s): Vygon UK LtdPierre Simonet Building V Park Gateway North, SN25 4DL Swindon, England
Halyard Health5405 Windward Pkwy, Alpharetta, GA 30004, United States


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


Problem:
�In a March 27, 2018, Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory (MHRA), Vygon states that the flex
connectors supplied with the above kits may become loose or disconnected before or during use. Vygon also states that if disconnection occurs during
use, an open respiratory circuit and interruption of patient ventilation will occur. Vygon further states that it has received no reports of adverse event
associated with this problem. The manufacturer has not confirmed the information provided in the source material.


Action Needed:
�Identify any affected product in your inventory. If you have affected product, verify that you have received the March 27, 2018, Field Safety Notice
letter and fax back form from Vygon. Before using the affected product, evaluate the connection between the flex connector and the swivel connector to
ensure that there is an adequate connection. An adequate connection (see figure 1 in the letter ) is determined when a tight fit is achieved on the swivel
with the flex connector advanced approximately three quarters over the swivel, so that a gap remains. An inadequate connection (see figure 2 in the letter
) exists when the bottom of the flex connector advances all the way to the end of the swivel connector, where a gap is no longer visible. If an inadequate
connection is identified, the flex connector should be replaced with a new, sterile flex connector, and the system connection should be re-evaluated. If use
of a flex connector with the ventilator circuit is optional, the closed suction swivel connector can be connected directly to the ventilator circuit. If an
inadequate connection between the flex connector and swivel connector occurs during use, save the flex connector and report it to the Vygon technical
department by telephone at (01793) 748940 or by e-mail at technical@vygon.co.uk . If a disconnection occurs during use, replace the flex connector
with a new sterile flex connector (e.g., product code VKC1115), and ensure that the connection is adequate as described above. Notify all relevant
personnel at your facility of the information in the Field Safety Notice letter. Complete the fax back form, and return it to Vygon using the information on
the form.
For Further Information:
Tara Pawley, Vygon technical support department
Tel.: (01793) 748940
E-mail: technical@vygon.co.uk
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Vygon: Haylard Health closed suction kits with flex connector


[online]. London: Department of Health; 2018 Apr 3 [cited 2018 Apr 4]. (Field safety notice; reference no. 2018/003/028/601/003).
Available from Internet: Click here .


Comments:


● For information on similar and potentially related actions, see Alerts A30027 , A30027 01 , A30027 02 , A30027 03 , A30027 04 , and 
H0435 .


● �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 Apr 4. MHRA FSN. 2018/003/028/601/003 Download
● 2018 Apr 4. MHRA FSN. (includes reply form) Download
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/170673/20180327VygonHaylardHealthClosedSuctionSystemsMHRA.pdf?option=80F0607

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/170673/20180327VygonHaylardHealthClosedSuctionSystemsMHRA.pdf?option=80F0607

mailto:technical@vygon.co.uk

mailto:technical@vygon.co.uk

https://www.vygon.com/contact/

https://www.gov.uk/drug-device-alerts/field-safety-notice-26-to-30-march-2018

https://www.gov.uk/drug-device-alerts/field-safety-notice-26-to-30-march-2018

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1633518

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1633576

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1633576

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1633660

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1633660

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1633907

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1633907

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1633967

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1633967

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1633948

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/171177/20180403VygonHaylardHealthClosedSuctionSystemsMHRACover.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/171178/20180327VygonHaylardHealthClosedSuctionSystemsMHRA.pdf



AFHajlan
(A30334)  Vygon-Halyard Health Closed Suction Kits with Flex Connector- Flex Connectors May Become Loose or Disconnected before or during Use.pdf




[High Priority ] - A30356 : ArjoHuntleigh—Entroy Pool Lifters: Seat/Stretcher May Detach If Not Correctly Paired


[High Priority ] - A30356 : ArjoHuntleigh—Entroy Pool Lifters: Seat/Stretcher May Detach If Not
Correctly Paired
Medical Device Ongoing Action
Published: Thursday, April 12, 2018


UMDNS Terms:
•  Lifts, Patient Transfer, Swimming Pool [23737]


Product Identifier:
[Capital Equipment]


Product
Arjo Hospital Equipment AB A Getinge
Group Co
Model


Model


Pool LIfters Entroy GAB1000-x1


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


Manufacturer(s): Arjo Hospital Equipment AB A Getinge Group CoVerkstadsvagen 5, Box 61, S-241 21 Eslov, Sweden


Suggested Distribution: Clinical/Biomedical Engineering, Nursing, Facilities/Building Management, Physical Therapy/Rehabilitation


Problem: In an April 4, 2018, Urgent Field Safety Notice letter posted by the U.K. Medicine and Healthcare Products Regulatory Agency (MHRA),
ArjoHuntleigh states that the seat/stretcher of the above pool lifts may detach if the user fails to dock the chair or stretcher correctly, potentially resulting
in patient falls. ArjoHuntleigh also states that this problem may result if the caregiver assumes that the pin has been paired with the seat/stretcher and
does not notice a misalignment that prevents the seat/stretcher from pairing with the dock. Instead, once the lift reaches a certain height, the seat/stretcher
may fall off the lift. The possible contributors to this problem include the following:


● Maintenance checks are not performed properly.
● Users do not recognize the poor connection.
● Pool lift owners do not recognize that the product needs maintenance.
● Wear on the docking connection causes the pin to hit the edge of the pairing cylinder instead of entering it.


ArjoHuntleigh further states that it no longer produces the above pool lifts. The manufacturer has not confirmed the information provided in the source
material.


Action Needed:
Identify any affected lifts in your inventory. If you have affected lifts, verify that you have received the April 4, 2018, Urgent Field Safety Notice letter
and Customer Response Form from ArjoHuntleigh. The firm states that it has developed a Quick Reference Guide to allow users to perform the transfer
safely. ArjoHuntleigh states that a service technician will visit your facility and place the Quick Reference Guide on affected lifts. Notify all relevant
personnel at your facility of the information in the Urgent Field Safety Notice letter, and forward a copy of the letter to any facility to which you have
further distributed affected product. Complete the Customer Response Form, and return it to ArjoHuntleigh using the instructions on the form.
 
For Further Information:
ArjoHuntleigh
Tel.: 44 (1582) 413104
E-mail: UKSSUComplaintHandling@ArjoHuntleigh.com
Website: Click here
 
 
  


References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Arjo: Entroy [online]. London: Department of Health; 2018 Apr 9


[cited 2018 Apr 9]. (Field safety notice; reference no. 2018/003/012/601/006). 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 Apr 4. MHRA FSN. 2018/003/012/601/006 Download
● 2018 Apr 4. MHRA FSN. Arjo Reference No. FSN-POZ-001-2018 (includes reply form) Download
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mailto:UKSSUComplaintHandling@ArjoHuntleigh.com

https://www.arjo.com/int/region-select/

https://www.gov.uk/drug-device-alerts/field-safety-notice-02-06-april-2018?utm_source=4aa5026f-4fa1-4e31-a60f-8ca88d63bda4&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notice-02-06-april-2018?utm_source=4aa5026f-4fa1-4e31-a60f-8ca88d63bda4&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/171162/20180409ArjoEntroyPoolLiftsMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/171163/20180404ArjoEntroyPoolLiftsMHRA.pdf



AFHajlan
(A30356) ArjoHuntleigh-Entroy Pool Lifters-Seat May Detach.pdf



MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Phantom Fiber Biofiber 

Sutures

4/16/2018 Tornier Inc 2 httpsN/ANew

Diagnostic and therapeutic radiation devices

Nuclear, Magnetic 

Resonance Imaging

4/19/2018 Philips Healthcare 2 httpsPhilips Healthcare 

Saudi Arabia Ltd.

New

Philips Ingenuity Core 

(728321)

4/19/2018 Philips Healthcare 2 httpsPhilips Healthcare 

Saudi Arabia Ltd.

New

Electro mechanical medical devices

Battery Performance Alert 

and Cybersecurity 

Firmware Updates for 

Certain ICD & CRT-D 

Devices

4/22/2018 St. Jude Medical Inc FSN https

://nc

mdr.

sfda.

Al-Jeel Medical & 

Trading Co. LTD

New

Belzer UW & Waters IGL 

Cold Storage Solution

4/18/2018 Preservation Solutions, 

Inc

2 httpsN/ANew

Classic Series Reusable 

Active Cord designed to 

be used with Gyrus ACMI 

FOCUS 640, Bovie and 

other general purpose 

monopolar 

electrosurgical generators

4/22/2018 Gyrus ACMI 2 https

://nc

mdr.

sfda.

gov.s

a/Se

Salehiya Trading Est.New

Covidien EEA 

Hemorrhoid and Prolapse 

Stapler Sets with DST 

Series Technology

4/16/2018 Medtronic SA 1 https

://nc

mdr.

Medtronic Saudi Arabia# New

Infinity Acute Care 

System (lACS) Monitoring 

Solution

4/18/2018 Draeger Medical 

Systems Inc

2 https

://nc

Draeger Arabia Co. Ltd.New

Liberty Select Cycler 4/16/2018 Fresenius Medical Care. 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12464Fresenius Medical Care GmbHNew

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12463
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12474
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12478
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12484
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12472
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12488
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12487
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12473
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12464



[High Priority ] - A30380 : Medtronic—Covidien EEA Hemorrhoid and Prolapse Stapler Sets with DST Series Technology: Yellow Staple Guide May Be
Improperly Welded to the Instrument


[High Priority ] - A30380 : Medtronic—Covidien EEA Hemorrhoid and Prolapse Stapler Sets with DST
Series Technology: Yellow Staple Guide May Be Improperly Welded to the Instrument
Medical Device Ongoing Action
Published: Thursday, April 12, 2018


UMDNS Terms:
•  Staplers, Surgical, Circular, Hemorrhoid  [20323]


Product Identifier:
[Consumable]


Product Medtronic Inc
Item No. Lot No.


3.5 mm Covidien EEA Hemorrhoid and Prolapse
Stapler Sets with DST Series Technology


HEM3335 N7J114SMX, N7K0092MX, N7K0692MX,
N7K0693MX, N7L0380MX, N7L0457MX,
N7L0594MX, N7L0676MX, N7L0762MX, N7L0868MX,
N7L0940MX, N7L1076MX, N7L1077MX,
N7M0144MX, N7M018SMX, N7M0732MX,
N7M0733MX, N7M0835MX, N8A0144MX,
N8A0166MX


4.8 mm Covidien EEA Hemorrhoid and Prolapse
Stapler Sets with DST Series Technology


HEM3348 N7K0694MX, N7L1078MX, N7M0837MX


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


Manufacturer(s): Medtronic Inc710 Medtronic Pkwy, Minneapolis, MN 55432-5604, United States


Suggested Distribution: OR/Surgery, Gastroenterology, Materials Management


Problem:
In an April 9, 2018, Urgent Medical Device Recall letter submitted by ECRI Institute member hospitals, Medtronic states that the yellow staple guide
may be improperly welded to the above staplers. Use of a device with an improperly welded staple guide may result in improper staple formation,
potentially leading to bleeding or anastomotic leak. Medtronic also that it has received no reports of serious injury 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 have received the April 9,
2018, Urgent Medical Device Recall letter and Recalled Product Return Form from Medtronic. Regardless of whether you have affected product,
complete the Recalled Product Return Form and return it to Medtronic using the instructions on the form. To obtain a return goods authorization (RGA)
number for product return, contact the Medtronic customer service department by telephone at the number below. Once you receive the RGA number,
return unused affected product to Medtronic, Attn: Field Returns Department, at 195 McDermott Road, North Haven, CT 06473, United States. If you
purchased affected product through a distributor, contact them directly for instructions on returning affected product. Inform all relevant personnel at
your facility of the information in the letter, and forward a copy of the letter to any facility to which you have further distributed affected product. U.S.
customers should report any adverse events or quality problems with 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 MedWatch, HF-2, FDA, 5600
Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website . Report any adverse events to Medtronic post market vigilance at 
quality.assurance@covidien.com .
For Further Information:
Medtronic customer service department
Tel.: (800) 962-9888 (select option 2)
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 Apr 11. Member Hospital. Medtronic letter submitted by ECRI Institute member hospitals (includes reply form) Download


www.ecri.org . Printed from Health Devices Alerts on Monday, April 16, 2018 Page 1


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



http://www.fda.gov/MedWatch/getforms.htm

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

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

mailto:quality.assurance@covidien.com

http://medtronicsolutions.medtronic.com/sp

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/171052/20180409MedtronicCovidienEEAHemorrhoidProlapseStaplerSetClient.pdf



AFHajlan
(A30380) Medtronic-Covidien EEA Hemorrhoid and Prolapse Stapler Sets with DST Series Technology-Yellow Staple Guide May Be Improperly Welded to the Instrument.pdf



MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Microflex Spare Part 

Drives for T2100 

Treadmills

4/16/2018 GE Healthcare 2 Attac

hed

GE Healthcare# New

SIGMA Spectrum V6 

Platform Infusion Pumps 

with Master Drug Library ,

4/18/2018 Baxter Healthcare 2 Attac

hed

Baxter AG# New

Sonopet Ultrasonic 

Products     ,

4/22/2018 Stryker Instruments ( 

Ultrasonic Sys )

2 httpsArabian Medical 

Express Services ( 

New

In vitro diagnostic devices

Alinity i HBsAg Calibrators 4/22/2018 Abbott FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12481Medical supplies & Services Co.Ltd MediservNew

Atellica COAG 360… 4/16/2018Siemens Healthcare Diagnostics Product 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12467AL-KAMAL ImportNew

BD Vacutainer EDTA 

tubes, BD Vacutainer 

Lithium Heparin tubes

4/16/2018 Becton Dickinson & Co. 

(BD)

FSN https

://nc

Becton Dickinson B.V.New

EliA Intrinsic Factor Well . 4/19/2018 Phadia Ltd 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12479ABDULREHMAN AL GOSAIBI GTBNew

Mueller Hinton 4/16/2018 Bio-Rad Laboratories Inc 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12466Al-Jeel Medical & Trading Co. LTDNew

SALSA MLPA Probemix 

P060 SMA

4/16/2018 MRC-Holland FSN httpsN/ANew

Sample Diluents used 

with Dimension Vista 

Systems

4/16/2018 Siemens Healthcare 

Diagnostics GmbH

2 Attac

hed

ABDULREHMAN AL 

GOSAIBI GTB

# New

Non-active implantable devices

Implant, Ext. Hex, tapered 

12o CoAxis

4/18/2018 Southern Implants, Inc 2 httpsN/ANew

Reusable devices

Hypothermia Caps, 

Mittens and Slippers

4/16/2018 Southwest Technologies 2N/A# Update

http://Attached
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12489
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12481
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12467
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12469
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12479
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12466
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12468
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12471



[High Priority ] - A30348 : GE—Microflex Spare Part Drives for T2100 Treadmills: Uncontrolled Walking Belt Motion May Occur� during a Stress Exercise Test


[High Priority ] - A30348 : GE—Microflex Spare Part Drives for T2100 Treadmills: Uncontrolled
Walking Belt Motion May Occur� during a Stress Exercise Test
Medical Device Ongoing Action
Published: Monday, April 9, 2018


UMDNS Terms:
•  Exercisers, Aerobic, Treadmill [14141]


Product Identifier:
[Consumable, Capital Equipment]


Product GE Healthcare
Part No. Treadmills ABB Part No


Microflex Spare Part
Drives


2026182-002, 2026182-004 T2100 FMH2A09TR-EN43EQ, FMH2A09TR-EN43E,
FMH2A09TR-EN43E/12, FMH2A09TR-EN43GZ


Geographic Regions: Worldwide


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


Suggested Distribution: Clinical/Biomedical Engineering, Facilities/Building Management, Physical Therapy/Rehabilitation


Problem:
�In a March 30, 2018, Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, GE states that uncontrolled walking
belt motion may occur with the above treadmills during a stress exercise test because a performance problem with the above customer-owned spare part
drives was not addressed in a previous safety correction (GEHC Ref# 30074, covered in Alert A24023 ). GE also states that this motion can be seen as
an unexpected slowing, followed by sudden belt acceleration in either the forward or backward direction. When this occurs, engaging the emergency stop
button (ESTOP) will not immediately stop the belt; it will coast to a stop within 35 seconds when slowing from maximum speed. The sudden change in
belt speed and/or direction may result in a fall and injury to the patient.


Action Needed:
�Identify any affected spare part drives in your inventory. If your spare part drive has an FMI 30074 correction label attached (see the image in the letter
) or GE part number 2026182-006 (ABB part number 3AXD50000032648, 3AXD50000032647, or FMH2A09TR-EN43HQ), the firmware on the drive
was updated and your spare part is not affected. If your spare part drive does not have the FMI correction label attached and is GE part number 2026182-
002 or 2026182-004 (ABB part number FMH2A09TR-EN43EQ, FMH2A09TR-EN43E, FMH2A09TR-EN43E/12 or FMH2A09TR-EN43GZ), the
firmware on the drive was not updated and you have affected spare part inventory. If you or your service provider installed a spare part drive on a T2100
treadmill after June 4, 2015, you may have an affected drive installed. If you have or may have affected parts, verify that you have received the March 30,
2018, Urgent Medical Device Correction letter and Customer Response form from GE. Regardless of whether you have affected parts, complete the
Customer Response form and return it to GE using the instructions on the form. Upon receipt of the form, a GE representative will contact your facility to
arrange for a correction at no cost, if necessary. Adhere to the following instructions if any uncontrolled walking belt motion is observed, including
unexpected stopping, slowing, acceleration, or change of direction, while the patient is on the treadmill:


● Depress the ESTOP button completely so that it locks.
● If the ESTOP button does not stop treadmill motion, unplug the power cord from the wall outlet.
● Instruct the patient to do the following:


● Hold the handrails to help maintain balance.
● Step off the walking belt by placing their feet on the rubberized non-skid surfaces on either side of the walking belt.
● After the walking belt coasts to a complete stop, instruct the patient to step off the treadmill. Depending on belt speed, a full stop


may take up to 35 seconds.


Note that while the emergency stop switch is depressed or when power is not applied to the treadmill, the walking belt is not locked. The walking belt in
this condition is allowed to move, which may cause a person to lose balance and fall while standing on the belt. The risk of belt movement is increased
with higher treadmill grades or inclines. Discontinue use of any T2100 treadmills that exhibit uncontrolled motion, and call the GE service department
using the information below.
For Further Information:
GE service department
Tel.: (800) 437-1171
Website: Click here
Comments:


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


Source(s):


● 2018 Apr 6. Member Hospital. GE Reference No. 30085 (includes reply form) Download
● 2018 Apr 9. Manufacturer. The manufacturer confirmed the information provided in the source material.
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[High Priority ] - A30371 : Baxter—SIGMA Spectrum V6 Platform Infusion Pumps with Master Drug Library: May Not Have Received Full Battery of Release Tests


[High Priority ] - A30371 : Baxter—SIGMA Spectrum V6 Platform Infusion Pumps with Master Drug
Library: May Not Have Received Full Battery of Release Tests
Medical Device Ongoing Action
Published: Thursday, April 12, 2018


UMDNS Terms:
•  Infusion Pumps, Multitherapy [13215]
•  Infusion Pumps, Multitherapy, Large Volume [28057]
•  Infusion Pumps, Multitherapy, Large Volume, Single-Channel [27889]


Product Identifier:


Product Baxter Healthcare Corp
Model Product No. Distribution Date


Infusion Systems SIGMA SPECTRUM V6 Platform 35700BAX 2 Oct 2009 to 8 Mar 2018


Geographic Regions: Puerto Rico, U.S.


Manufacturer(s): Baxter Healthcare CorpOne Baxter Pkwy, Deerfield, IL 60015-4625, United States


Suggested Distribution: Anesthesia, Clinical/Biomedical Engineering, Critical Care, Nursing, Oncology, Home Care, IV Therapy


Problem:
In an April 3, 2018, Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, Baxter states that one service technician
improperly documented final release testing on SIGMA SPECTRUM infusion pumps with Master Drug Library, indicating that the full battery of release
tests were performed when, in fact, several tests were omitted. Baxter also states that the omitted tests include air-in-line detection at 400 mL/hour and
800 mL/hour and verification of upstream occlusion detection at 800 mL/hour. Baxter further states that it confirmed that the service technician
appropriately performed and documented the passing air-in-line detection testing at 10, 40, and 100 mL/hour and upstream occlusion testing at 10, 40,
100, and 400 mL/hour for affected pumps. Baxter states that it cannot ensure that affected pumps will properly alarm for air-in-line or upstream occlusion
rates at the non-tested flow rates. Improper detection of air-in-line or upstream occlusion may result in serious adverse health consequences. Baxter also
states that it has received no reports of serious injury associated with this problem. The manufacturer has not confirmed the information provided in the
source material.
 


Action Needed:
Locate and discontinue use of any affected pumps at your facility. Baxter states that if your facility has affected devices, a list of these affected serial
numbers was sent directly to your facility. Baxter is requesting the return of all pumps tested by this technician to ensure proper air-in-line detection at
400 mL/hour and 800 mL/hour, and proper upstream occlusion detection at 800 mL/hour. To arrange for device return, contact Baxter by telephone at
(800) 356-3454, 7 a.m. to 7 p.m. Eastern time, Monday through Friday, with your Baxter 8-digit ship-to account number, product code, serial number(s),
and number of pumps to be returned. If you received a Customer Reply Form directly from Baxter, complete and return it to Baxter using the instructions
on the form. If you did not receive a letter and reply form directly from Baxter, do not return a reply form to Baxter. Report any adverse reactions or
quality problems associated with the use of affected product to Baxter product surveillance by telephone at (800) 437-5176, 8 a.m. to 5 p.m. Central time,
Monday through Friday, or by e-mail at corporate_product_complaints_round_lake@baxter.com ( click here ). U.S. customers should also report
adverse reactions or 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 MedWatch, Food and Drug Administration, 5600
Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website .
 
For Further Information:
Baxter
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 Apr 10. Member Hospital. Baxter letter submitted by an ECRI Institute member hospital: FA-2018-012 Download
● 2018 Apr 12. Manufacturer. Baxter confirmed the information provided in the source material.
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[High Priority ] - A30364 : Siemens—Diluents Used with Dimension Vista Systems: Cap Septum May Be Defective


[High Priority ] - A30364 : Siemens—Diluents Used with Dimension Vista Systems: Cap Septum May
Be Defective
Medical Device Ongoing Action
Published: Thursday, April 12, 2018


UMDNS Terms:
•  IVD Test Reagent/Kits, Clinical Chemistry, Calibration [17031]
•  IVD Test Reagent/Kits, Clinical Chemistry, Control [17058]


Product Identifier:
[Consumable, Capital Equipment]


Product Siemens Healthcare
Model Catalog No. Material No. Lot No. Expiration Date


Sample Diluents used
with Dimension Vista
Systems


CTNI (CTNI SDIL) KD692 10445205 7BDA34 1 Jun 2018


Multi 1 (MULTI 1 SDIL) KD693 10469971 7BDA81 1 Mar 2018


Multi 2 (MULTI 2 SDIL) KD694 10483586 7CDA79, 7DDA70 1 Sep 2018, 1 Nov 2018


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


Manufacturer(s): Siemens Healthcare 40 Liberty Blvd, Malvern, PA 19355-9998, United States


Suggested Distribution: Clinical/Biomedical Engineering, Clinical Laboratory/Pathology, Materials Management


Problem: In a March 2018 Urgent Field Safety Notice posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA) and a
March 21, 2018, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Siemens states that the caps on the above vials
may have an incomplete septum slit, potentially resulting in erroneously elevated results during autodilution. Siemens further states that falsely elevated
results for B-type natriuretic peptide, cardiac troponin I, progesterone, total testosterone, and thyroid stimulating hormone could occur. Siemens also
states that a falsely elevated estradiol result could lead to additional monitoring for ovarian hyperstimulation. The manufacturer has not confirmed the
information provided in the source material.


Action Needed:
Identify, isolate, and discard any affected product in your inventory. If you have affected product, verify that you have received the March 2018 Urgent
Field Safety Notice or the March 21, 2018, Urgent Medical Device Recall letter and Field Correction Effectiveness Check Form from Siemens. Siemens
is not currently recommending a review of results previously generated with affected product. Review the letter with your medical director. Review
inventory of affected product to determine your laboratory's replacement needs. Complete the Field Correction Effectiveness Check Form, and return it to
Siemens, according to the information on the form. If you receive any complaints of illness or adverse events associated with affected product,
immediately contact the Siemens customer care center or your Siemens local tech support representative. Inform all relevant personnel at your facility of
the information in the letter, and forward a copy of the letter to any facility to which you have further distributed affected product.
For Further Information:
Siemens
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Siemens Healthcare Diagnostics: Dimension/Dimension VISTA


[online]. London: Department of Health; 2018 Apr 9 [cited 2018 Apr 11]. (Field safety notice; reference no. 2018/003/029/601/003).
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 Apr 11. MHRA FSN. 2018/003/029/601/003 Download
● 2018 Apr 11. MHRA FSN. March 2018 Siemens letter posted by MHRA, VC-18-04.A.OUS (includes reply form) Download
● 2018 Apr 11. Member Hospital. March 21, 2018 Siemens letter submitted by ECRI Institute member hospital, VC-18-04.A.OUS (includes


reply form) Download
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[High Priority ] - A30332 : Southwest Technologies—Hypothermia Caps, Mittens, and Slippers: �May Be Misbranded and May Cause Frostbite


[High Priority ] - A30332 : Southwest Technologies—Hypothermia Caps, Mittens, and Slippers: �May
Be Misbranded and May Cause Frostbite
Medical Device Ongoing Action
Published: Monday, April 9, 2018
Last Updated: Thursday, April 12, 2018


UMDNS Terms:
•  Caps, Hypothermia [16219]
•  Cooling Garments [27979]


Product Identifier:
[Consumable]


Product Southwest Technologies Inc
Product No. Lot No.


Hypothermia Caps CAP610 010616B, 012115C, 012116B, 020314C,
0206130, 022316C, 030116B, 030515D,
031016B, 032516B, 032715B, 040514B,
040813B, 040915D, 041615C, 042516C,
043015D, 050616B, 052016C, 053116C,
061014D, 070213F, 070816C, 070915D,
072214C, 072214C, 072516C, 081216B,
081513B, 081815B, 090115B, 090216B,
090914D, 091416F, 100113C, 101215C,
101312C, 101316D, 111315B, 111413B,
111814B, 112912B, 122115C


CAP610LV 031414D, 041013E, 070813B, 082014C,
091615D, 102413B, 121912D, 121913C


Hypothermia Mittens TM7006 050415D, 060805B


TM7008 012512C, 012715C, 021813C, 022714D,
030316B, 030513B, 031111B, 031309D,
031912B, 032116C, 040114B, 041015C,
042016C, 051414C, 051815D, 052213D,
060116C, 071212D, 072616C, 082316F,
090313E, 090814C, 091115B, 100511D,
101116C, 101715C, 102714D, 120613C,
121015D, 121614D, 122612C


Hypothermia Slippers SL3000 011415B, 020314D, 020516D, 030316D,
030515C, 031714D, 041116D, 041315C,
052213E, 060116B, 062916C, 070909D,
071014B, 071315C, 080813D, 081716B,
091115C, 091412C, 100915C, 101216D,
101514B, 110713C, 120214B, 122612D


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


Manufacturer(s): Southwest Technologies Inc 1746 Levee Rd, North Kansas City, MO 64116, United States


Suggested Distribution: Critical Care, Emergency/Outpatient Services, Nursing, Oncology, Diabetes Education/Coordination, Home Care,
EMS/Transport, Materials Management


Problem:
��In a December 28, 2017, Urgent Medical Device Recall Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency
(MHRA), Southwest Technologies states that the above products are misbranded for use during chemotherapy treatments. Southwest Technologies also
states that it has received two reports of frostbite occurring during use of the hypothermia mitts. Southwest Technologies further states that the products
have not passed FDA clearance for their intended use and may cause frostbite topatients with, but not limited to, diabetic neuropathy, Raynaud's disease,
distalmetastasis, distal arteriopathy, and cold intolerance. Southwest Technologies states that patients using the above products may feel pain in
digits before the occurrence of frostbite. The manufacturer has not confirmed the information provided in the source material.


Action Needed:
�Identify, discontinue use of, and discard or return any affected product in your inventory. If you have affected product, verify that you have received the
December 28, 2017, Urgent Medical Device Recall letter and Acknowledgment and Receipt Form from Southwest Technologies. Regardless of whether
you have affected product, complete the Acknowledgment and Receipt Form and return it to Southwest Technologies using the instructions on the form.
Southwest Technologies does not currently manufacture any products that can be used as a substitution for the affected product. Inform all relevant
personnel at your facility of the information in the letter, and forward a copy of the letter to any facility to which you have further distributed affected
product.
For Further Information:
Southwest Technologies QA/RA department
Tel.: (816) 221-2442 or (800) 247-9951, 7:30 a.m. to 3:30 p.m. Central time, Monday through Friday
Website: Click here
References:
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● Great Britain. Medicines and Healthcare Products Regulatory Agency. Southwest Technologies: Elastogel hypothermia products [online].
London: Department of Health; 2018 Apr 3 [cited 2018 Apr 4]. (Field safety notice; reference no. 2018/003/026/601/003). Available from
Internet: Click here . 


ECRI Institute Recommendations:


��


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 Apr 4. MHRA FSN. 2018/003/026/601/003 Download
● 2018 Apr 4. MHRA FSN. (includes reply form) Download
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MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Surgical PENIS CLAMP 4/22/2018 Aesculap FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12482Gulf Medical Co.New

Single-use devices

​Vacutainer Plus Plastic 

Citrate Blood Collection 

Tubes

4/18/2018 BD Biosciences 2 Attac

hed

Becton Dickinson B.V.# New

Alaris SMARTSITE ADD-

ON BAG ACCESS DEVICE

4/16/2018 Becton, Dickinson And 

Company

2 httpsMedical Regulations 

Gate

New

IntraClude Intra-aortic 

Occlusion Device    ,

4/19/2018 Edwards Lifesciences 1 httpsArabian Health Care 

Supply Co. (AHCSC)

New

Liquid Acid Concentrate 

for Haemodialysis-HDA08

4/22/2018 Alrazi Pharma Industries FSN httpsAlrazi Pharma IndustriesNew

Thoracentesis/paracentesi

s kit,Illinois needle 

aspiration,Jamshidi 

needle bone marrow

4/19/2018 CareFusion Alaris A BD 

Co

2 https

://nc

mdr.

Becton Dickinson B.V.Update

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=4&rid=12482
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12465
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12480
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12483
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12477
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx



[High Priority ] - A30379 : BD—�Vacutainer Plus Plastic Citrate Blood Collection Tubes: May Exhibit Overfill Draw Volumes


[High Priority ] - A30379 : BD—�Vacutainer Plus Plastic Citrate Blood Collection Tubes: May Exhibit
Overfill Draw Volumes
Medical Device Ongoing Action
Published: Thursday, April 12, 2018


UMDNS Terms:
•  Tubes, Blood Collection [14183]


Product Identifier:
[Consumable]


Product BD
Catalog No. Lot No.


13 x 75 mm, 2.7 mL PLBL Light Blue (L/BL) .109 Vacutainer
Plus Plastic Citrate Blood Collection Tubes


363083 All


13 x 75 mm, 2.7 mL PLBL L/BL .109 BC Vacutainer Plus
Plastic Citrate Blood Collection Tubes


366560 All


13 x 75 mm, 2.7 mL SLBLCE .109 BC Vacutainer Plus Plastic
Citrate Blood Collection Tubes


364305 All


Geographic Regions: Argentina, Bahamas, Belize, Bolivia, Brazil, Canada, Colombia, Costa Rica, Curacao, Dominican Republic, Ecuador, El
Salvador, Guatemala, Guyana, India, Jamaica, Japan, Mexico, Nicaragua, Panama, Peru, Puerto Rico, Singapore, South&#160;Korea,
&#160;Suriname, Taiwan, Trinidad and Tobago, U.S., Uruguay, Virgin Islands


Manufacturer(s): BD 1 Becton Dr, Franklin Lakes, NJ 07417-1884, United States


Suggested Distribution: Clinical Laboratory/Pathology, Nursing, Phlebotomy, Materials Management


Problem:
In an April 11, 2018, Urgent Medical Device Product Correction (Revised) letter, BD states that the above tubes may exhibit overfill draw volumes from
approximately 11 to 14%. The instructions for use (IFU) of the tubes states that the overfilling or underfilling of tubes will result in an incorrect blood-to-
additive ratio and can lead to incorrect analytic results or poor product performance. The fill indicator line on the tube represents the nominal volume of
blood required for appropriate analysis (see the letter  for pictures of fill indicator lines on the tube).


Action Needed:
Identify any affected product in your inventory. If you have affected product, verify that you have received the April 2018 Urgent Medical Device
Product Correction letter and Customer Response Form from BD. Regardless of whether you have affected product, complete the Customer Response
Form and return it to BD using the information on the form. BD states that it is not necessary to return affected product. Advise all relevant staff to
inspect tubes before testing to ensure that an acceptable fill volume has been achieved. BD recommends that you recollect the sample and/or follow your
laboratory protocols if the draw volume exceeds 10% over the fill line on the tube. The firm will continue to ship product with the potential for overfill
draw volume, so as not to affect critical patient care, until the root cause is identified and corrective actions have been made. Inform all relevant personnel
at your facility of the information in the letter, and forward a copy of the letter to any facility to which you have further distributed affected product. U.S
For Further Information:
BD
Tel.: (866) 875-0382, 8 a.m. to 5 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 Apr 10. Member Hospital. BD letter (includes reply form) Download
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http://www.bd.com/

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/171135/20180411BDVacutainerPlusPlasticCitrateBloodCollectionTubesMfr.pdf
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