
SBED Weekly Update 09-Jan-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 

34 SFDA website
1/1/2018 1/7/2018

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: WU182

MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Anaesthetic and respiratory devices

BVM (Bag-Valve-Mask) 

Manual Resuscitation 

Systems

1/7/2018 Intersurgical Limited FSN https

://nc

mdr.

Al Hammad Medical 

Services

New

Spangenbezug C-SET, PE 1/7/2018 Udo Heisig GmbH FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11980N/ANew

Diagnostic and therapeutic radiation devices

IPS CaseDesigner 1/7/2018 Nobel Biocare Services AB FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11986Medical Regulations GateNew

Monica IF24 Interface 

Systems

1/1/2018 GE Healthcare FSN https

://nc

GE HealthcareNew

SOMATOM GO.UP and 

SOMATOM go.Now.

1/1/2018 SIEMENS FSN https

://nc

Siemens Medical 

Solutions

New

http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11988
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11980
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11986
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11969
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11965


MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

syngo Workflow MLR.. 1/7/2018 SIEMENS FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11985Siemens Medical SolutionsNew

TAYLOR SPATIAL FRAME 

WEBSITE SOFTWARE

1/1/2018 Smith & Nephew inc FSN https

://nc

Smith & Nephew incNew

Electro mechanical medical devices

CADD Legacy 1/7/2018 Smiths Medical ASD Inc.. 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11979MEDICARE DRUG STORE COMPANYNew

In vitro diagnostic devices

ADVIA Centaur CP, XP, 

and XPT Systems    ,

1/7/2018 Siemens Healthcare 

Diagnostics GmbH

2 Attac

hed

ABDULREHMAN AL 

GOSAIBI GTB

# New

Atellica UAS 800 analyzer 1/3/2018Siemens Healthcare Diagnostics Inc FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11977ABDULREHMAN AL GOSAIBI GTBNew

Atellica UAS 800 analyzer. 1/7/2018Siemens Healthcare Diagnostics Inc FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11984ABDULREHMAN AL GOSAIBI GTBNew

BD Vacutainer Boric Acid 

Sodium Borate/Formate 

C&S Urine Tube

1/3/2018 BD Biosciences FSN https

://nc

mdr.

Becton Dickinson B.V.New

Hematoxylin II and 

Horseradish Peroxidase 

reagents

1/2/2018 Roche Diagnostics 

GmbH

FSN https

://nc

mdr.

Al-Jeel Medical & 

Trading Co. LTD

New

ImmunoCAP Allergen c5, 

ImmunoCAP Allergen c6

1/1/2018 ThermoFisher. FSN https

://nc

ABDULREHMAN AL 

GOSAIBI GTB

New

VACUETTE FC MIX Tube 1/3/2018 Greiner Bio-One Inc FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11976Al Hammad Medical ServicesNew

Xpert GBS 1/1/2018 Cepheid FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11971ABDULLA FOUAD HOLDING COMPANYNew

Laboratory equipment

Specimen Gate 

Screening Center Systems

1/1/2018 Perkin Elmer Health 

Sciences, Inc

2 Attac

hed

N/A# New

Non-active implantable devices

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11985
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11964
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11979
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11977
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11984
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11978
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11972
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11963
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11976
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11971
http://Attached



[High Priority ] - A29788 : Siemens—ADVIA Centaur CP, XP, and XPT Systems: Stability Issues May Occur


[High Priority ] - A29788 : Siemens—ADVIA Centaur CP, XP, and XPT Systems: Stability Issues May
Occur
Medical Device Ongoing Action
Published: Thursday, January 4, 2018


UMDNS Terms:
•  Analyzers, Laboratory, Clinical Chemistry/Immunoassay [20821]
•  IVD Test Reagent/Kits, Immunoassay, Thyroid Hormone, Triiodothyronine [19109]


Product Identifier:
ADVIA Centaur Assay Kits:  Test Code Nos.:  Catalog Nos.:  Siemens Material Nos. (SMN):   Lot Nos.: 
BNP (100 Tests)  BNP  2816138  10309044  192 EXP JAN 20 2018, 193 EXP APR 07 2018, 196 EXP APR 18 2018 
BNP (500 Tests)  BNP  2816634  10309045  192 EXP JAN 20 2018, 193 EXP APR 07 2018, 196 EXP APR 18 2018 
TSH3-Ultra (100 Tests)  TSH3-UL  6491072  10282378  298 EXP JAN 27 2018, 301 EXP MAR 10 2018 
TSH3-Ultra (500 Tests)  TSH3-UL  6491080  10282379  298 EXP JAN 27 2018, 301 EXP MAR 10 2018 
TSH3-Ultra (2500 Tests)  TSH3-UL  4862625  10361944  298 EXP JAN 27 2018, 301 EXP MAR 10 2018 
Used with the following ADVIA Centaur Systems: (1) CP, (2) XP, (3) XPT
[Consumable, Capital Equipment]


Geographic Regions: �(Impact in additional regions&#160;has not been identified or ruled out at the time of this posting), U.S.


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


Suggested Distribution: Clinical Laboratory/Pathology, Materials Management


Problem:
In a December 18, 2017, Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, Siemens states that it has identified
the following stability problems with the above assays:


● The above systems may not expire Multi-Diluent 15 packs at the end of the required seven-day onboard stability (OBS) if any of the above
tests are present on the system(s) when onboard dilutions are performed. Under certain circumstances, the above systems may allow
dilutions to be processed for up to 28 days. Siemens states that internal investigation observed a decreased dilution recovery with ADVIA
Centaur BNP and TSH3UL assays when using Multi-Diluent 15 that had been stored onboard ADVIA Centaur systems beyond seven days
was used. The magnitude of the reduction in recovery increases over time with the extent of the dilution.


● ADVIA Centaur XPT systems may become inoperable if processing a BNP or TSH3UL onboard dilution of a sample while also scanning
the Master Curve Card of ADVIA BNP kit lots ending in 193 or ADVIA Centaur TSH3-Ultra kit lots ending in 301 and above. Siemens
states that if this occurs, the systems may display an "Unknown State" message and require customer action. If this error occurs, any in-
process tests must be repeated.


Siemens further states that if the ADVIA Centaur XPT enters an "Uknown State" error, test results could be delayed; discrepant results occurring above
the assay range for BNP or TSH3UL would not affect the clinical utility of the assays. If an ADVIA Centaur XPT system enters an “Unknown State,” a
delay in test results may occur and would be apparent to the user. 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 December 18, 2017, Urgent Medical
Device Correction letter and Field Correction Effectiveness Check form from Siemens. Complete the Field Correction Effectiveness Check form, and
return it to Siemens using the instructions on the form. No action is needed for the following circumstances:


● Your facility does not perform onboard dilutions for the ADVIA Centaur BNP and/or TSH3UL assay(s); nondiluted samples are
unaffected. 


● None of the affected product lots have been used on ADVIA Centaur CP systems.
● Your facility performs onboard dilutions on the ADVIA Centaur XP for the ADVIA Centaur BNP and/or TSH3UL assay(s) and you are


ordering dilutions using ADVIA Centaur BNP kit lots ending in 210 and above, and ADVIA Centaur TSH3UL kit lots ending in 310 and
above.


Siemens recommends the following actions for all affected ADVIA Centaur systems:
● Do not perform onboard dilutions on any ADVIA Centaur system if any of the affected kit lots are present on the system.
● Onboard dilutions for the ADVIA Centaur BNP and/or TSH3UL assay(s) are supported only when ADVIA Centaur BNP kit lots ending in


210 and above and ADVIA Centaur TSH3UL kit lots ending in 310 and above are used.
For ADVIA Centaur XPT Systems, do the following: If you intend to perform onboard dilutions for ADVIA Centaur BNP and/or TSH3UL assays, you
must restart the workstation after scanning the master curve card for the BNP and/pr TSH3UL assay kit lot before ordering an onboard dilution for these
assays. Perform the following steps to restart the workstation, or refer to the "Restarting the Workstation" section of the ADVIA Centaur XPT's Operator
Guide, 11222421, Rev. A, Chapter 8, page 140:


● Scan the BNP (kit lot ending in 198 and above) and/or TSH3UL (kit lot ending in 304 and above) Test Definition 2D barcode onto the
ADVIA Centaur XPT system. Note: These do not have to be done at the same time; however, the workstation must be restarted before
ordering an onboard dilution.


● Select "System State" on the status bar (do not disconnect the system or turn off the main power switch).
● Select "Restart the Workstation."
● Select “Yes” to continue.


www.ecri.org . Printed from Health Devices Alerts on Sunday, January 7, 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.







● Wait while the workstation reconnects to the system.
● Check for obstructions before restarting the system.
● Sign in with your user ID and password. Before selecting "Turn Mechanics On," ensure that you are clear of moving subassemblies.
● Select "System State" on the status bar, then "Turn Mechanics On."
● Select "Yes" to continue.
● Wait until the system state is ready and then return to normal operation.


For ADVIA Centaur CP systems, do the following:
● If any affected BNP kit lots or TSH3UL kit lots have been used on ADVIA Centaur CPsystems, you must manually track the time that


Multi-Diluent 15 has been used on board the system. Note that the Multi-Diluent 15 ancillary reagent pack volumes is 25 ml when full. This
volume will decrease with each dilution test that is processed for BNP or TS3HUL. Remove the diluent pack from affected systems 7 days
after the pack volume starts decreasing because the OBS states from the time the pack is pierced for the first use on the system.


● Replace the ancillary pack of Multi-Diluent 15 every 7 days when used, until Siemens issues a follow-up communication stating that this
problem has been resolved.


Retain a copy of the Urgent Field Safety Notice letter with your laboratory records, 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


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 Jan 3. December 18, 2017 Siemens letter submitted by ECRI Institute member hospital, CSW18-01.A.US (includes reply 
form) Download
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https://www.siemens.com/contact/en/corporate/general.php

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/166014/20171218SiemensAdviaClientRedacted.pdf



AFHajlan
(A29788) Siemens-ADVIA Centaur CP, XP, and XPT Systems.pdf




[High Priority ] - A29608 : PerkinElmer—Specimen Gate Screening Center Systems: May Mishandle Specimen Processing under Certain Circumstances


[High Priority ] - A29608 : PerkinElmer—Specimen Gate Screening Center Systems: May Mishandle
Specimen Processing under Certain Circumstances
Medical Device Ongoing Action
Published: Thursday, December 28, 2017


UMDNS Terms:
•  Information Systems, Data Management, Laboratory  [15124]
•  Software, Information System, Data Management, Clinical [26860]


Product Identifier: Specimen Gate Screening Center Systems [Capital Equipment]
Product No. 5002-0500; UDI No. (01)6438147320905(10)1.0800 (UDI has been included in product version 1.8)
All versions


Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), &#160;U.K.


Manufacturer(s): PerkinElmer (Finland) Mustionkatu 6, FIN-20101 Turku, Finland


Suggested Distribution: Clinical/Biomedical Engineering, Clinical Laboratory/Pathology, Information Technology


Problem:
In a November 16, 2017, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA),
PerkinElmer states that the above systems may not provide proper notification when demographic information is updated during specimen processing or
the systems may mishandle specimen processing for affected specimens because of a product defect related to the application of screening algorithms that
are dependent on demographic information (e.g., gestational age, birth weight). This defect may result in one of the following:


1. If the patient demographic information required in the screening algorithm is entered or changed when the assay results are in any of the
following Specimen Gate Laboratory statuses: calculated, inspect, or checked (see Specimen Gate Laboratory Result Viewer user
manual, p 56 "Accepting an assay"), the affected specimens incorrectly disappear from the recalculation list (Screening Center Main
View, Daily Tasks, recalculation), even if they have not been recalculated with the updated demographics. If the recalculation is not
performed and the assay is accepted, the Screening Center software does not prevent the specimens from proceeding to reporting without
reevaluation.


2. If the patient demographic information required in the screening algorithm is entered or changed after the acceptance of the assay results
in Specimen Gate Laboratory but before signing and reporting the patient results in Screening Center, the user is not notified of the need
for reevaluation by listing the specimens in the recalculation list Screening Center Main View, Daily Tasks, recalculation). The
specimens do not proceed in the workflow to result reporting until the re-evaluation process is performed by the user.


The risk to health depends on how the screening algorithm is affected by the change in the demographic information and the workflow stage of the
affected specimens. When patient demographic information applied in the screening algorithm is entered or changed and the specimen is in an assay
having one of the following Specimen Gate Laboratory Result Viewer statuses: calculated, inspect, or checked:


● If the change in demographic information affects the result interpretation, the situation may result in incorrect result reporting.
● If the demographic information is entered for the first time in Screening Center, depending on how the screening algorithm is configured


concerning missing demographic information, the situation may lead to reporting incorrect result interpretations.


In both of the situations above, it is not possible to determine whether the reported result interpretation will produce false-positive or false-negative
results. If the patient demographic information applied in the screening algorithm is entered or changed after the acceptance of the assay results, the
problem may cause a delay in reporting screening results due to procedural anomaly. A false-negative result or a significant delay in reporting screening
results could lead to a delay in treatment and therefore may cause irreversible injury depending on the condition or disease tested. Based on the low
incidence of the diseases tested in newborn screening and because the problem is limited to the specific circumstances described above, the probability of
injury occurring has been assessed to be occasional. The manufacturer has not confirmed the information provided in the source material.


Action Needed:
Identify any affected systems in your inventory. If you have affected systems, verify that you have received the November 16, 2017, Urgent Field Safety
Notice letter and Response Form from PerkinElmer. Until PerkinElmer�'s corrective measures are completed, the firm recommends that you implement
additional control measures concerning demographic information by either fully entering demographics before loading specimens on instruments or by
recalculating all your results in the Specimen Gate Laboratory Result Viewer before acceptance. Follow unreported specimens with available tools to
avoid delay in reporting screening results. Once the software update is available, the PerkinElmer software services department will contact your facility
to arrange for the deployment free of charge. Complete the Response Form, and return it to PerkinElmer using the information on the form.
For Further Information:
PerkinElmer
Website: Click here


References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. WallacOy: Specimen Gate Screening Center [online]. London:


Department of Health; 2017 Nov 28 [cited 2017 Nov 28]. (Field safety notice; reference no. 2017/011/017/291/007). 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),
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http://www.perkinelmer.co.uk/AboutUs/ContactUs/ContactUS

https://www.gov.uk/drug-device-alerts/field-safety-notice-20-to-24-november-2017

https://www.gov.uk/drug-device-alerts/field-safety-notice-20-to-24-november-2017





we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .


Source(s):


● 2017 Nov 28. MHRA FSN. 2017/011/017/291/007 Download
● 2017 Nov 28. MHRA FSN. (includes reply form) Download
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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/164199/20181128PerkinElmerSpecimenGateMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/164200/20181116PerkinElmerSpecimenGateMHRA.pdf



AFHajlan
(A29608) PerkinElmer-Specimen Gate Screening Center Systems.pdf



MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

ACE Trochanteric Nail 

System Products  ,

1/7/2018 Zimmer Inc….. 2 Attac

hed

Isam Economic Co.# New

Custom Implants with 

Minimally lnvasive 

Grower (MIG) component

1/3/2018 Stanmore Implants 

Worldwide Ltd.

FSN https

://nc

mdr.

Zimmo Trading 

Establishment.

New

IQ E.MOTION PS PRO 

SLEEVE F/BOX CUTTER M

1/1/2018 Aesculap FSN https

://nc

Gulf Medical Co.New

Motiva Implants 1/3/2018 Establishment Labs S.A. FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11973ALRIYADH INT'L CO FOR MEDICAL EQUIPMENTS SERVICESNew

OSS CEMENTED IM 

STEM , CER BIOLOXD 

OPTION HD , CER 

OPTION TYPE ,

1/1/2018 Zimmer inc 2 https

://nc

mdr.

sfda.

Ebrahim M. Al-Mana & 

Bros. Co. Ltd.

New

SIGMA HP Cemented 

Trochlea Implants

1/7/2018 DePuy Ireland UC 2 Attac

hed

Johnson & Johnson 

Medical Saudi Arabia 

# New

Ophthalmic and optical devices

Laser Safety Glasses 1/7/2018Gebrueder Martin GmbH & Co KG  , FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11989Al-Faisaliah Medical SystemNew

Single-use devices

Agilis 1/1/2018 St. Jude Medical Inc 1https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11962Al-Jeel Medical & Trading Co. LTDNew

Arrow Various 

Catheterization 

Kits            ,

1/1/2018 Arrow International Inc 2 Attac

hed

Gulf Medical Co.# New

Band-Aid and Coach 

Sport Wraps   ,

1/1/2018 Johnson & Johnson 

Medical GmbH

2 Attac

hed

Johnson & Johnson 

Medical Saudi Arabia 

# New

CF-5242 – Peritoneal 

Dialysis Catheter

1/1/2018 Merit Medical Systems 

Inc

FSN https

://nc

Majal Care for Trading 

Est.

New

http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11974
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11970
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11973
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11961
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11989
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11962
http://Attached
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11967



[High Priority ] - A29768 : Zimmer Biomet—ACE Trochanteric Nail System Products: Device Performance Review Failed Clinical Analysis for Survivorship


[High Priority ] - A29768 : Zimmer Biomet—ACE Trochanteric Nail System Products: Device
Performance Review Failed Clinical Analysis for Survivorship
Medical Device Ongoing Action
Published: Thursday, January 4, 2018


UMDNS Terms:
•  Screws, Bone [16101]
•  Nails, Bone [16078]


Product Identifier:
ACE Trochanteric Nail (ATN)
System Products:  


Item Nos.: 
125� × 11 mm ACE Trochanteric 
Nail  903011225 


130� × 11 mm ACE Trochanteric 
Nail   903011230 


135� × 11 mm ACE Trochanteric 
Nail   903011235 


125� × 11 mm ACE Trochanteric 
Nail   903013225 


130� × 11 mm ACE Trochanteric 
Nail   903013230 


130� × 11 mm ACE Trochanteric 
Nail   903013235 


Sterile Trochanteric End Cap  903208000 
5 mm Sterile Trochanteric End 
Cap   903208005 


10 mm Sterile Trochanteric End 
Cap   903208010 


15 mm Sterile Trochanteric End 
Cap   903208015 


20 mm Sterile Trochanteric End 
Cap   903208020 


25 mm Sterile Trochanteric End 
Cap   903208025 


125� × 9 mm Sterile Trochanteric
Nail   903209125 


125� × 9 mm Sterile Trochanteric
Nail   903209130 


135� × 9 mm Sterile Trochanteric
Nail   903209135 


70 mm Sterile Trochanteric Lag 
Screw  903211070 


125� 11 × 180 Trochanteric Nail
ST Sterile  903211125 


130� 11 × 180 Trochanteric Nail
ST Sterile  903211130 


135� 11 × 180 Trochanteric Nail
ST Sterile  903211135 


180� 11 × 140 Sterile
Trochanteric Nail  903211140 


125� × 11 mm Sterile
Trochanteric Nail  903211225 


130� × 11 mm Sterile
Trochanteric Nail   903211230 


135� × 11 mm Sterile
Trochanteric Nail   903211235 


125� 13 × 180 Trochanteric Nail 
ST   903213125 


130� 13 × 180 Trochanteric Nail
ST Sterile  903213130 
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135� 13 × 180 Trochanteric Nail
ST Sterile  903213135 


180� 13 × 140 Sterile
Trochanteric Nail   903213140 


125� × 13 mm Sterile
Trochanteric Nail   903213225 


130� × 13 mm Sterile
Trochanteric Nail  903213230 


135� × 13 mm Sterile
Trochanteric Nail   903213235 


60 mm ATN AR Screw Sterile  903305060 
65 mm ATN AR Screw Sterile  903305065 
60 mm ATN Lag Screw Sterile  903311060 
65 mm ATN Lag Screw Sterile  903311065 
70 mm ATN Lag Screw 70MM 
Sterile  903311070 


ATN Lag Screw Sterile  903311075 
80 mm ATN Lag Screw Sterile  903311080 
85 mm ATN Lag Screw Sterile  903311085 
90 mm ATN Lag Screw Sterile  903311090 
95 mm ATN Lag Screw Sterile  903311095 
100 mm ATN Lag Screw Sterile  903311100 
105 mm ATN Lag Screw Sterile  903311105 
110 mm ATN Lag Screw Sterile  903311110 
115 mm ATN Lag Screw Sterile  903311115 
120 mm ATN Lag Screw Sterile  903311120 
125 mm ATN Lag Screw Sterile  903311125 
130 mm ATN Lag Screw Sterile  903311130 
320 x 9 x 125 Sterile L H
Trochanteric Nail  915209320 


340 x 9 x 125 Sterile L H
Trochanteric Nail 340X9X125  915209340 


360 x 9 x 125 Sterile L H
Trochanteric Nail  915209360 


380 x 9 x 125 Sterile L H
Trochanteric Nail  915209380 


400 x 9 x 125 Sterile L H
Trochanteric Nail   915209400 


420 x 9 x 125 Sterile L H
Trochanteric Nail  915209420 


440 x 9 x 125 Sterile L H
Trochanteric Nail  915209440 


460 x 9 x 125 Sterile L H 
TROGNAIL  915209460 


320 x 11 x 125 Sterile L H
Trochanteric Nail  915211320 


340 x 11 x 125 Sterile L H
Trochanteric Nail  915211340 


360 x 11 x 125 Sterile L H
Trochanteric Nail  915211360 


380 x 11 x 125 Sterile L H
Trochanteric Nail  915211380 


400 x 11 x 125 Sterile L H
Trochanteric Nail   915211400 


420 x 11 x 125 Sterile L H
Trochanteric Nail  915211420 


440 x 11 x 125 Sterile L H
Trochanteric Nail  915211440 


460 x 11 x 125 Sterile L H
Trochanteric Nail   915211460 
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320 x 13 x 125 Sterile L H
Trochanteric Nail  915213320 


340 x 13 x 125 Sterile L H
Trochanteric Nail  915213340 


360 x 13 x 125 Sterile L H
Trochanteric Nail   915213360 


380 x 13 x 125  Sterile L H
Trochanteric Nail   915213380 


400 x 13 x 125 Sterile L H
Trochanteric Nail   915213400 


420 x 13 x 125 Sterile L H
Trochanteric Nail   915213420 


440 x 13 x 125 Sterile L H
Trochanteric Nail  915213440 


460 x 13 x 125 Sterile L H
Trochanteric Nail   915213460 


320 x 9 x 125 Sterile R H
Trochanteric Nail   916209320 


340 x 9 x 125 Sterile R H
Trochanteric Nail  916209340 


360 x 9 x 125 Sterile R H
Trochanteric Nail  916209360 


380 x 9 x 125 Sterile R H
Trochanteric Nail  916209380 


400 x 9 x 125 Sterile R H
Trochanteric Nail  916209400 


420 x 9 x 125 Sterile R H
Trochanteric Nail   916209420 


440 x 9 x 125 Sterile R H
Trochanteric Nail   916209440 


460 x 9 x 125 Sterile R H
Trochanteric Nail   916209460 


320 x 11 x 125 Sterile R H
Trochanteric Nail   916211320 


340 x 11 x 125 Sterile R H
Trochanteric Nail   916211340 


360 x 11 x 125 Sterile R H
Trochanteric Nail   916211360 


380 x 11 x 125 Sterile R H
Trochanteric Nail 3  916211380 


400 x 11 x 125 Sterile R H
Trochanteric Nail 4  916211400 


420 x 11 x 125 Sterile R H
Trochanteric Nail 420X11X125  916211420 


440 x 11 x 125 Sterile R H
Trochanteric Nail   916211440 


460 x 11 x 125 Sterile R H
Trochanteric Nail   916211460 


320 x 13 x 125 Sterile R H
Trochanteric Nail   916213320 


340 x 13 x 125 Sterile R H
Trochanteric Nail   916213340 


360 x 13 x 125 Sterile RH
Trochanteric Nail   916213360 


380 x 13 x 125 Sterile R H
Trochanteric Nail  916213380 


400 x 13 x 125 Sterile R H
Trochanteric Nail  916213400 


420 x 13 x 125 Sterile R H
Trochanteric Nail   916213420 
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440 x 13 x 125 Sterile R H
Trochanteric Nail  916213440 


460 x 13 x 125 Sterile R H
Trochanteric Nail   916213460 


320 x 11 x 130 Sterile L H
Trochanteric Nail  925200320 


320 x 9 x 130 Sterile L H
Trochanteric Nail   925209320 


340 x 9 x 130 Sterile L H
Trochanteric Nail  925209340 


360 x 9 x 130 Sterile L H
Trochanteric Nail  925209360 


380 x 9 x 130 Sterile L H
Trochanteric Nail  925209380 


400 x 9 x 130 Sterile L H
Trochanteric Nail   925209400 


420 x 9 x 130 Sterile L H
Trochanteric Nail  925209420 


440 x 9 x 130 Sterile L H
Trochanteric Nail   925209440 


460 x 9 x 130 Sterile L H
Trochanteric Nail   925209460 


340 x 11 x 130 Sterile L H
Trochanteric Nail   925211340 


360 x 11 x 130 Sterile L H
Trochanteric Nail   925211360 


380 x 11 x 130 Sterile L H
Trochanteric Nail   925211380 


400 x 11 x 130 Sterile L H
Trochanteric Nail   925211400 


420 x 11 x 130 Sterile L H
Trochanteric Nail   925211420 


440 x 11 x 130 Sterile L H
Trochanteric Nail   925211440 


460 x 11 x 130 Sterile L H
Trochanteric Nail   925211460 


320 x 13 x 130 Sterile L H
Trochanteric Nail   925213320 


340 x 13 x 130 Sterile L H
Trochanteric Nail  925213340 


360 x 13 x 130 Sterile L H
Trochanteric Nail  925213360 


380 x 13 x 130 Sterile L H
Trochanteric Nail  925213380 


400 x 13 x 130 Sterile L H
Trochanteric Nail   925213400 


420 x 13 x 130 Sterile L H
Trochanteric Nail   925213420 


440 x 13 x 130 Sterile L H
Trochanteric Nail   925213440 


460 x 13 x 130 Sterile L H
Trochanteric Nail  925213460 


320 x 9 x 130 Sterile R H
Trochanteric Nail   926209320 


340 x 9 x 130 Sterile R H
Trochanteric Nail   926209340 


360 x 9 x 130 Sterile R H
Trochanteric Nail  926209360 


380 x 9 x 130 Sterile R H
Trochanteric Nail   926209380 
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400 x 9 x 130 Sterile R H
Trochanteric Nail   926209400 


420 x 9 x 130 Sterile R H
Trochanteric Nail   926209420 


440 x 9 x 130 Sterile R H
Trochanteric Nail  926209440 


460 x 9 x 130 Sterile R H
Trochanteric Nail  926209460 


320 x 11 x 130 Sterile R H
Trochanteric Nail   926211320 


340 x 11 x 130 Sterile R H
Trochanteric Nail   926211340 


360 x 11 x 130 Sterile R H
Trochanteric Nail   926211360 


380 x 11 x 130 Sterile R H
Trochanteric Nail   926211380 


400 x 11 x 130 Sterile R H
Trochanteric Nail   926211400 


420 x 11 x 130 Sterile R H
Trochanteric Nail  926211420 


440 x 11 x 130 Sterile R H
Trochanteric Nail  926211440 


320 x 13 x 130 Sterile R H
Trochanteric Nail  926213320 


340 x 13 x 130 Sterile R H
Trochanteric Nail  926213340 


360 x 13 x 130 Sterile R H
Trochanteric Nail   926213360 


380 x 13 x 130 Sterile R H
Trochanteric Nail  926213380 


400 x 13 x 130 Sterile R H
Trochanteric Nail  926213400 


420 x 13 x 130 Sterile R H
Trochanteric Nail  926213420 


440 x 13 x 130 Sterile R H
Trochanteric Nail   926213440 


460 x 13 x 130 Sterile R H
Trochanteric Nail   926213460 


320 x 9 x 135 Sterile L H
Trochanteric Nail   935209320 


340 x 9 x 135 Sterile L H
Trochanteric Nail  935209340 


360 x 9 x 135 Sterile L H
Trochanteric Nail   935209360 


380 x 9 x 135 Sterile L H
Trochanteric Nail  935209380 


400 x 9 x 135 Sterile L H
Trochanteric Nail   935209400 


420 x 9 x 135 Sterile L H
Trochanteric Nail   935209420 


440 x 9 x 135 Sterile L H
Trochanteric Nail   935209440 


460 x 9 x 135 Sterile L H
Trochanteric Nail   935209460 


320 x 11 x 135 Sterile. L H
Trochanteric Nail   935211320 


340 x 11 x 135 Sterile L H
Trochanteric Nail   935211340 


360 x 11 x 135 Sterile L H
Trochanteric Nail  935211360 
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380 x 11 x 135 Sterile L H
Trochanteric Nail   935211380 


400 x 11 x 135 Sterile L H
Trochanteric Nail   935211400 


420 x 11 x 135 Sterile L H
Trochanteric Nail   935211420 


440 x 11 x 135 Sterile L H
Trochanteric Nail   935211440 


460 x 11 x 135 Sterile L H
Trochanteric Nail   935211460 


320 x 13 x 135 Sterile L H
Trochanteric Nail   935213320 


340 x 13 x 135 Sterile L H
Trochanteric Nail   935213340 


360 x 13 x 135 Sterile L H
Trochanteric Nail   935213360 


380 x 13 x 135 Sterile L H
Trochanteric Nail   935213380 


400 x 13 x 135 Sterile L H
Trochanteric Nail   935213400 


420 x 13 x 135 Sterile L H
Trochanteric Nail   935213420 


440 x 13 x 135 Sterile L H
Trochanteric Nail   935213440 


460 x 13 x 135 Sterile L H
Trochanteric Nail   935213460 


320 x 13 x 135 Sterile R H
Trochanteric Nail   936213320 


340 x 13 x 135 Sterile R H
Trochanteric Nail   936213340 


360 x 13 x 135 Sterile R H
Trochanteric Nail   936213360 


380 x 13 x 135 Sterile R H
Trochanteric Nail   936213380 


400 x 13 x 135 Sterile R H
Trochanteric Nail   936213400 


420 x 13 x 135 Sterile R H
Trochanteric Nail   936213420 


440 x 13 x 135 Sterile R H
Trochanteric Nail   936213440 


460 x 13 x 135 Sterile R H
Trochanteric Nail   936213460 


320 x 9 x 135 Sterile R H
Trochanteric Nail   936309320 


340 x 9 x 135 Sterile R H
Trochanteric Nail   936309340 


360 x 9 x 135 Sterile R H
Trochanteric Nail   936309360 


380 x 9 x 135 Sterile R H
Trochanteric Nail   936309380 


400 x 9 x 135 Sterile R H
Trochanteric Nail   936309400 


420 x 9 x 135 Sterile R H
Trochanteric Nail  936309420 


440 x 9 x 135 Sterile R H
Trochanteric Nail   936309440 


460 x 9 x 135 Sterile R H
Trochanteric Nail  936309460 


320 x 11 x 135 Sterile R H
Trochanteric Nail  936311320 
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340 x 11 x 135 Sterile R H
Trochanteric Nail   936311340 


360 x 11 x 135 Sterile R H
Trochanteric Nail   936311360 


380 x 11 x 135 Sterile R H
Trochanteric Nail   936311380 


400 x 11 x 135 Sterile R H
Trochanteric Nail   936311400 


420 x 11 x 135 Sterile R H
Trochanteric Nail   936311420 


�440 x 11 x 135 Sterile R H
Trochanteric Nail 


�
936311440 


�460 x 11 x 135 Sterile R H
Trochanteric Nail 


�
936311460 


[Consumable]


All lot numbers distributed by Zimmer Biomet between July 2012 and August 2017 and previously distributed by DePuy Synthes


Geographic Regions: Brazil, Japan, U.S.


Manufacturer(s): Zimmer Biomet 1800 W Center St, Warsaw, IN 46581-0708, United States


Suggested Distribution: OR/Surgery, Orthopedics, Materials Management


Problem:
�In a December 22, 2017, Urgent Medical Device Recall Notice letter submitted by an ECRI Institute member hospital, Zimmer Biomet states that a
device performance review (DPR) of the above system failed clinical analysis for survivorship pursuant to the acceptance criteria for DPR protocol.
Zimmer Biomet also states that possible long-range health consequences of this problem include secondary reduction loss or lateral sliding of the above
screws or a screw cut-out, necessitating revision surgery and/or total hip arthroplasty, respectively.


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
December 22, 2017, Urgent Medical Device Recall Notice letter and Certificate of Acknowledgment form from Zimmer Biomet. Complete the
Certificate of Acknowledgment form, and return it to Zimmer Biomet using the instructions on the form. A Zimmer Biomet sales representative will
remove affected product from your facility. Notify all relevant personnel at your facility of the information in the letter. Inform Zimmer Biomet of any
adverse events associated with the use of affected product by e-mail at product.experience@zimmerbiomet.com . U.S. customers should also report
serious adverse events or product quality problems relating to the use of affected product to FDA's MedWatch Adverse Event Reporting program by
telephone at (800) 332-1088; 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. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .


Source(s):


● 2017 Dec 28. Member Hospital. Zimmer Biomet letter submitted by an ECRI Institute member hospital. Reference No. ZFA 2017-00006
(includes reply form) Download


● 2018 Jan 2. Manufacturer. The manufacturer confirmed the information in the source material.
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[High Priority ] - A29769 : DePuy Synthes—SIGMA HP Cemented Trochlea Implants: Manufacturer Discontinues Product in Response to Elevated Revision Rates


[High Priority ] - A29769 : DePuy Synthes—SIGMA HP Cemented Trochlea Implants: Manufacturer
Discontinues Product in Response to Elevated Revision Rates
Medical Device Ongoing Action
Published: Friday, December 29, 2017


UMDNS Terms:
•  Prostheses, Joint, Knee [16072]
•  Prostheses, Joint, Knee, Patellar Component  [16121]
•  Prostheses, Lower Limb, Knee Component [23406]


Product Identifier:
SIGMA HP Cemented Trochlea Implants:  Catalog Nos.:  GTIN: 
Size 1, Narrow Left  102403100  10603295001614 
Size 2, Narrow Left  102403200  10603295001621 
Size 3, Narrow Left  102403300  10603295001638 
Size 4, Narrow Left  102403400  10603295001645 
Size 5, Narrow Left  102403500  10603295001652 
Size 1, Narrow Right  102404100  10603295001669 
Size 2, Narrow Right  102404200  10603295001676 
Size 3, Narrow Right  102404300  10603295001683 
Size 4, Narrow Right  102404400  10603295001690 
Size 5, Narrow Right  102404500  10603295001706 


[Consumable]


Geographic Regions: �(Impact in specific regions has not been identified or ruled out at the time of this posting), &#160;Worldwide


Manufacturer(s): DePuy Orthopaedics Inc700 Orthopaedic Dr, Warsaw, IN 46582, United States


Suggested Distribution: OR/Surgery, Orthopedics, Materials Management


Problem:
�In a December 21, 2017, Urgent Information Medical Device Recall letter submitted by an ECRI Institute member hospital, DePuy Synthes states that
it is discontinuing the above trochlear implants after elevated revision rates were observed during postmarket surveillance. DePuy Synthes further states
that the above implants cause poor joint mechanics (including misalignment, instability, and/or dislocation or subluxation), which could require revision
surgery. DePuy Synthes also states that revision surgery could increase the risks of infection, additional scarring, neural and vascular damage, pain,
functional problems, or risks associated with anesthesia for patients. 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 December
21, 2017, Urgent Information Medical Device Recall letter and Reconciliation Form from DePuy Synthes. Return affected product to your DePuy
Synthes local representative. Complete the form, and return it to DePuy Synthes using the instructions in the letter, and retain a copy of the form with
your records. DePuy Synthes does not recommend prophylactic revision in the absence of symptoms; surgeons should discuss clinical implications and
risks with symptomatic patients who received affected implants. Notify all relevant personnel at your facility of the information in the letter, forward a
copy of the letter to any facility to which you have further distributed affected product, and retain a copy of the letter with your records. Report any
serious adverse events, side effects, or product quality problems to DePuy Synthes by telephone at (866) 811-9367 or by e-mail at 
productcomplaint/warsaw@dpyus.jnj.com . U.S. customers should also report serious adverse events or product quality problems relating to the use of
affected product to FDA's MedWatch Adverse Event Reporting program by telephone at (800) 332-1088; by fax at (800) 332-0178; by mail (using
postage-paid FDA form 3500, available here ) at MedWatch, FDA, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website
For Further Information:
For Product-Related Inquiries:
DePuy Synthes local sales consultant
For Clinical Inquiries:
DePuy Synthes scientific and medical affairs department
E-mail: RA-DPYUS-DePSynSc@ITS.JNJ.com
For Recall Inquiries:
Kim  Long, DePuy Synthes senior recall coordinator
Tel.: (574) 371-4917, 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):


● 2017 Dec 28. Member Hospital. December 21, 2017 DePuy Synthes letter submitted by ECRI Institute member hospital Download
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[High Priority ] - A29740 : Teleflex—Arrow Various Catheterization Kits: �Sterility May Be Compromised


[High Priority ] - A29740 : Teleflex—Arrow Various Catheterization Kits: �Sterility May Be
Compromised
Medical Device Ongoing Action
Published: Thursday, December 28, 2017


UMDNS Terms:
•  Catheters, Vascular, Infusion, Central Venous, Peripherally-Inserted  [18017]
•  Catheter Introducers, Vascular [34022]
•  Procedure Kit/Trays, Catheterization, Intravenous, Central Vein [16615]
•  Catheters, Vascular, Infusion, Central Venous [10729]
•  Catheters, Peritoneal, Percutaneous Drainage, Multiple Lumen [18697]
•  Catheters, Vascular, Embolectomy/Thrombectomy, Balloon, Arterial [18651]
•  Catheters, Vascular, Hemodialysis [15022]
•  Procedure Kit/Trays, Catheterization, Cardiac [10598]


Product Identifier:
�Arrow Kits: (1) Access, (2) Arterial Catheterization, (3) Central Venous Catheter (CVC), (4) Hemodialysis, (5) Large-Bore CVC, (6) Multi-Lumen
Access Catheter (MAC), (7) Pressure Injectable Central Venous Catheter (PI CVC), (8) Peripherally Inserted Central Catheter (PICC), (9) Percutaneous
Sheath Introducer (PSI), (10) Vessel Catheterization Kits [Consumable]
Product Codes: Lot Nos.:
AK-2270-P1A 13F17D0194, 13F17F0486
AK-42703-P1A 13F17A0135, 13F17C0355,


13F17E0212, 13F17E0789,
13F17F0386


AK-42802-P1A 13F17D0323, 13F17E0310,
13F17E0467AK-42854-P1A 13F17B0041, 13F17E0764


AK-45703-P1A 13F17A0028, 13F17E0044,
13F17E0448AK-45703-PB1A 13F17B0118, 13F17F0385


AK-45802-P1A 13F17B0085, 13F17E0150,
13F17F0345AK-45854-P1A 13F16M0169, 13F17B0262,
13F17C0468AK-46702-P1A 13F17E0751


AK-47702-P1A 13F17E0211
ASK-04001-MS 13F17E0546
ASK-04018-CC 13F17D0198, 13F17F0215
ASK-04300-PHP 13F17D0048
ASK-04301-WBH 13F17E0659
ASK-04510-HUM 13F17E0029, 13F17E0537
ASK-04550-NYP 13F17A0075, 13F17C0503,


13F17D0296, 13F17E0541,
13F17F0220, 13F17G0002


ASK-04550-UHC 13F17B0226, 13F17D0017,
13F17D0280ASK-09803-WBH1 13F17C0208, 13F17F0162


ASK-09903-KH 13F17F0231
ASK-09903-LC 13F17E0382, 13F17F0206
ASK-09903-PHP 13F17D0049
ASK-09907-LGH1 13F16M0116, 13F17A0052,


13F17C0390ASK-11242-PHP 13F17D0179
ASK-12703-PCA 13F17F0240
ASK-12703-PRJ 13F17B0279, 13F17D0112
ASK-15703-PCA 13F17F0575
ASK-15703-PHH 13F17B0239, 13F17C0300,


13F17D0297, 13F17F0015ASK-15703-PLV 13F17E0390
ASK-15703-PRH 13F17C0279
ASK-15703-PRJ 13F17B0265
ASK-15703-PRWJ 13F17B0199, 13F17C0400
ASK-21142-RH 13F16L0254, 13F1780196,


13F17C0046ASK-21242-MMC1 13F17D0212, 13F17E0770,
13F17F0438


ASK-21242-UCD 13F17E0656, 13F17F0188,
13F17F0459


ASK-24301-GM 13F17B0037, 13F17E0451
ASK-29804-UHN2 13F1700188, 13F17E0570
ASK-29903 UCD 13F17E0660
ASK-42703-PBM 13F1780134, 13F17C0472


ASK-42703-PRJ 13F17A0296, 13F17D0110,
13F17F0319


ASK-42802-PBM 13F17E0543, 13F17F0208


ASK-42854-PNMM 13F17A0172, 13F17B0401,
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13F17E0163, 13F17E0631,
13Fl7F0338ASK-42854-PRJ 13F17E0796


ASK-45541-RWJ4 13F17D0187
ASK-45552-RWJ4 13F17D0222, 13F17E0849
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CDC-42802-1A 13F17B0224, 13F17E0142,
13F17E0830


CDC-42854-1A 13F17D0275, 13F1700325
CDC-45703-1A 13F16L0220
CDC-45703-A1A 13F17E0463, 13F17F0169
CDC-45703-81A 13F17E0685
CDC-45802-1A 13F17E0358
COC-45802-B1A 13F17B0031, 13F17E0626
CDC-45854-1A 13F17C0470, 13F1700243
CDC-46702-1A 13F17B0035, 13F17E0627
CDC-47702-1A 13F17B0135, 13F1700191
EU-05052-HPMSB 13F1780123


NA-04550-X1A 13F17A0122, 13F17C0342,
13F17E0364, 13F17E0827


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


Manufacturer(s): Teleflex Medical A Teleflex Co3015 Carrington Mill Blvd, Morrisville, NC 27560, United States


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


Problem:
�In a December 22, 2017, Urgent Medical Device Recall 1st Notification letter submitted by ECRI Institute member hospitals, Teleflex states that the
packaging of the above kits may not be completely sealed, potentially compromising product sterility. Teleflex also states that it has received no reports
of patient injuries associated with this problem. The manufacturer has not confirmed the information provided in the source material.


Action Needed:
�Identify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the
December 22, 2017, Urgent Medical Device Recall 1st Notification letter and Recall Acknowledgment Form from Teleflex. Regardless of whether you
have affected product, complete the form and return it to Teleflex using the information in the letter. If you have affected product, a Teleflex customer
service representative will contact you to provide a return goods authorization (RGA) number and instructions for product return.
For Further Information:
Teleflex customer service department
Tel.: (866) 246-6990
Comments:


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


Source(s):


● 2017 Dec 27. Member Hospital. Teleflex letter submitted by an ECRI Institute member hospital (includes reply form) Download
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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/165623/20171222TeleflexArrowVariousKitsClient.pdf



AFHajlan
(A29740) Teleflex-Arrow Various Catheterization Kits.pdf




[High Priority ] - A29741 : �McKesson—Johnson & Johnson Band-Aid and Coach Sport Wraps: May Contain Undeclared Rubber Latex


[High Priority ] - A29741 : �McKesson—Johnson & Johnson Band-Aid and Coach Sport Wraps: May
Contain Undeclared Rubber Latex
Medical Device Ongoing Action
Published: Wednesday, December 27, 2017


UMDNS Terms:
•  Bandages, Compression/Support, Crepe [25168]


Product Identifier:
Wraps: UPC Nos.: Econo Nos.:
Band-Aid
First Aid
(FA) Hurt-
Free 1-Inch
x 2.3 Yard


3813711614
5 2904910


Band-Aid
First
Aid (FA)
Hurt-Free
2-Inch x 2.3
Yard


3813711614
6 2904928


Band-Aid
First
Aid (FA)
Securflx 2-
Inch x 2.5
Yard


3813711615
0 2904894


Band-Aid
First
Aid (FA)
Securflx 3-
Inch x 2.5
Yard


3813711615
1 2904902


Coach
Sports
Wrap


3813700792
93


Not Stocked
By MCK


Coach
Sports
Wrap


3813700792
86


Not Stocked
By MCK


[Consumable]
All lot numbers
Units distributed beginning November 1, 2015


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


Distributor(s): •  McKesson CorpOne Post St, San Francisco, CA 94104, United States


Manufacturer(s): Johnson & Johnson Corp 1 Johnson And Johnson Plaza, New Brunswick, NJ 08933, United States


Suggested Distribution: Emergency/Outpatient Services, Nursing, Home Care, Physical Therapy/Rehabilitation, EMS/Transport, Materials
Management


Problem:
�In a December 22, 2017, Urgent Drug Recall letter, McKesson states that the current labels of the above products, which were recalled by Johnson &
Johnson, state that the products are "not made with natural rubber latex"; however, natural latex was used as a base ingredient in the early-stage
manufacturing process (which reduces the allergic protein found in natural latex). McKesson also states that the labels must be updated to indicate this.
The distributor 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
December 22, 2017, Urgent Drug Recall letter from McKesson and/or that you have been contacted by the manufacturer. Customers currently
participating in a McKesson-administered Return to Vendor program should return the affected product to their designated returns processor. All others
should follow the instructions provided by the manufacturer. To obtain a product return kit, contact Stericycle by telephone at (855) 215-5023.
For Further Information:
McKesson
Website: Click here
Johnson & Johnson
Website: Click here
Comments:


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


Source(s):


● 2017 Dec 27. Distributor. RC: 17-218B Download
● 2017 Dec 27. Distributor. RC: 17-218 Download
● 2017 Dec 27. Distributor. RC: 17-218A Download
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http://www.mckesson.com/contact-us/support-contacts/

https://www.ccc-consumercarecenter.com/UCUConfiguration?id=a0758000004NIaL

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/165640/20171222McKessonJohnsonAndJohnsonBandAidsAndWrapsDist.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/165641/20171221McKessonJandJBandAidWrapsDist.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/165642/20171222McKessonJohnsonandJohnsonBandAidWrapsDist.pdf



AFHajlan
(A29741) McKesson-Johnson.pdf



MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

CORTRAK 2 

Nasogastric/Nasointestina

l Feeding Tube with 

Electromagnetic 

Transmitting Stylet with 

ANTI-IV Connector

1/1/2018 Halyard Health Co. FSN https

://nc

mdr.

sfda.

gov.s

a/Se

Arabian Health Care 

Supply Co. (AHCSC)

New

DS Titanium Ligation-

Clips

1/3/2018 Aesculap FSN https

://nc

Gulf Medical Co.New

Guider Softip XF Guide 

Catheters

1/1/2018 Stryker Neurovascular 2 Attac

hed

FAROUK, MAAMOUN 

TAMER & COMPANY

# New

PICO70 Arterial Blood 

Sampler

1/1/2018 Radiometer America Inc FSN https

://nc

Salehiya Trading Est.New

SafetyCat PLUS / B.Braun 

wit Syringe

1/7/2018 Teleflex Medical FSN https

://nc

Ebrahim M. Al-Mana & 

Bros. Co. Ltd.

New

Vado Steerable Sheaths 1/1/2018 Terumo BCT Inc 2 AttachedABDULREHMAN AL GOSAIBI GTB# 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=11968
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11975
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11966
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11981
http://Attached
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx



[High Priority ] - A29714 : Stryker—Boston Scientific Guider Softip XF Guide Catheters: May Degrade within Shelf Life


[High Priority ] - A29714 : Stryker—Boston Scientific Guider Softip XF Guide Catheters: May Degrade
within Shelf Life
Medical Device Ongoing Action
Published: Tuesday, December 26, 2017


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


Product Identifier:
Boston Scientific Guider Softip XF Guide Catheters: (1) 7 Fr, (2) 8 Fr [Consumable]
Catalog No. H965100430
For a list of affected lot numbers, see the letter sent to your facility.


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


Distributor(s): •  Stryker Neurovascular47900 Bayside Pkwy, Fremont, CA 94538-6515, United States 


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


Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Nursing, OR/Surgery, Neurology, Materials Management


Problem: In a December 11, 2017, Urgent Medical Device Voluntary Recall letter submitted by an ECRI Institute member hospital, Stryker states that
the above catheters may degrade within their shelf life if they were exposed to ultraviolet (UV) light while in storage between 2014 and October 2017.
Stryker also states that the embolization of degraded polymer fragments in the neurovasculature may lead to stroke; however, it has received no reports of
catheter degradation or injury. This problem does not affect patients already treated using affected catheters. The manufacturer has not confirmed the
information provided in the source material.


Action Needed:
Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the December 11, 2017, Urgent
Medical Device Voluntary Recall letter and Acknowledgment Form from Stryker. Regardless of whether you have affected product, complete the
Acknowledgment Form and return it to Stryker using the information on the form. Inform all relevant personnel at your facility of the information in the
letter, forward a copy of the letter to any facility to which you have further distributed affected product, and notify Stryker of the transfer. Notify Stryker
of any adverse events or product quality problems associated with the use of affected product.
For Further Information:
Stryker
Website: Click here
Comments:


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


Source(s):


● 2017 Dec 18. Member Hospital. Stryker letter submitted by an ECRI Institute member hospital Reference No. 92193002-FA (includes reply
form) Download
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http://www.stryker.com/en-us/corporate/ContactUs/index.htm

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/165612/20171211StrykerGuiderSoftipXFGuideCathersClient_Redacted.pdf



AFHajlan
(A29714) Stryker-Boston Scientific Guider Softip XF Guide Catheters.pdf




[High Priority ] - A29728 : �Kalila—Vado Steerable Sheaths: Proximal End May Have Torn Sheath Liner


[High Priority ] - A29728 : �Kalila—Vado Steerable Sheaths: Proximal End May Have Torn Sheath
Liner
Medical Device Ongoing Action
Published: Thursday, December 28, 2017


UMDNS Terms:
•  Catheter Introducers, Vascular [34022]


Product Identifier:
Vado
Steerable
Sheaths:


Item Nos.: Lot Nos.:


8.8 Fr SS8FMU67 0559 EXP OCT 9 2018,
0571 EXP OCT 19
2018Bi-


directional
SS8FMB74 0594 EXP JAN 19


2018, 0626 EXP APR
23 2018[Consumable]


Geographic Regions: U.S.


Manufacturer(s): Kalila, a Terumo Subsidiary2101 Cottontail Ln, Somerset, NJ 08873, United States


Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Critical Care, Emergency/Outpatient Services, Nursing, IV Therapy,
Materials Management


Problem:
�In a December 14, 2017, Urgent Voluntary Medical Device Recall letter submitted by ECRI Institute member hospitals, Kalila states that torn sheath
liner material was detected at the proximal end of a single test device during internal product testing of the above sheaths. Kalilia states that it could not
rule out the potential for this condition to be present on devices in the above lots. This defect, if present, could lead to patient injury if the liner material
enters the patient during surgery. Kalila also states that is has received no reports related to this problem.


Action Needed:
�Identify, isolate, and discontinue use of any affected product in your inventory. The labeling of affected product may reflect either Kalila Medical or
Abbott. See the letter  for images showing how to identify the information on the product label. If you have affected product, verify that you have
received the December 14, 2017, Urgent Voluntary Medical Device Recall letter, prepaid label, and Inventory Confirmation Form from Kalila by e-mail
at kara.kernich@terumomedical.com . Regardless of whether you have affected product, complete the Inventory Confirmation Form and return it to
Kalila. Return affected product, along with a copy of the completed form, to Kalila using the prepaid label. Upon receipt of returned product, Kalila will
provide your facility with credit.
For Further Information:
Terumo customer service department
Tel.: (800) 888-3786
Website: Click here
Comments:


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


Source(s):


● 2017 Dec 20. Member Hospital. December 14, 2017, Kalila letter Download
● 2017 Dec 28. Manufacturer. Terumo confirmed the information provided in the source material.
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/165387/20171214KalilaVadoSteerableSheathsCLIENT_Redacted.pdf?option=80F0607

mailto:kara.kernich@terumomedical.com

http://www.terumois.com/content/terumo/terumois/about-terumo-is/contact-us.html

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

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/165387/20171214KalilaVadoSteerableSheathsCLIENT_Redacted.pdf



AFHajlan
(A29728) Kalila-Vado.pdf


