
SBED Weekly Update 31-Jul-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 

40 SFDA website
7/23/2018 7/29/2018

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: WU1831

Hospital Name

MedicalDevice Post Date Manufacturer Class LinkDistrbutorType Affected

 Yes/No

Anaesthetic and respiratory devices

arestation 620/650/650c 

A1, Carestation 

620/650/650c A2, 

Carestation 30 and 9100c 

NXT Anesthesia Systems

7/26/2018 GE Healthcare FSN https

://nc

mdr.

sfda.

gov.s

GE HealthcareNew

LEDVISION, surgical lights 7/29/2018 Surgiris S.A.S. FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12988GT MedicalNew

Assistive products for persons with disability

GYM and GYM X 

treatment tables

7/29/2018 Frei AG Aktive Reha FSN https

://nc

N/ANew

Steiss Activate Hoists 7/23/2018The Nursing Hygiene Group (NHG) 2 AttachedN/A# New

http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12973
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12988
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12985
http://Attached



[High Priority ] - A30762 : Nursing Hygiene Group�—Steiss Activate Hoists: Pin Handle on Hoist Mast May Be in Upright Position


[High Priority ] - A30762 : Nursing Hygiene Group�—Steiss Activate Hoists: Pin Handle on Hoist
Mast May Be in Upright Position
Medical Device Ongoing Action
Published: Friday, July 13, 2018


UMDNS Terms:
•  Lifts, Patient Transfer [12330]


Product Identifier:
[Capital Equipment]


Product The Nursing Hygiene Group (NHG)
Model Product No.


Hoists Steiss Activate 13 PH-096-56


Steiss Activate 18 PH-096-55


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


Manufacturer(s): The Nursing Hygiene Group (NHG)Charwood House, Southwater RH13 9RT, England


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


Problem:
�In a September 27, 2016, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA),
Nursing Hygiene Group (NHG) states that the fixing handle securing the mast location pin, which is situated on either the side of the hoist mast through
the chassis yoke of the above hoists, may be facing upward, potentially causing injury. NHG states that it has received one report of an end user suffering
a severe leg gash because of this problem. NHG further states that these handles are required to be facing downward (see Photo 1 and Photo 2 in the 
letter  showing upward- and downward-facing handles). The manufacturer has not confirmed the information provided in the source material.


Action Needed:
�Identify any affected hoists in your inventory. If you have affected hoists, verify that you have received the September 27, 2016, Urgent Field Safety
Notice letter and Returns Acknowledgment form from NHG. Replace the handles with the knobs provided by NHG. To replace the handles, unscrew the
handle. The locating pin will remain. The replacement knobs can then be screwed into place. Ensure that the knobs are evenly tightened and tightly
secured. See Photos 3, 4, and 5 in the letter  showing the replacement process. If required, NHG engineers will replace the handles at your facility. Until
the handles can be replaced, ensure that the handles are facing downward. If any handles are facing upwards, pull the lever slightly outwards and rotate it
to the downward position. Complete the Returns Acknowledgment form, and return it to NHG.
For Further Information:
NHG quality manager
Tel.: (01403) 825825
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Nursing Hygiene Group: Steiss [online]. London: Department of


Health; 2018 Jun 4 [cited 2018 Jun 5]. (Field safety notice; reference no. 2017/011/029/601/006). 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 Jun 5. MHRA FSN. 2017/011/029/601/006 Download
● 2018 Jun 5. MHRA FSN. FSN/16/01 (includes reply form) Download
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/174386/20160927NursingHygieneGroupSteissActivateHoistsMHRA.pdf?option=80F0607

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/174386/20160927NursingHygieneGroupSteissActivateHoistsMHRA.pdf?option=80F0607

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/174386/20160927NursingHygieneGroupSteissActivateHoistsMHRA.pdf?option=80F0607

https://www.nhgonline.co.uk/

https://www.gov.uk/drug-device-alerts/field-safety-notices-28-may-to-1-june-2018?utm_source=93be5e56-3174-40a2-b345-97bd2bb6609f&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notices-28-may-to-1-june-2018?utm_source=93be5e56-3174-40a2-b345-97bd2bb6609f&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/174385/20180604MHRACover.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/174386/20160927NursingHygieneGroupSteissActivateHoistsMHRA.pdf



AFHajlan
(A30762) Nursing Hygiene Group-Steiss.pdf



MedicalDevice Post Date Manufacturer Class LinkDistrbutorType Affected

 Yes/No

THERA-Trainer balo / 

THERA-Trainer verto

7/29/2018 Medica Medizintechnik 

GmbH

FSN https

://nc

almadar medical Est.New

Complementary therapy devices

PATIENT POSITIONING 

SYSTEM

7/26/2018 Forte Automation 

Systems Inc

2 https

://nc

N/ANew

Diagnostic and therapeutic radiation devices

Allura Xper, integris 

systems.

Actuator Monitor Ceiling 

Suspension (MCS)

7/24/2018 Philips Healthcare FSN https

://nc

mdr.

sfda.

Philips Healthcare 

Saudi Arabia Ltd.

New

Artis zee and AXIOM 

Artis systems with Laird 

Cooling Unit for SSFD

7/24/2018 Siemens Medical 

Solutions

2 https

://nc

mdr.

Siemens Medical 

Solutions

New

Ingenuity Digital PET/CT 7/24/2018 Philips Healthcare 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12956Philips Healthcare Saudi Arabia Ltd.New

MEDUCORE Standard 2 7/29/2018 Weinmann. FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12981Al Khateeb United Trading Est.New

Electro mechanical medical devices

Sonic-Fusion Flossing 

Toothbrushes

7/29/2018 Water Pik, Inc FSN Attac

hed

Primeivory LLC# New

Visualase Cooled Laser 

Applicator System

7/24/2018 Medtronic SA 2 https

://nc

Medtronic Saudi ArabiaNew

Zeiss Celldiscoverer 7 7/24/2018Carl Zeiss - Micro Imaging Microscopes 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12958ATTIEH MEDICO LTDNew

Healthcare facility products and adaptations

Access HiLow Exam 

Tables, Model 6501XX

7/26/2018 The Brewer Company, 

LLC

2 https

://nc

Gulf Medical Co.New

In vitro diagnostic devices

Alinity c Creatine Kinase 7/24/2018 Abbott FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12961Medical supplies & Services Co.Ltd MediservNew

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12984
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12978
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12959
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12965
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12956
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12981
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12957
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12958
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12969
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12961



[High Priority ] - A31000 : �Water Pik—Sonic-Fusion Flossing Toothbrushes: Charging Base May Overheat, Potentially Leading to Localized Melting,
Sparking, Fire, Shock, or Burns


[High Priority ] - A31000 : �Water Pik—Sonic-Fusion Flossing Toothbrushes: Charging Base May
Overheat, Potentially Leading to Localized Melting, Sparking, Fire, Shock, or Burns
Medical Device Ongoing Action
Published: Tuesday, July 24, 2018


UMDNS Terms:
•  Toothbrushes, Electric [21149]


Product Identifier:
[Consumable]


Product Water Pik Inc
Model Lot No. Distribution Date


Sonic-Fusion Flossing Toothbrushes SF-01 SF01 17 06 01 to SF01
18 06 28


2017 Jun to 2018 Jun


SF-02 SF02 17 06 01 to SF02
18 06 28


2017 Jun to 2018 Jun


Geographic Regions: Canada, U.S.


Manufacturer(s): Water Pik Inc1730 E Prospect Rd, Fort Collins, CO 80553, United States


Suggested Distribution: Nursing, Home Care, Dentistry/Oral Surgery, Materials Management


Problem:
�In a July 12, 2018, Company Announcement posted by FDA, Water Pik states that the charging base of the above toothbrushes may overheat,
potentially leading to localized melting and sparking, which may cause fire, shock, or burns. Water Pik also states that it has received consumer reports of
the above toothbrushes malfunctioning.


Action Needed:
�Identify, discontinue use of, and unplug any affected product in your inventory. If you have affected product, verify that you been contacted by Water
Pik and/or reviewed the Company Announcement . To receive a product return kit, contact Water Pik using the information below. Return affected
product to Water Pik. 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:
Water Pik
Tel.: (800) 674-7718, 7 a.m. to 5 p.m. Mountain time, Monday through Friday
E-mail: SonicFusion-Return@Waterpik.com
Website: Click here


�References:
● United States. Food and Drug Administration. Company Announcement—Water Pik, Inc. recalls Sonic-Fusion® flossing toothbrush


product for possible health risk [online]. 2018 Jul 12 [cited 2018 Jul 17]. 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 Jul 17. FDA. Company Announcement Download
● 2018 Jul 20. Manufacturer. The manufacturer confirmed the information provided in the source material.
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https://www.fda.gov/Safety/Recalls/ucm613512.htm?utm_campaign=Water%20Pik%2c%20Inc.%20Recalls%20Sonic-Fusion%C2%AE%20Flossing%20Toothbrush%20Product%20for%20Possible%20Health%20Risk&amp;utm_medium=email&amp;utm_source=Eloqua

https://www.fda.gov/Safety/Recalls/ucm613512.htm?utm_campaign=Water%20Pik%2c%20Inc.%20Recalls%20Sonic-Fusion%C2%AE%20Flossing%20Toothbrush%20Product%20for%20Possible%20Health%20Risk&amp;utm_medium=email&amp;utm_source=Eloqua

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

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

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

mailto:SonicFusion-Return@Waterpik.com

https://www.waterpik.com/product-support/

https://www.fda.gov/Safety/Recalls/ucm613512.htm?utm_campaign=Water%20Pik%2c%20Inc.%20Recalls%20Sonic-Fusion%C2%AE%20Flossing%20Toothbrush%20Product%20for%20Possible%20Health%20Risk&amp;utm_medium=email&amp;utm_source=Eloqua

https://www.fda.gov/Safety/Recalls/ucm613512.htm?utm_campaign=Water%20Pik%2c%20Inc.%20Recalls%20Sonic-Fusion%C2%AE%20Flossing%20Toothbrush%20Product%20for%20Possible%20Health%20Risk&amp;utm_medium=email&amp;utm_source=Eloqua

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/176312/20180712WaterPikSonicFusionFDA.pdf



AFHajlan
(A31000) Water Pik Sonic Fusion Flossing Toothbrushes Charging Base May Overheat Potentially Leading to Localized Melting Sparking Fire Shock or Burns.pdf



MedicalDevice Post Date Manufacturer Class LinkDistrbutorType Affected

 Yes/No

ARCHITECT c4000, c8000 

and c16000 Processing 

Module

7/24/2018 Abbott FSN https

://nc

mdr.

Medical supplies & 

Services Co.Ltd 

Mediserv

New

ARCHITECT Creatine 

Kinase

7/24/2018 Abbott FSN https

://nc

Medical supplies & 

Services Co.Ltd 

New

ARCHITECT EBV VCA IgM 

Reagent Kit

7/26/2018 Abbott FSN https

://nc

Medical supplies & 

Services Co.Ltd 

New

BioRad PR 4100 

Microplate Reader

7/26/2018 Bio-Rad Laboratories Inc 2 https

://nc

Al-Jeel Medical & 

Trading Co. LTD

New

CFX96-IVD Optical 

Reaction Module

7/23/2018 Bio-Rad Laboratories Inc 2 https

://nc

Al-Jeel Medical & 

Trading Co. LTD

New

Ciprofloxacin 0.5mg/L 

Plate

7/24/2018 Mast Group Ltd. FSN https

://nc

Al Nahir Trading CoNew

Clarity Urocheck 10SG 

Urinalysis Strips

7/26/2018 Clarity Diagnostics Llc 2 https

://nc

N/ANew

Gibco Dulbecco's 

Modified Eagle Medium 

(DMEM)

7/26/2018 Life Technologies 

Limited.

2 https

://nc

mdr.

Integrated 

Gulfbiosystems

New

IH-Com Fullversion & IH-

Com for Reader

7/23/2018 Bio-Rad Medical 

Diagnostics

1 https

://nc

ABDULREHMAN AL 

GOSAIBI GTB

New

IMMULITE 1000/2000 

PSA Assays

7/24/2018 Siemens Healthcare 

Diagnostics Product

2 Attac

hed

AL-KAMAL Import# Update

RAPIDLab and 

RAPIDPoint Blood Gas 

Analyzers..

7/29/2018 Siemens Healthcare 

Diagnostics

2 Attac

hed

Abdulrauf Ibrahim 

Batterjee & Bros. 

Company

# New

VITROS Chemistry 

Products Na+ Slides..

7/24/2018 Ortho-Clinical 

Diagnostics

FSN https

://nc

Samir Photographic 

Supplies Co. Ltd.

New

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12962
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12963
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12974
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12980
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12953
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12964
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12971
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12977
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12954
http://Attached
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12960



[High Priority ] - A27649 01 : �Siemens—IMMULITE 1000/2000 PSA Assays: May Not Meet Current High-Dose Hook Effect Expectations [Update]


[High Priority ] - A27649 01 : �Siemens—IMMULITE 1000/2000 PSA Assays: May Not Meet Current
High-Dose Hook Effect Expectations [Update]
Medical Device Ongoing Action
Published: Friday, July 13, 2018


UMDNS Terms:
•  IVD Test Reagent/Kits, Immunoassay, Tumor Marker, Enzyme, Prostate Specific Antigen [18127]


Product Identifier:
[Consumable]


Product
Siemens Healthcare
Diagnostics Inc
Catalog No.


Siemens Material No.
(SMN) Test Code Lot No.


IMMULITE/IMMULITE 1000 Prostate Specific
Antigen (PSA) Assays


LKPTS1 10706279 PSA All


IMMULITE 2000/IMMULITE 2000 XPi PSA Assays L2KPTS2, L2KPTS6 10706281, 10706282 PSA All


Geographic Regions: (Impact in specific regions may not be identified or ruled out at the time of this posting), Worldwide


Manufacturer(s): Siemens Healthcare Diagnostics Inc511 Benedict Ave, Tarrytown, NY 10591, United States


Suggested Distribution: Clinical Laboratory/Pathology, Materials Management


Summary:
Update Reason: Final revised hook value limits. This Alert provides new information based on a July 10, 2018, Urgent Medical Device Correction
Version B letter and Urgent Field Safety Notice Version B letter submitted by an ECRI Institute member hospital regarding Alert A27649 . Siemens
states that this letter supersedes the previous information and provides the final validated data. New information is provided in the Problem field.
Problem:
The IMMULITE/IMMULITE 1000 PSA assay working range is 0.08-150 ng/mL. The final revised hook value for IMMULITE/IMMULITE 1000 PSA is
4,317 ng/mL (versus 5,600 ng/mL communicated to customers previously), as testing demonstrated that samples with a total PSA concentration between
4,317 ng/mL and 20,000 ng/mL may show falsely depressed values as low as 49 ng/mL. The final revised high-dose hook effect will be updated in the
IMMULITE/IMMULITE 1000 PSA instructions for use (IFU). The IMMULITE 2000/ IMMULITE 2000 XPi PSA assay working range is 0.085-150
ng/mL. The final revised hook value for IMMULITE 2000/IMMULITE 2000 XPi is 4,277 ng/mL (versus 6,200 ng/mL communicated to customers
previously), as testing demonstrated that samples with a total PSA concentration between 4,277 ng/mL and 22,500 ng/mL may show falsely
depressed values as low as 33 ng/mL. The final revised high-dose hook effect will be updated in the IMMULITE 2000/IMMULITE 2000 XPi PSA
IFU. The disease state would be clinically apparent in a patient with an IMMULITE/IMMULITE 1000 PSA level greater than 4,317 ng/mL or
IMMULITE 2000/IMMULITE 2000 XPi PSA level greater than 4,277 ng/mL. If the IFU hook claim is not met and an erroneously low result of
approximately 49 ng/mL (IMMULITE/IMMULITE 1000) or 33 ng/mL (IMMULITE 2000/IMMULITE 2000 XPi) is generated, the result would be
considered suspect. These PSA values are considered substantially elevated in clinical practice.


Action Needed:
�Identify any affected product in your inventory. If you have affected product, verify that you have received the July 10, 2018, Urgent Medical Device
Collection letter (Version B) or Urgent Field Safety Notice letter (Version B) and Field Correction Effectiveness Check Form from Siemens. The
following actions are those listed in Alert A27649 . Complete the Field Correction Effectiveness Check form, and return it to Siemens using the
instructions on the form. Siemens states in the July 10, 2018 letter that the high-dose hook effect will be updated in the IFU for both of the above
systems when the investigation is completed, and does not recommend a review of previously generated results. Review the letter with your medical
director, retain a copy with your laboratory records, and forward a copy to any facility to which you may have further distributed affected product.
IMMULITE/IMMULITE 1000 PSA customers may continue to use this product with the understanding that patient samples with total PSA levels above
4,317 ng/mL may result in falsely depressed values; IMMULITE 2000/IMMULITE 2000 XPi customers may continue to use this product with the
understanding that patient samples with total PSA levels above 4,277 ng/mL may result in falsely depressed values. Customers may also opt to change
their dilution point based on their patient population and individual laboratory needs. Siemens also states that IMMULITE 2000/IMMULITE 2000 XPi
customers can set up their system to automatically dilute all samples above a certain value; instructions for this can be found in the Configuring the
System section of the Operator's Guide under Configuring Reflexive Tests. If you have received any reports of illness or adverse events associated with
use of affected product, contact your Siemens local customer care center or your Siemens local technical support representative.
For Further Information:
Siemens customer care center
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 Jul 13. Member Hospital. IMC17-07.B.US submitted by an ECRI Institute member hospital (includes reply form) Download
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www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1628741

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1628741

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1628741

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1628741

https://www.healthcare.siemens.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/176205/20180710SiemensImmuliteClient.pdf



AFHajlan
(A27649 01) Siemens-IMMULITE 1000-2000 PSA.pdf




[High Priority ] - A31046 : Siemens—RAPIDLab and RAPIDPoint Blood Gas Analyzers: Hydroxocobalamin Interference May Occur


[High Priority ] - A31046 : Siemens—RAPIDLab and RAPIDPoint Blood Gas Analyzers:
Hydroxocobalamin Interference May Occur
Medical Device Ongoing Action
Published: Thursday, July 26, 2018


UMDNS Terms:
•  Analyzers, Point-of-Care, Whole Blood, Gas/pH/Electrolyte/Metabolite  [18853]


Product Identifier:


Product Siemens Healthcare
Model Material No.


Blood Gas Analyzer RAPIDPoint 405 10282093, 10310464, 10314817, 10317193,
10318999, 10320055, 10321238, 10322347,
10328278, 10328302, 10336784


RAPIDPoint 500 10492730, 10696855, 10696857, 10697306


RAPIDLab 1245 10321844, 10337179, 10491393


RAPIDLab 1265 10321852, 10470366, 10491395


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


Manufacturer(s): Siemens Healthcare40 Liberty Blvd, Malvern, PA 19355-9998, United States


Suggested Distribution: Clinical/Biomedical Engineering, Clinical Laboratory/Pathology, Critical Care, Nursing, Pulmonology/Respiratory
Therapy, Point-of-Care Coordination


Problem: In a July 2018 Urgent Field Safety Notice letter submitted by ECRI Institute member hospitals, Siemens states that hydroxocobalamin
interference with total hemoglobin (tHb) and some CO-Ox fractions may occur on the above blood gas analyzers. Siemens also states that
hydroxocobalamin interference may result in carboxyhemoglobin (fCOHb) and methemoglobin (fMetHb) values that are lower than expected. For a
summary of the effect on tHb and CO-Ox fractions on samples that contain 1 mg/mL and 2 mg/mL of hydroxocobalamin, see Tables 2 and 3 in the letter
. Siemens further states that a negative interference with fCOHb has the potential to alter the medical assessment of the patient, which may result in
withholding necessary follow-up treatment in response to elevated fCOHb levels. A negative interference with fMetHb has the potential to alter the
medical assessment of the patient, which may result in withholding necessary follow-up treatment and/or the cessation of medication in response to
elevated fMetHb levels. The manufacturer has not confirmed the information provided in the source material.


Action Needed:
Identify any affected analyzers in your inventory. If you have affected analyzers, verify that you have received the July 2018 Urgent Field Safety Notice
letter and Field Correction Effectiveness Check Form from Siemens. Siemens is not recommending a review of results previously generated with affected
analyzers. Siemens will release revised operator guides for affected analyzers. Complete the Field Correction Effectiveness Check Form, and return it to
Siemens according to the instructions on the form. Inform all relevant personnel of the information in the Urgent Field Safety Notice letter, and provide a
copy of the letter to any facility to which you have distributed affected product. Retain a copy of the letter with your records.
For Further Information:
Siemens
Website: Click here
Comments:


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


Source(s):


● 2018 Jul 25. Member Hospital. July 2018 Siemens letter submitted by ECRI Institute member hospital, POC 18-010.A.US (includes reply 
form) Download
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/176814/201807xxSiemensRAPIDPointRAPIDLabsystemsClientRedacted.pdf?option=80F0607

https://www.siemens.com/global/en/home/products/services/cert.html#SecurityPublications

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/176814/201807xxSiemensRAPIDPointRAPIDLabsystemsClientRedacted.pdf



AFHajlan
(A31046) Siemens-RAPIDLab and RAPIDPoint.pdf



MedicalDevice Post Date Manufacturer Class LinkDistrbutorType Affected

 Yes/No

Non-active implantable devices

Affixus Hip Fracture Nails. 7/29/2018 Zimmer Biomet, Inc. 2 AttachedIsam Economic Co.# New

AperFix Femoral Implant 

Coring Removal Drill

7/26/2018 Cayenne Medical Inc. 2 https

://nc

ProMedExNew

OMNI Hip System, 

ApeXLNK Acetabular 

Inserts

7/26/2018 OMNIlife science 2 https

://nc

mdr.

N/ANew

PDS" Plus Antibacterial 

Suture, PDS" II 

(Polydioxanoe) Suture 

Dyed & Undyed

7/26/2018 Ethicon Inc. 2 https

://nc

mdr.

sfda.

Johnson & Johnson 

Medical Saudi Arabia 

Limited

New

Reusable devices

Hall Small Lithium 

Battery L3000SM

7/29/2018 ConMed Corporation… FSN https

://nc

Cure Development 

International Ltd

New

Invia Motion Negative 

Pressure Wound Therapy 

(NPWT) system

7/25/2018 Medela AG FSN https

://nc

mdr.

Ebrahim M. Al-Mana & 

Bros. Co. Ltd.

Update

Single-use devices

«Applimed» cannula 

needle straight with 

olive, 100mm, stainless 

steel, G18, diameter 

1.19mm, included in 

Medline Sterile 

Procedure Trays

7/29/2018 Medline Industries Inc…. FSN https

://nc

mdr.

sfda.

gov.s

a/Se

cure/

Ikar EstablishmentNew

Arrow PICC Kits Powered 

by Arrow VPS Precision 

Stylets

7/29/2018 Arrow International Inc 2 Attac

hed

Gulf Medical Co.# New

BLAST Bandage 7/26/2018 Tactical Medical Solutions 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12975N/ANew

http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12979
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12976
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12970
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12987
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12966
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12983
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12975



[High Priority ] - A31060 : �Zimmer Biomet—Affixus Hip Fracture Nails: Set Screw May Not Be Able to Advance or Reverse from Original Position in Nail


[High Priority ] - A31060 : �Zimmer Biomet—Affixus Hip Fracture Nails: Set Screw May Not Be Able
to Advance or Reverse from Original Position in Nail
Medical Device Ongoing Action
Published: Wednesday, July 25, 2018


UMDNS Terms:
•  Nails, Bone [16078]


Product Identifier:
[Consumable]


Product Zimmer Biomet
Item No. Lot No.


125° 9 mm x 180 mm Affixus Hip Fracture Nails 814309180 017090, 017100, 017110, 017120, 063130,
063190, 188050, 188080, 188090, 219720,
219730, 219740, 219750, 290520, 290550,
331360, 371020, 371060, 455870, 455890,
530030, 530040, 530060, 530080, 530090,
541100, 559250, 559260, 559270, 559290,
688160, 706780, 899800, 944420


125° 9 mm x 280 mm Affixus Hip Fracture Nails
Right


814309280 331370, 500240


125° 9 mm x 300 mm Affixus Hip Fracture Nails
Right


814309300 017130, 052890, 052910


125° 9 mm x 320 mm Affixus Hip Fracture Nails
Right


814309320 789980


125° 9 mm x 360 mm Affixus Hip Fracture Nails
Right


814309360 050830, 052950, 417420


125° 9 mm x 380 mm Affixus Hip Fracture Nails
Right


814309380 814250


125° 9 mm x 420 mm Affixus Hip Fracture Nails
Right


814309420 151830, 886880


125° 9 mm x 440 mm Affixus Hip Fracture Nails
Right


814309440 814090, 899810


125° 9 mm x 460 mm Affixus Hip Fracture Nails
Right


814309460 097120, 767700


125° 11 mm x 180 mm Affixus Hip Fracture Nails 814311180 017190, 017200, 017210, 017240, 017260,
063270, 063330, 063360, 063370, 063400,
087850, 087870, 097080, 132740, 153330,
153470, 153490, 153510, 153540, 219770,
219780, 290570, 290580, 290620, 500680,
500710, 500740, 503300, 503350, 519650,
565790, 565800, 585690, 601380, 628190,
645550, 645580, 688170, 688190, 688200,
688210, 707670, 741680, 741690, 741700,
899820, 899840, 899850, 899870, 899880,
900000


125° 11 mm x 280 mm Affixus Hip Fracture Nails
Right


814311280 500770


125° 11 mm x 300 mm Affixus Hip Fracture Nails
Right


814311300 132800


125° 11 mm x 320 mm Affixus Hip Fracture Nails
Right


814311320 900040


125° 11 mm x 340 mm Affixus Hip Fracture Nails
Right


814311340 152960, 331460, 456050


125° 11 mm x 360 mm Affixus Hip Fracture Nails
Right


814311360 132900, 150870, 331470, 773070
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125° 11 mm x 380 mm Affixus Hip Fracture Nails
Right


814311380 132920, 188120, 331480, 688320, 814070


125° 11 mm x 400 mm Affixus Hip Fracture Nails
Right


814311400 097130, 245980, 417450, 519300, 854260,
645620, 645650


125° 11 mm x 420 mm Affixus Hip Fracture Nails
Right


814311420 060900, 331520, 417460, 645670, 688350


125° 11 mm x 440 mm Affixus Hip Fracture Nails
Right


814311440 050850, 155250, 500840, 541270, 559240


125° 11 mm x 460 mm Affixus Hip Fracture Nails
Right


814311460 017290, 063450, 155220, 500860


125° 13 mm x 180 mm Affixus Hip Fracture Nails
Right


814313180 060870, 063550, 063560, 063570, 114480,
645700, 900100, 900250, 944470


125° 13 mm x 260 mm Affixus Hip Fracture Nails
Right


814313260 053670


125° 13 mm x 280 mm Affixus Hip Fracture Nails
Right


814313280 053750


125° 13 mm x 300 mm Affixus Hip Fracture Nails
Right


814313300 645720


125° 13 mm x 320 mm Affixus Hip Fracture Nails
Right


814313320 331530, 971020


125° 13 mm x 340 mm Affixus Hip Fracture Nails
Right


814313340 133040, 188240, 645750


125° 13 mm x 360 mm Affixus Hip Fracture Nails
Right


814313360 050870, 501210


125° 13 mm x 380 mm Affixus Hip Fracture Nails
Right


814313380 482620, 501270


125° 13 mm x 400 mm Affixus Hip Fracture Nails
Right


814313400 501350


125° 13 mm x 420 mm Affixus Hip Fracture Nails
Right


814313420 017300, 097020, 559190


125° 13 mm x 440 mm Affixus Hip Fracture Nails
Right


814313440 155200, 502270


125° 13 mm x 460 mm Affixus Hip Fracture Nails
Right


814313460 083760


125° 9 mm x 260 mm Affixus Hip Fracture Nails Left 814409260 971030


125° 9 mm x 280 mm Affixus Hip Fracture Nails Left 814409280 707700


125° 9 mm x 300 mm Affixus Hip Fracture Nails Left 814409300 133160


125° 9 mm x 320 mm Affixus Hip Fracture Nails Left 814409320 114560, 133170


125° 9 mm x 340 mm Affixus Hip Fracture Nails Left 814409340 212940, 503520, 565820


125° 9 mm x 360 mm Affixus Hip Fracture Nails Left 814409360 097140, 133190, 144070


125° 9 mm x 380 mm Affixus Hip Fracture Nails Left 814409380 053790, 155180, 762720, 790780, 813530
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125° 9 mm x 400 mm Affixus Hip Fracture Nails Left 814409400 051130, 053810, 133200, 153200, 813940


125° 9 mm x 420 mm Affixus Hip Fracture Nails Left 814409420 503570


125° 9 mm x 440 mm Affixus Hip Fracture Nails Left 814409440 503610


125° 9 mm x 460 mm Affixus Hip Fracture Nails Left 814409460 097160, 133230


125° 11 mm x 260 mm Affixus Hip Fracture Nails
Left


814411260 503640


125° 11 mm x 320 mm Affixus Hip Fracture Nails
Left


814411320 155130


125° 11 mm x 340 mm Affixus Hip fracture Nails Left 814411340 530180, 585810


125° 11 mm x 360 mm Affixus Hip Fracture Nails
Left


814411360 503700, 646540, 707750


125° 11 mm x 380 mm Affixus Hip Fracture Nails
Left


814411380 053940, 813860, 886990


125° 11 mm x 400 mm Affixus Hip Fracture Nails
Left


814411400 053980, 053990, 646590, 768010


125° 11 mm x 420 mm Affixus Hip Fracture Nails
Left


814411420 155120, 245960, 472890


125° 11 mm x 440 mm Affixus Hip Fracture Nails
Left


814411440 151870, 155110, 646620, 960600


125° 11 mm x 460 mm Affixus Hip Fracture Nails
Left


814411460 054000, 097060


125° 13 mm x 260 mm Affixus Hip Fracture Nails
Left


814413260 814090


125° 13 mm x 280 mm Affixus Hip Fracture Nails
Left


814413280 559130


125° 13 mm x 300 mm Affixus Hip Fracture Nails
Left


814413300 331610


125° 13 mm x 320 mm Affixus Hip Fracture Nails
Left


814413320 245830, 331620


125° 13 mm x 340 mm Affixus Hip Fracture Nails
Left


814413340 482730


125° 13 mm x 360 mm Affixus Hip Fracture Nails
Left


814413360 054030, 054040, 312200, 312210


125° 13 mm x 380 mm Affixus Hip Fracture Nails
Left


814413380 417480, 646660


125° 13 mm x 400 mm Affixus Hip Fracture Nails
Left


814413400 054100


125° 13 mm x 420 mm Affixus Hip Fracture Nails
Left


814413420 155080, 156070, 156150, 482640


125° 13 mm x 460 mm Affixus Hip Fracture Nails
Left


814413460 155070


130° 9 mm x 180 mm Affixus Hip Fracture Nails 814509180
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054130, 085710, 144520, 150790, 156740,
156750, 219790, 245740, 245820, 287290,
287400, 456140, 482650, 707780, 900280,
944590, 944630, 944640, 970640


130° 9 mm x 260 mm Affixus Hip Fracture Nails
Right


814509260 813650


130° 9 mm x 280 mm Affixus Hip Fracture Nails
Right


814509280 768020


130° 9 mm x 300 mm Affixus Hip Fracture Nails
Right


814509300 212980


130° 9 mm x 320 mm Affixus Hip Fracture Nails
Right


814509320 530190, 887000, 971580


130° 9 mm x 340 mm Affixus Hip Fracture Nails
Right


814509340 503940, 646730


130° 9 mm x 360 mm Affixus Hip Fracture Nails
Right


814509360 813470


130° 9 mm x 380 mm Affixus Hip Fracture Nails
Right


814509380 628920, 646790, 773060


130° 9 mm x 400 mm Affixus Hip Fracture Nails
Right


814509400 646830


130° 9 mm x 420 mm Affixus Hip Fracture Nails
Right


814509420 153010, 159190, 707830


130° 9 mm x 440 mm Affixus Hip Fracture Nails
Right


814509440 054150, 054170, 130740, 130750, 188310,
519480


130° 9 mm x 460 mm Affixus Hip Fracture Nails
Right


814509460 254720


130° 11 mm x 180 mm Affixus Hip Fracture Nails 814511180 072620, 130760, 130770, 130780, 130790,
130800, 130810, 130820, 130840, 130850,
130860, 130900, 130920, 131030, 156770,
157000, 188340, 219800, 219810, 219820,
219910, 245570, 245690, 287090, 287120,
287130, 371170, 456160, 519490, 530110,
530120, 530130, 558980, 565870, 565880,
601390, 707920, 768050, 772730, 854270,
901300, 901330, 901350, 901360, 901370,
901380, 901400, 901410, 944660, 944720,
970790, 970810, 970820, 970830, 970840,
970850, 970860, 970870, 970880, 970890


130° 11 mm x 260 mm Affixus Hip Fracture Nails
Right


814511260 791640, 813460


130° 11 mm x 280 mm Affixus Hip Fracture Nails
Right


814511280 155000, 483480, 646910, 646930, 646950


130° 11 mm x 300 mm Affixus Hip Fracture Nails
Right


814511300 558960


130° 11 mm x 320 mm Affixus Hip Fracture Nails
Right


814511320 331650


130° 11 mm x 340 mm Affixus Hip Fracture Nails
Right


814511340 054180, 483490, 519590, 558900, 558910,
586640


130° 11 mm x 360 mm Affixus Hip Fracture Nails
Right


814511360 107830, 107850, 152910, 154990, 482740,
519610, 565900, 707960, 762780, 773410,
812310, 812330


130° 11 mm x 380 mm Affixus Hip Fracture Nails
Right


814511380 054200, 054210, 054220
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130° 11 mm x 400 mm Affixus Hip Fracture Nails
Right


814511400 054240, 054250, 154980, 472860, 773390,
798600, 798610


130° 11 mm x 420 mm Affixus Hip Fracture Nails
Right


814511420 154960, 558870, 558880, 628930, 707860


130° 11 mm x 440 mm Affixus Hip Fracture Nails
Right


814511440 213000, 558850


130° 11 mm x 460 mm Affixus Hip Fracture Nails
Right


814511460 157130, 558840, 710910


130° 13 mm x 180 mm Affixus Hip Fracture Nails 814513180 063590, 063600, 220020, 245510, 290720,
371210, 482750, 482760, 482770, 523410


130° 13 mm x 260 mm Affixus Hip Fracture Nails
Right


814513260 901420


130° 13 mm x 280 mm Affixus Hip Fracture Nails
Right


814513280 213010, 707970, 944730


130° 13 mm x 300 mm Affixus Hip Fracture Nails
Right


814513300 944850


130° 13 mm x 340 mm Affixus Hip Fracture Nails
Right


814513340 017700


130° 13 mm x 380 mm Affixus Hip Fracture Nails
Right


814513380 587670, 707980, 711060


130° 13 mm x 400 mm Affixus Hip Fracture Nails
Right


814513400 152980, 482780, 530160, 798520, 798530,
798540


130° 13 mm x 420 mm Affixus Hip Fracture Nails
Right


814513420 060800, 060820, 397280, 397290, 397300,
812970, 901490


130° 13 mm x 440 mm Affixus Hip Fracture Nails
Right


814513440 154920, 711080


130° 13 mm x 460 mm Affixus Hip Fracture Nails
Right


814513460 558790, 711090


130° 15 mm x 320 mm Affixus Hip Fracture Nails
Right


814515320 154900, 818440


130° 15 mm x 360 mm Affixus Hip Fracture Nails
Right


814515360 154890, 814740


130° 15 mm x 400 mm Affixus Hip Fracture Nails
Right


814515400 364250


130° 15 mm x 440 mm Affixus Hip Fracture Nails
Right


814515440 154880


130° 9 mm x 260 mm Affixus Hip Fracture Nails Left 814609260 157170


130° 9 mm x 280 mm Affixus Hip Fracture Nails Left 814609280 107860, 558680, 791850


130° 9 mm x 320 mm Affixus Hip Fracture Nails Left 814609320 055260, 154870


130° 9 mm x 360 mm Affixus Hip Fracture Nails Left 814609360 287140


130° 9 mm x 400 mm Affixus Hip Fracture Nails Left 814609400 055360, 055510, 157290, 917700, 972060


130° 9 mm x 420 mm Affixus Hip Fracture Nails Left 814609420 762840
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130° 9 mm x 460 mm Affixus Hip Fracture Nails Left 814609460 055580, 154820, 154830


130° 11 mm x 260 mm Affixus Hip Fracture Nails
Left


814611260 091610, 558640, 629150


130° 11 mm x 280 mm Affixus Hip Fracture Nails
Left


814611280 711150, 711170


130° 11 mm x 320 mm Affixus Hip Fracture Nails
Left


814611320 331940, 558590


130° 11 mm x 340 mm Affixus Hip Fracture Nails
Left


814611340 154800, 154810, 155350, 629170


130° 11 mm x 360 mm Affixus Hip Fracture Nails
Left


814611360 017730, 085400, 154660, 154670, 154680,
157450, 558510, 565960, 694270, 711210,
812570, 812730, 818350, 945040


130° 11 mm x 380 mm Affixus Hip Fracture Nails
Left


814611380 152900, 154610, 901540, 901550, 901560,
901570, 901580, 901590, 901600, 565970


130° 11 mm x 400 mm Affixus Hip Fracture Nails
Left


814611400 060780, 154560, 482790, 530170, 759190,
797000, 797020, 812460, 812540


130° 11 mm x 420 mm Affixus Hip Fracture Nails
Left


814611420 154540, 155340, 712170, 791890


130° 11 mm x 440 mm Affixus Hip Fracture Nails
Left


814611440 558490, 759400


130° 11 mm x 460 mm Affixus Hip Fracture Nails
Left


814611460 171830, 712290


130° 13 mm x 260 mm Affixus Hip Fracture Nails
Left


814613260 171820, 972190


130° 13 mm x 280 mm Affixus Hip Fracture Nails
Left


814613280 688510, 763000


130° 13 mm x 300 mm Affixus Hip Fracture Nails
Left


814613300 818430, 960660


130° 13 mm x 320 mm Affixus Hip Fracture Nails
Left


814613320 245390, 287180


130° 13 mm x 340 mm Affixus Hip Fracture Nails
Left


814613340 331960


130° 13 mm x 360 mm Affixus Hip Fracture Nails
Left


814613360 816070


130° 13 mm x 380 mm Affixus Hip Fracture Nails
Left


814613380 712320


130° 13 mm x 400 mm Affixus Hip Fracture Nails
Left


814613400 055730, 060770, 154510, 558410, 712370


130° 13 mm x 420 mm Affixus Hip Fracture Nails
Left


814613420 154480


130° 13 mm x 440 mm Affixus Hip Fracture Nails
Left


814613440 157490, 482830


130° 13 mm x 460 mm Affixus Hip Fracture Nails
Left


814613460 055760, 154460, 503740, 558390, 712400


814615360 154450
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130° 15 mm x 360 mm Affixus Hip Fracture Nails
Left


Geographic Regions: Chile, Ecuador, Europe, Japan, U.S.


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


Suggested Distribution: OR/Surgery, Orthopedics, Materials Management


Problem:
�In a July 17, 2018, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Zimmer Biomet states that the set screw may
not be able to advance or reverse from the original position in the above nails, potentially leading to a delay in surgery or delayed union or nonunion,
requiring surgical intervention.


Action Needed:
�Identify and isolate any affected product in your inventory. Affected units were distributed between February 12 and June 25, 2018. If you have
affected product, verify that you have received the July 17, 2018, Urgent Medical Device Recall letter and Certificate of Acknowledgment form from
Zimmer Biomet. Your Zimmer Biomet sales representative will remove affected product from your facility. Regardless of whether you have affected
product, complete the Certificate of Acknowledgment form and return it to Zimmer Biomet using the instructions on the form. Report any adverse events
associated with the use of affected product to Zimmer Biomet by e-mail at product.experience@zimmerbiomet.com . U.S. customers should also report
adverse events or product quality problems relating to the use of affected product to FDA’s MedWatch Adverse Event Reporting program by telephone at
(800) 332-1088; by fax at (800) 332-0178; by mail (using postage-paid FDA Form 3500, available here ) at Food and Drug Administration, HF-2, 5600
Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website .
For Further Information:
Zimmer Biomet customer service department
Tel.: (574) 371-3071, 8 a.m. to 5 p.m. Eastern time, Monday through Friday
E-mail: CorporateQuality.PostMarket@zimmerbiomet.com
Website: Click here
Comments:


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


Source(s):


● 2018 Jul 24. Member Hospital. ZFA 2018-00344 (includes reply form) Download
● 2018 Jul 25. Manufacturer. The manufacturer confirmed the information provided in the source material.


www.ecri.org . Printed from Health Devices Alerts on Sunday, July 29, 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.



mailto:product.experience@zimmerbiomet.com

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

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

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

mailto:CorporateQuality.PostMarket@zimmerbiomet.com

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/176693/2018071ZimmerBiometAffixusHipFractureNailsCLIENT.pdf
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[High Priority ] - A31061 : �Teleflex—Arrow PICC Kits Powered by Arrow VPS Precision Stylets: May Contain Incorrect Catheter


[High Priority ] - A31061 : �Teleflex—Arrow PICC Kits Powered by Arrow VPS Precision Stylets: May
Contain Incorrect Catheter
Medical Device Ongoing Action
Published: Wednesday, July 25, 2018


UMDNS Terms:
•  Catheters, Vascular, Infusion, Central Venous [10729]
•  Catheter Introducers, Vascular, Central Venous, Peripherally Inserted [34031]
•  Catheters, Vascular, Infusion, Central Venous, Peripherally-Inserted  [18017]


Product Identifier:
[Consumable]


Product
Arrow International, a Teleflex Medical
company
Product No.


Lot No.


Arrow 4.5 Fr x 40 cm Single-Lumen Peripherally-Inserted
Central Catheter (PICC) Kits Powered by Arrow VPS
Precision Stylets


CDC-44041-VPS2 23F18B0428


Arrow 5.5 Fr x 40 cm Double-Lumen PICC Kits Powered by
Arrow VPS Precision Stylets


CDC-44052-VPS2 23F17K0753, 23F17L0299


Geographic Regions: U.S.


Manufacturer(s): Arrow International, a Teleflex Medical company2400 Bernville Rd, Reading, PA 19605, United States


Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Critical Care, Nursing, Oncology, OR/Surgery, Diagnostic Imaging,
Home Care, Materials Management


Problem:
�In a July 17, 2018, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Teleflex states that the above kits may contain
an incorrect catheter. Kits from product code CDC-44041-VPS2 lot number 23F18B0428 should contain a 4.5 Fr single-lumen catheter, may contain a
5.5 Fr double-lumen catheter. Kits from product code CDC-44052-VPS2 lot numbers 23F17K0753 and 23F17L0299 should contain a 5.5 Fr double-
lumen catheter, but may contain a 4.5 Fr single-lumen catheter. Teleflex also states that this problem may cause a delay in treatment while a replacement
catheter is obtained. Teleflex further states that it has received no reports of patient injuries associated with this problem.
 


Action Needed:
�Identify, isolate, and discontinue use of any affected catheters in your inventory. If you have affected catheters, verify that you have received the July
17, 2018, Urgent Medical Device Recall letter and Recall Acknowledgment Form from Teleflex. Regardless of whether you have affected product,
complete the Recall Acknowledgment Form and return it to Teleflex using the instructions on the form. Upon receipt of the form, a Teleflex customer
service representative will contact your facility with a return goods authorization (RGA) number to arrange for product return. Notify all relevant
personnel at your facility of the information in the letter, and forward a copy of the letter to any facility to which you have further distributed affected
product.
 
For Further Information:
Teleflex customer service department
Tel.: (866) 396-2111
Comments:


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


Source(s):


● 2018 Jul 24. Member Hospital. Teleflex letter submitted by an ECRI Institute member hospital: EIF-000277 (includes reply form)
Download


● 2018 Jul 25. Manufacturer. Teleflex confirmed the information provided in the source material.
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MedicalDevice Post Date Manufacturer Class LinkDistrbutorType Affected

 Yes/No

Demotek Solution 

Administration IV Set

7/29/2018 Demophorius Ltd FSN https

://nc

Samir Trading and 

Marketing CJSC.

New

INTERCEPT Processing 

Set for LV Platelet Units

7/25/2018 Cerus Corporation FSN https

://nc

Bio StandardsNew

Portex Pulsator Arterial 

Blood Sampling Kits with 

Dry Lithium Heparin

7/29/2018 Smiths Medical 

International Limited

2 Attac

hed

almadar medical Est.# New

Rusch Green Lite (MAC 3) 7/25/2018 Teleflex Medical FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12968Ebrahim M. Al-Mana & Bros. Co. Ltd.New

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=6&rid=12986
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12967
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12968
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx
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[High Priority ] - A31026 : Smiths—Portex Pulsator Arterial Blood Sampling Kits with Dry Lithium
Heparin: May Be Mislabeled as Containing Liquid Sodium Heparin
Medical Device Ongoing Action
Published: Friday, July 20, 2018


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


Product Identifier:
[Consumable]


Product Smiths Medical ASD Inc
Model No. Lot No.


Portex Pulsator Arterial Blood Sampling (ABS) Kits 4080P-2 3306404, 3314069, 3318698


Geographic Regions: U.S.


Manufacturer(s): Smiths Medical ASD Inc 10 Bowman Dr, Keene, NH 03431, United States


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


Problem: In a July 13, 2018, Urgent Medical Device Recall Notice letter submitted by an ECRI Institute member hospital, Smiths states that the above
arterial blood sampling (ABS) kits, which contain dry lithium heparin for gases and electrolytes, may be labeled as containing liquid sodium heparin for
gases and electrolytes. For clarification comparison of incorrect and correct labels, see Figures 1 and 2 in the letter . Smiths also states that it has
received no reports of adverse patient effects associated with this problem.


Action Needed: Identify any affected kits in your inventory. If you have affected kits, verify that you have received the July 13, 2018, Urgent Medical
Device Recall Notice letter, Response Form, and prepaid shipping labels from Smiths. Regardless of whether you have affected product, complete the
Response Form and return it to Smiths by e-mail at fieldactions@smiths-medical.com . Using the prepaid shipping labels, return affected product, along
with a copy of the Response Form, to Stericycle. Upon receipt of the form and returned product, Smiths will provide your facility with credit or
replacement product. Forward a copy of the letter to any facility to which you have further distributed affected product.
For Further Information:
Stericycle
Website: Click here
Smiths
E-mail: fieldactions@smiths-medical.com
Website: Click here
Comments:


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


Source(s):


● 2018 Jul 18. Member Hospital. Smiths letter submitted by an ECRI Institute member hospital. Reference No. 3012307300-07/13/2018-008-
R (includes reply form) Download


● 2018 Jul 18. Manufacturer. The manufacturer confirmed the information in the source material.
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