
SBED Weekly Update 29-May-17

Dear,                   
SBED team is pleased to inform you that                   new FSCA/recalls posted on 
(Please note:  below list of FSCA/ recalls for the period of                                to 
In order to view more details, click the links and for ECRI alerts see the attachments 

30 SFDA website
5/22/2017 5/28/2017

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: WU1722

MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Anaesthetic and respiratory devices

Carestation 620, 650 and 

650c

5/25/2017 GE Healthcare FSN httpsGE HealthcareNew

ROSA Brain 3.0.0, ROSA 

Spine 1.0.2, ROSA One 

3.1 .0 ,

5/25/2017 Zimmer Biomet FSN https

://nc

Al Amin Medical 

Instruments Co. Ltd.

New

Unomedical Oxygen 

Masks,

5/22/2017 ConvaTec 2 httpsSalehiya Trading Est.# New

Assistive products for persons with disability

Stealth Ultra Suboccipital 

Head Pads

5/23/2017 Stealth Products Inc. 2 AttacN/A# New

Dental devices

http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11090
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11088
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11105
http://Attached



[High Priority ] - A28573 : �ConvaTec—Unomedical Oxygen Masks: Tubing May Disconnect from the Mask


[High Priority ] - A28573 : �ConvaTec—Unomedical Oxygen Masks: Tubing May Disconnect from the
Mask
Medical Device Ongoing Action
Published: Thursday, May 18, 2017


UMDNS Terms:
•  Masks, Air-Oxygen, Partial Rebreathing  [12451]
•  Masks, Air-Oxygen, Nonrebreathing [12450]


Product Identifier:
Oxygen Masks: Product/Reference


Nos.: SAP Nos.: Lot Nos.:


Adult High Concentration
Nonrebreather with 2.1 m
(7') O2 Tubing


106MM 1702436 100733, 104106, 104798,
100721, 109824


Elongated (under chin),
Adult Medium
Concentration, No Tubing


104-E Not Listed 102339


Non-rebreather Elongated
(under chin), Adult High
Concentration with 7 ft O2
Tubing, Check Valve, 2-
Side Valve


108-E Not Listed 100454, 101121, 101665,
105676


Nonrebreather, Adult High
Concentration with 2.1 m
(7') O2 Tubing


108-E 1300168 102766, 102785, 102726,
102352, 105451, 109186


Nonrebreather, Adult High
Concentration with 2.1 m
(7 ft) O2 Tubing


108MM 1705302
100281, 100709, 100729,
101923, 103180, 103265,
103691, 103714, 104104,
105987, 110558


Non-Rebreather, Adult
High Concentration with
2.1 m (7 ft) O2 Tubing


9108MM 1267152
100232, 100694, 100918,
101639, 101897, 103067,
104846, 104848, 105453


Nonrebreather, Elongated
(under chin) Adult High
Concentration with 7 ft 02
Tubing, Check Valve, 1-
Side Valve with Fits-All
Connector


3106-E Not Listed


100272, 100465, 101132,
101616, 101994, 101994,
102398, 102788, 103192,
103908, 104078, 104902,
104947, 105189, 105441,
105935


Nonrebreather, Pediatric
High Concentration with
2.1 m (7 ft) O2


3226-E 1308753 102727


Nonrebreather, Pediatric
High Concentration with
2.1 m (7 ft) O2 Tubing


3226MM 1307553 100720, 101141


Nonrebreather, Pediatric
High Concentration with
2.1 m (7 ft) O2 Tubing


3230MM 1302405 104906, 105181


Nonrebreather, Reservoir
Bag, Check valve, 1-side
Valve with Tubing


106-E Not Listed
100152, 103159, 103527,
104009, 104321, 104701,
105569, 105656, 105675


Rebreather Elongated
(under the chin) Pediatric,
High Concentration with 7
ft (2.1 m) O2 Tubing with 
Fits-All O2 Connector


3230-E Not Listed 102605
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Check Valve, One-Side
Valve


Rebreather Elongated
(underneath chin),
Pediatric, High
Concentration with 1 ft (2.1
m) O2 Tubing with 
Fits-All O2 Connector


3226-E Not Listed
101140, 102282, 102400,
102858, 103273, 103853,
104081, 104654, 104889,
105065, 105190, 105216


Rebreathing, Reservoir Bag
with Tubing 104MM 1302097 105631


[Consumable]


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


Distributor(s): •  Cardinal Health7000 Cardinal Pl, Dublin, OH 43017, United States


Manufacturer(s): Unomedical Inc., a ConvaTec Inc. Company7900 Triad Center Drive Suite 400, Greensboro, NC 27409, United States


Suggested Distribution: Anesthesia, Critical Care, Emergency/Outpatient Services, Nursing, Obstetrics/Gynecology/Labor and Delivery,
OR/Surgery, Pediatrics, Pulmonology/Respiratory Therapy, Home Care, EMS/Transport, Materials Management


Problem:
�In a May 10, 2017, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA) and a May
10, 2017, Urgent Voluntary Medical Device Recall letter, ConvaTec states that the tubing may disconnect from the above oxygen masks, causing a
disruption in the supply of oxygen to patient airways. 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. To identify the product number and lot number on the product label, see
the image provided in the  letter . If you have affected product, verify that you have received the May 10, 2017, Urgent Voluntary Medical Device Recall
letter or Urgent Field Safety Notice letter and Recall Response Form from ConvaTec. Regardless of whether you have affected product, complete the
Recall Response Form and return it to ConvaTec using the instructions on the form. To arrange for product return and credit, contact your distributor. For
replacement product codes, see attachment 3 in the letter . Report any adverse events associated with the use of affected product to the ConvaTec
customer interaction center by e-mail at cic@convatec.com , by telephone at (800) 422-8811, or using the information below. 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:
ConvaTec recall coordinator
Tel.: (855) 201-4335
E-mail: convatec5304@stericycle.com
Belgium, Estonia, France, Germany, Israel, Jordan, The Netherlands, Rwanda, Saudi Arabia, Switzerland
Tel.: 41 (52) 6305401
E-mail: ccc.customerservice@convatec.com
Denmark
Tel.: 45 48167030
E-mail: customerservicenordic@convatec.com
Finland
Tel.: 358 (20) 7659630
E-mail: mail.fi@convatec.com
Italy
Tel.: (800) 500190
E-mail: clienti.convatec@convatec.com
Malta
Tel.: 356 (7) 9447497
E-mail: ian@ipl.com.mt
Norway
Tel.: 47 (22) 686095
E-mail: customerservicenordic@convatec.com
Sweden
Tel.: 46 (42) 332010
E-mail: customerservicenordic@convatec.com
U.K.
Tel.: 44 (1244) 832206
E-mail: unomedical-uk.customerservice@convatec.com
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Convatec: various oxygen masks [online]. London: Department of


Health; 2017 May 15 [cited 2017 Mon 15]. (Field safety notice; reference no. 2017/005/009/701/010). Available from Internet: Click here .


Comments:
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/153226/20170510ConvaTecOxygenMasksMHRA.pdf?option=80F0607

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/153226/20170510ConvaTecOxygenMasksMHRA.pdf?option=80F0607

mailto:cic@convatec.com

mailto:convatec5304@stericycle.com

mailto:ccc.customerservice@convatec.com

mailto:customerservicenordic@convatec.com

mailto:mail.fi@convatec.com

mailto:clienti.convatec@convatec.com

mailto:ian@ipl.com.mt

mailto:customerservicenordic@convatec.com

mailto:customerservicenordic@convatec.com

mailto:unomedical-uk.customerservice@convatec.com

https://www.convatec.com/wound-skin/clinical-support/customer-support-line/

https://www.gov.uk/drug-device-alerts/field-safety-notice-8-to-12-may-2017

https://www.gov.uk/drug-device-alerts/field-safety-notice-8-to-12-may-2017





● �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 May 15. Distributor. ConvaTec Document No. 6304_01_01AS_V1.1 Download
● 2017 May 15. MHRA FSN. 2017/005/009/701/010 Download
● 2017 May 15. MHRA FSN. FSCA Reference No. 2017-001 (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/153224/20170510ConvaTecUnomedicalOxygenMasksDist_Redacted.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/153225/20170515MHRACover.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/153226/20170510ConvaTecOxygenMasksMHRA.pdf



AFHajlan
(A28573) ConvaTec-Unomedical Oxygen Masks.pdf




[High Priority ] - A28543 : BES�—Stealth Ultra Suboccipital Head Pads: May Not Meet Minimum Pull Requirements


[High Priority ] - A28543 : BES�—Stealth Ultra Suboccipital Head Pads: May Not Meet Minimum Pull
Requirements
Medical Device Ongoing Action
Published: Tuesday, May 16, 2017
Last Updated: Thursday, May 18, 2017


UMDNS Terms:
•  Headrests [11964]


Product Identifier:
Stealth Ultra Suboccipital Head Pads: (1) Small, (2) Medium [Consumable]
Product Nos.: 600, 610
All units distributed since March 2016


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


Distributor(s): •  BES Rehab Ltd131 South Liberty Lane, Bristol BS3 2SZ, England


Manufacturer(s): Stealth Products Inc 104 John Kelly Dr, Burnett, TX 78611, United States


Suggested Distribution: Home Care, Physical Therapy/Rehabilitation, Materials Management


Problem:
�In an April 13, 2017, Advisory Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), BES states that the
internal metal welding of the above suboccipital head pads may not meet the minimum pull requirement of 75 lb. BES also states that Stealth Products
has changed the weld process used during manufacture of the above head pads to correct the problem. The manufacturer has not confirmed the
information provided in the source material.


Action Needed:
�Identify any affected head pads in your inventory. If you have affected head pads, verify that you have received the April 13, 2017, Advisory Notice
letter from BES. BES states that replacement head pads will be issued and fitted.
For Further Information:
Nikki ter Haar, BES Quality Assurance Manager
Tel.: (01179) 666761
Email: nth@bescorporate.net
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Stealth Products: Ultra sub-occipital pad, small, medium [online].


London: Department of Health; 2017 May 8 [cited 2017 May 8]. (Field safety notice; reference no. 2017/004/019/701/016). 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):


● 2017 May 8. MHRA FSN. 2017/004/019/701/016 Download
● 2017 May 8. MHRA FSN. BES Reference No: BES130417/1 Download
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mailto:nth@bescorporate.net

http://www.bescorporate.net/bes-corporate/contact-us

https://www.gov.uk/drug-device-alerts/field-safety-notice-1-may-to-5-may-2017

https://www.gov.uk/drug-device-alerts/field-safety-notice-1-may-to-5-may-2017

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/153531/20170508StealthSubOccipitalPadMHRACover.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/153532/20170413StealthSubOpticalHeadPadMHRA.pdf



AFHajlan
(A28543) BES -Stealth Ultra Suboccipital Head Pads.pdf



MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

HLA3-5 Legacy Full 

Contour Abutment 

Assemblies

5/22/2017 Implant Direct LLC 2 https

://nc

N/A# New

Diagnostic and therapeutic radiation devices

Leksell Gamma Knife Icon 5/25/2017 Elekta Inc FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11101Medical Regulations GateNew

Sensis system , 5/25/2017 SIEMENS 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11099Siemens Medical SolutionsUpdate

Electro mechanical medical devices

Conductivity/TDS 

Calibrator Solution

5/25/2017 Mesa Laboratories, Inc. 2 httpsEbrahim M. Al-Mana & 

Bros. Co. Ltd.

New

CSI, Orbital Atherectomy 

System (OAS) Saline 

Infusion Pump

5/24/2017 Cardiovascular Systems, 

Inc

2 https

://nc

N/ANew

HeartMate 3™ Left 

Ventricular Assist System

5/23/2017 Abbott Cardiovascular 

and Neuromodulation

FSN httpsArabian Trade House 

Est.

New

MiniMed 640G Insulin 

Infusion Pump..

5/25/2017 Medtronic SA FSN httpsMedtronic Saudi ArabiaNew

Spectra Optia Apheresis 

Systems,

5/22/2017 Terumo BCT Inc 2 AttacABDULREHMAN AL 

GOSAIBI GTB

# New

Spine Tools Install CDs 

Used with StealthStation 

S7 Systems

5/23/2017 Medtronic SA 2 Attac

hed

Medtronic Saudi Arabia# New

StatLock IV Premium 

Catheter Stabilization 

Device

5/25/2017 Bard Pcripheral Vascular 

(BPV)

2 https

://nc

C.R. BARD Saudi ArabiaNew

Trima Accel Automated 

Blood Collection Systems

5/22/2017 Terumo BCT Inc 2 AttacABDULREHMAN AL 

GOSAIBI GTB

# New

In vitro diagnostic devices

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11098
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11101
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11099
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11094
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11086
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11081
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11103
http://Attached
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11096
http://Attached



[High Priority ] - A28574 : Implant Direct—HLA3-5 Legacy Full Contour Abutment Assemblies: May Not Have Been Manufactured to Specifications,
Potentially Resulting in Microleakage and Patient Infection


[High Priority ] - A28574 : Implant Direct—HLA3-5 Legacy Full Contour Abutment Assemblies: May
Not Have Been Manufactured to Specifications, Potentially Resulting in Microleakage and Patient
Infection
Medical Device Ongoing Action
Published: Thursday, May 18, 2017


UMDNS Terms:
•  Dental Posts, Endodontic, Crown Support [17696]


Product Identifier:
3.5 mm HLA3-5 Legacy Full Contour Abutment Assemblies [Consumable]�
Part No. HLA3-5; Lot Nos.: 78986, 83493, 89103


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


Manufacturer(s): Implant Direct Sybron International LLC 25106 Ave Tibbitts, Valencia, CA 91355, United States


Suggested Distribution: Infection Control, Dentistry/Oral Surgery, Materials Management


Problem: In an April 2017 Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA),
Implant Direct states that the above abutment assemblies may not have been manufactured to specification, possibly preventing the abutments from
seating properly on the implant and potentially leading to microleakage and patient infection. 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 April 2017 Urgent Field Safety
Notice letter and Acknowledgment and Recall Return Form from Implant Direct. Regardless of whether you have affected product, complete the
Acknowledgment and Recall Return Form and return it to Implant Direct using the information on the form. Upon receipt of the form, Implant Direct will
send your facility a return envelope for product return; upon receipt of affected product, Implant Direct will provide your facility with replacement
product. Forward a copy of the letter to any facility to which you have further distributed affected product.
For Further Information:
Implant Direct customer care department
Tel.: (888) 649-6425
Stephanie Bergeron, Implant Direct Sybron Manufacturing regulatory affairs supervisor
Tel.: (818) 444-3393
Website: Click here


References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Implant Direct:Legacy full-contour abutment 3.5mmD assembly


[online]. London: Department of Health; 2017 May 15 [cited 2017 May 15]. (Field safety notice: reference no. 2017/005/003/601/009).
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):


● 2017 May 15. MHRA FSN. 2017/005/003/601/009 Download
● 2017 May 15. MHRA FSN. Implant Direct Reference No. FSCA 2016.05.27 (includes reply form)  Download
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http://www.implantdirect.com/contact-info

https://www.gov.uk/drug-device-alerts/field-safety-notice-8-to-12-may-2017

https://www.gov.uk/drug-device-alerts/field-safety-notice-8-to-12-may-2017

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/153174/20170515ImplantDirectLegacyFullContourAbutmentAssembliesMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/153175/201704ImplantDirectLegacyFullContourAbutmentAssembliesMHRA.pdf



AFHajlan
(A28574) Implant Direct-HLA3-5 Legacy Full Contour Abutment Assemblies.pdf




[High Priority ] - A28578 : Terumo—Spectra Optia Apheresis Systems: Defective Electric Cables May Cause Nonrecoverable Power Failure


[High Priority ] - A28578 : Terumo—Spectra Optia Apheresis Systems: Defective Electric Cables May
Cause Nonrecoverable Power Failure
Medical Device Ongoing Action
Published: Tuesday, May 16, 2017
Last Updated: Thursday, May 18, 2017


UMDNS Terms:
•  Apheresis Units, Blood Donor, Plasma [23136]


Product Identifier:
Spectra Optia Apheresis Systems [Capital Equipment]
Serial Nos.: 1P04028 through 1P04392
Units manufactured between August 10, 2016, and January 11, 2017


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


Manufacturer(s): Terumo BCT Inc10811 West Collins Ave, Lakewood, CO 80215, United States


Suggested Distribution: Clinical/Biomedical Engineering, Risk Management/Continuous Quality Improvement, Immunohematology/Blood Bank,
Perfusion


Problem:
�In a May 1, 2017, Voluntary Medical Device Product Recall letter submitted by ECRI Institute member hospitals, Terumo states that the above
apheresis systems may contain defective electrical cables, potentially causing a nonrecoverable power failure. If a power failure occurs before the start of
a procedure, it may cause a delay in the procedure while the device is repaired or another device is located. If a power failure occurs after the procedure
has begun, the procedure cannot be completed and the automated Rinseback cannot be performed. Extracorporeal volume (ECV) varies dependent on the
protocol chosen and procedural conditions. Maximum ECV for any Spectra Optia protocol is 297 mL during certain alarm conditions. Instructions to
complete a manual Rinseback are outlined in the system's operator's manual. If Rinseback is not completed, the physician should determine the effect on
the patient and any intervention needed. Terumo further states that it has received no reports of device failure related to this problem. 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 May 1, 2017, Voluntary Medical
Device Product Recall letter and Acknowledgment of Receipt Form from Terumo. A Terumo representative will contact your facility to arrange to
replace the cables in affected systems. Terumo states that you may continue to use the above systems in accordance with the operator's manual and the
operator training materials. Complete the Acknowledgment of Receipt Form, and return it to Terumo using the information on the form. Notify all
relevant personnel at your facility of the information in the letter. U.S. customers should 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:
Terumo BCT customer service center
U.S.
Tel.: (877) 339-4228 or (303) 231-4357
Canada
Tel.: (877) 722-8411
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 May 15. Member Hospital. Terumo letter submitted by ECRI Institute member hospital (includes reply form) Download
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http://www.fda.gov/downloads/aboutfda/reportsmanualsforms/forms/ucm163919.pdf

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

http://www.terumobct.com/LOCATION/NORTH-AMERICA/CONTACT-US/Pages/contact-form.aspx

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/153522/20170501TerumoSpectraOptiaApheresisSystemsClientRedacted.pdf



AFHajlan
(A28578) Terumo-Spectra Optia Apheresis Systems.pdf




[High Priority ] - A28565 : Medtronic—Spine Tools Install CDs Used with StealthStation S7 Systems: May Not Allow User to Load the Navigated Elevate
Inserter Tool and StealthAiR Spine Frame in the Same Procedure


[High Priority ] - A28565 : Medtronic—Spine Tools Install CDs Used with StealthStation S7 Systems:
May Not Allow User to Load the Navigated Elevate Inserter Tool and StealthAiR Spine Frame in the
Same Procedure
Medical Device Ongoing Action
Published: Tuesday, May 16, 2017


UMDNS Terms:
•  Stereotactic Systems, Image-Guided, Surgical, Intracranial [18179]
•  Stereotactic Systems, Image-Guided, Surgical, Otorhinolaryngology [20387]
•  Scanning Systems, Computed Tomography [13469]


Product Identifier:
Spine Tools Install CDs used with StealthStation S7 Systems and Synergy Spine Applications [Capital Equipment]
Spine Tool Cards Package Version 25, Revision AA
Contained in the
following Kits: Part Nos.: 


Install CD, Spine
Tools, Plus and S7 9731958


Install Set 9734833
Universal Navlock 9734833


Install Set 9734834
Capstone Trials 9734834


Install Set 9734835
Clydesdale Trials 9734835


Install Set 9734836
TLIF/DLIF Inserter 9734836


Install Set 9735283
Solera 5.5/6.0
Drivers


9735283


Install Set 9735284
Solera Noncan Taps 9735284


Install Set 9735285
Solera Iliac Taps 9735285


Instrument Set
9735607 Vertex
Select


9735607


Referencing Set  97
35500 Spine
Referencing


9735500


TAPS KIT 9735465
Solera Awl-Tip Taps 9735465


Upgrade Kit
9735522 Spine
Revision


9735522


  
CD Version 25;  Synergy Spine Application Version 2.1


Geographic Regions: Brazil, Europe, U.S.


Manufacturer(s): Medtronic Navigation Inc826 Coal Creek Circle, Louisville, CO 80027, United States 


Suggested Distribution: Clinical/Biomedical Engineering, OR/Surgery, Orthopedics, Information Technology


Problem: In a May 10, 2017, Urgent Product Advisory Notice letter, Medtronic states that a problem with the above install CD version may result in the
user being unable to navigate the Navigated Elevate Inserter with the StealthAiR Spine Frame during use of the above systems during procedures.
Medtronic also states that it has received no reports of patient harm related to this problem.


Action Needed:
Identify any affected product in your inventory. Isolate any copies of version 25 until they can be removed. If you have affected product, verify that you
have received the May 10, 2017, Urgent Product Advisory Notice letter from Medtronic. A Medtronic representative will contact your facility to arrange
to update your system using Spine Tools Install CD, version 26. The Medtronic representative will also remove all copies of Spine Tools Install CD,
version 25.
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For Further Information:
Medtronic technical services department
Tel.: (800) 595-9709
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 May 12. Manufacturer Letter. Medtronic letter 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
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[High Priority ] - A28585 : Terumo—Trima Accel Automated Blood Collection Systems: Defective Electric Cables May Cause Nonrecoverable Power Failure


[High Priority ] - A28585 : Terumo—Trima Accel Automated Blood Collection Systems: Defective
Electric Cables May Cause Nonrecoverable Power Failure
Medical Device Ongoing Action
Published: Wednesday, May 17, 2017


UMDNS Terms:
•  Apheresis Units, Blood Donor, Plasma [23136]
•  Apheresis Units, Blood Donor, Platelet [23135]


Product Identifier:
Trima Accel Automated Blood Collection Systems [Capital Equipment]
Serial Nos.: 1T07708 through 1T08066
Units manufactured between August 10, 2016, and January 11, 2017


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


Manufacturer(s): Terumo BCT Inc10811 West Collins Ave, Lakewood, CO 80215, United States


Suggested Distribution: Clinical/Biomedical Engineering, Risk Management/Continuous Quality Improvement, Immunohematology/Blood Bank


Problem:
�In a May 1, 2017, Voluntary Medical Device Product Recall letter submitted by an ECRI Institute member hospital, Terumo states that the above blood
collection systems may contain defective electrical cables, potentially resulting in a nonrecoverable power failure. If a power failure occurs before the
start of a procedure, it may cause a delay in the procedure while the device is repaired or another device is located. If a power failure occurs after the
procedure has begun, the procedure cannot be completed and the automated Rinseback cannot be performed. Extracorporeal volume (ECV) varies
dependent on the protocol chosen and procedural conditions. Maximum ECV for Trima Accel protocols in which platelet-capable tubing sets are
used is 196 mL and for RBC/plasma, it is 182 mL. Instructions to complete a manual Rinseback are outlined in the system's operator's manual. If
Rinseback is not completed, the physician should determine the effect on the patient and any intervention needed. Terumo further states that it has
received no reports of device failure related to this problem. 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 May 1, 2017, Voluntary Medical
Device Product Recall letter and Acknowledgment of Receipt Form from Terumo. A Terumo representative will contact your facility to arrange to
replace the cables in affected systems. Terumo states that you may continue to use the above systems in accordance with the operator's manual and the
operator training materials. Complete the Acknowledgment of Receipt Form, and return it to Terumo using the information on the form. Notify all
relevant personnel at your facility of the information in the letter. U.S. customers should 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:
Terumo BCT customer service center
U.S.
Tel.: (877) 339-4228 or (303) 231-4357
Canada
Tel.: (877) 722-8411
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 May 16. Member Hospital. Terumo letter submitted by ECRI Institute member hospital (includes reply form) Download
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http://www.fda.gov/downloads/aboutfda/reportsmanualsforms/forms/ucm163919.pdf

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

http://www.terumobct.com/LOCATION/NORTH-AMERICA/CONTACT-US/Pages/contact-form.aspx

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf
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MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Dynabeads Reagents 5/22/2017 Thermo Fisher Scientific Inc. 2 AttachedMedical supplies & Services Co.Ltd Mediserv# New

ETEST Ceftriaxone 5/24/2017 bioMerieux Inc 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11087Al-Jeel Medical & Trading Co. LTDNew

LABType DNA Typing 

Tests

5/24/2017 Life Technologies 

Corporation

2 httpsSalehiya Trading Est.New

Magellan Diagnostics 

LeadCare Ultra Blood 

Analyzer

5/24/2017 Magellan Diagnostics Inc 1 https

://nc

N/ANew

ORTHO Workstation  , 5/25/2017 Ortho-Clinical Diagnostics FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11089Samir Photographic Supplies Co. Ltd.New

Non-active implantable devices

Birmingham Hip 

Resurfacing Acetabular 

Cups

5/22/2017 Smith & Nephew inc 2 Attac

hed

Smith & Nephew inc# New

KYPHON Directional 

Bone Void Fillers

5/22/2017 Medtronic SA 2 AttacMedtronic Saudi Arabia# New

NexGen Offset Stem 

Extension

5/24/2017 Zimmer inc 2 httpsEbrahim M. Al-Mana & 

Bros. Co. Ltd.

New

Trauma Implants - 

intramedullary nails

5/24/2017 Zimmer inc 2 httpsEbrahim M. Al-Mana & 

Bros. Co. Ltd.

New

Vitality T27 Final Drivers 

and Torque-Limiting 

Handles

5/22/2017 Zimmer inc 2 Attac

hed

Ebrahim M. Al-Mana & 

Bros. Co. Ltd.

# New

Ophthalmic and optical devices

VFI Pack for Silicone Oil 

syringes.

5/28/2017 D.O.R.C. Dutch 

Opthalmic Research 

FSN httpsAlbasar For Medical 

Supplies

New

Reusable devices

Inflation Device 30 atm 5/25/2017 ArcRoyal FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11100N/ANew

http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11087
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11083
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11085
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11089
http://Attached
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11084
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11082
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11106
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11100



[High Priority ] - A28587 : �Thermo Fisher—Dynabeads Reagents: Bacterial Endotoxin Contaminants May Lead to Negative Control Failure


[High Priority ] - A28587 : �Thermo Fisher—Dynabeads Reagents: Bacterial Endotoxin Contaminants
May Lead to Negative Control Failure
Medical Device Ongoing Action
Published: Wednesday, May 17, 2017


UMDNS Terms:
•  IVD Test Reagent/Kits, Immunoassay, Immunology, Cell Typing, Separation Media, Blood [19646]


Product Identifier:
Reagents: Catalog Nos.: Lot Nos.:
Dynabeads HLA Cell Prep II 21903 00469606, 00477408, 


00480204
Dynabeads HLA Cell Prep II 21904 00455989, 00461965,


00469615, 00492942
Dynabeads HLA Class II 21003 00461955, 00477414, 


00480193
Dynabeads HLA Class II 21004D 00461951, 00469604,


00477401, 00480209


[Consumable]


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


Manufacturer(s): Thermo Fisher Scientific Baltics UABV. A. Graiciuno 8, LT-02241&#160;Vilnius, Lithuania


Suggested Distribution: Clinical Laboratory/Pathology, Materials Management


Problem: In a May 12, 2017, Urgent Device Recall letter submitted by an ECRI Institute member hospital, Thermo Fisher states that bacterial endotoxin
contaminants in the raw material used in the above reagents coupled with any deviation from the recommended cell isolation temperature (e.g.,
performing some steps or storing product at room temperature) may lead to reduced cell viability and failure of the negative control. The manufacturer
has not confirmed the information provided in the source material.


Action Needed:
�Identify, discontinue use of, and destroy any affected product in your inventory. If you have affected product, verify that you have received the May 12,
2017, Urgent Device Recall letter and Customer Response Sheet from Thermo Fisher. To request replacement product or credit for destroyed product,
complete the Customer Response Sheet and return it to Thermo Fisher using the instructions on the form. 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:
Thermo Fisher technical support department
Tel.: (818) 702-0042
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 May 16. Member Hospital. Thermo Fisher letter submitted by ECRI Institute member hospital (includes reply form) Download
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[High Priority ] - A28575 : Smith & Nephew—Birmingham Hip Resurfacing Acetabular Cups: Wire May Not Assemble onto the Introducer


[High Priority ] - A28575 : Smith & Nephew—Birmingham Hip Resurfacing Acetabular Cups: Wire
May Not Assemble onto the Introducer
Medical Device Ongoing Action
Published: Thursday, May 18, 2017


UMDNS Terms:
•  Prostheses, Joint, Hip, Acetabular Component  [16084]


Product Identifier:


Hydroxya
patite
(HAP)
Acetabula
r Cups:


Product
Nos.:


Batch
Nos.:


56 mm
with
IMPTR


74120156
16FW054
91,
16FW062
92


Size 56/62 74122162


16FW077
40,
16FW077
50,
16FW077
51


[Consumable]


Geographic Regions: Germany, Italy, Switzerland, U.K.


Manufacturer(s): Smith & Nephew Wound Management101 Hessle Road, Hull HU3 2BN, England


Suggested Distribution: OR/Surgery, Orthopedics, Materials Management


Problem: In a May 3, 2017, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA),
Smith & Nephew states that the wire on the above prostheses may have been assembled incorrectly and that when a curved or offset introducer is used,
the wire will not assemble onto the introducer, potentially delaying surgery.
 


Action Needed: Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the May 3,
2017, Urgent Field Safety Notice letter and Return Slip form from Smith & Nephew. Complete the Return Slip form, and return it to Smith & Nephew
using the information on the form. Return affected product to your Smith & Nephew agency/distributor. Notify all relevant personnel at your facility of
the information in the Urgent Field Safety Notice letter.
 
For Further Information:
Greg Williams, Smith & Nephew
E-mail: greg.williams@smith-nephew.com
Website: Click here


  References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Smith & Nephew: BHR acetabular cup [online]. London:


Department of Health; 2017 May 15 [cited 2017 May 15]. (Field safety notice; reference no. 2017/005/008/291/013). 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):


● 2017 May 15. MHRA FSN. 2017/005/008/291/013 Download
● 2017 May 15. MHRA FSN. (includes reply form) Download
● 2017 May 18. Manufacturer. The manufacturer confirmed the information in the source material.
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[High Priority ] - A28610 : Medtronic—KYPHON Directional Bone Void Fillers: Directional Arrow at Proximal End May Not Align with Cutout Opening on Distal End


[High Priority ] - A28610 : Medtronic—KYPHON Directional Bone Void Fillers: Directional Arrow at
Proximal End May Not Align with Cutout Opening on Distal End
Medical Device Ongoing Action
Published: Thursday, May 18, 2017


UMDNS Terms:
•  Dispensers, Orthopedic Cement, Spinal Surgery [32923]


Product Identifier:
KYPHON Directional Bone Void Fillers [Consumable]
Product No. F04C; All lot numbers


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


Manufacturer(s): Medtronic Spinal and Biologics1800 Pyramid Pl, Memphis, TN 38132, United States


Suggested Distribution: OR/Surgery, Orthopedics, Materials Management


Problem: In a May 17, 2017, Urgent Field Corrective Action letter submitted by ECRI Institute member hospitals, Medtronic states that directional
arrow at the proximal end of the above instruments may not correctly align with the cutout opening on the distal end of the instrument, potentially leading
to injected cement being placed in a direction unintended by the surgeon. Medtronic also states that risks associated with this misalignment include
cement extravasation into the spinal canal with a potential result of paralysis or nerve injury with risk of pulmonary embolism or cardiac arrest.
Medtronic further states that it has received 2 reports of misalignment; however, it has received no reports of patient injury related to this problem. The
manufacturer has not confirmed the information 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 May 17,
2017, Urgent Field Corrective Action letter and Customer Confirmation Form from Medtronic. A Medtronic sales representative will contact your facility
to arrange for product return and replacement. Complete the Customer Confirmation Form, and return it to Medtronic using the information on the form.
For Further Information:
Medtronic post-market quality department
Tel.: (901) 399-3197
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 May 17. Member Hospital. Medtronic letter submitted by ECRI Institute member hospital (includes reply form) Download
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[High Priority ] - A28612 : �Zimmer Biomet—Vitality T27 Final Drivers and Torque-Limiting Handles: Driver Shaft May Twist, Potentially Causing
Torsional Spring Action that Can Result in Over- or Under-Torque


[High Priority ] - A28612 : �Zimmer Biomet—Vitality T27 Final Drivers and Torque-Limiting Handles:
Driver Shaft May Twist, Potentially Causing Torsional Spring Action that Can Result in Over- or
Under-Torque
Medical Device Ongoing Action
Published: Thursday, May 18, 2017


UMDNS Terms:
•  Prosthesis Implantation Instruments, Orthopedic [13180]


Product Identifier:
Vitality Instruments: Item Nos.:


90 in-lbs Torque-
Limiting Handles 07.02053.001


T27 Final Drivers  07.02066.001


[Consumable]
All lot numbers
Units distributed between December 2015 and April 2017


Geographic Regions: Europe, &#160;U.S.


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


Suggested Distribution: OR/Surgery, Orthopedics, Materials Management


Problem:
�In a May 15, 2017, Urgent Medical Device Recall Removal letter submitted by ECRI Institute member hospitals, Zimmer Biomet states that repeated
torsional spring action, which occurs when torque is applied to tighten the closure top using the above instruments, may cause damage to the cam and
cam lobe inside the above torque handles. This may result in over-torque, potentially causing the driver tips to break, or under-torque, and possibly
resulting in inadequate tightening of closure tops. Zimmer Biomet also states that this problem may lead to instrument breakage, a delay in surgery, bone
fracture caused by excess torsion during screw placement, and inadequate tightening of construct, necessitating revision surgery.


Action Needed:
�Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the May 15, 2017, Urgent
Medical Device Recall Removal 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. Zimmer Biomet states that there are no specific patient monitoring instructions related to this field action recommended beyond your existing
follow-up schedule. Report any adverse events associated with the use of affected product to Zimmer Biomet by e-mail at 
SpineComplaints@zimmerbiomet.com . 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:
Ashley McPherson, Zimmer Biomet
Tel.: (305) 465-8929, 8 a.m. to 5 p.m. Mountain 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 May 18. Member Hospital. ZFA No. 2017-159 (includes reply form) Download
● 2017 May 18. Manufacturer. The manufacturer confirmed the information provided in the source material.
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MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Single-use devices

Kiwi Omni Cups 5/23/2017CLINICAL INNOVATIONS, LLC 2 AttachedMEDICAL INNOVATIONS EST.# New

Microcatheter SONIC 1.5F 5/25/2017 Balt Extrusion 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11102Thimar Al Jazirah Healthcare Co.Update

Probe Cover Kits  . 5/23/2017 Merit Medical Systems Inc 2 AttachedMajal Care for Trading Est.# 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

http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11102
http://Attached
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx



[High Priority ] - A28081 : �Clinical Innovations—Kiwi Omni Cups: Pouch May Be Labeled with Incorrect Expiration Date


[High Priority ] - A28081 : �Clinical Innovations—Kiwi Omni Cups: Pouch May Be Labeled with
Incorrect Expiration Date
Medical Device Ongoing Action
Published: Friday, May 12, 2017


UMDNS Terms:
•  Procedure Kit/Trays, Labor/Delivery [11141]


Product Identifier:
Kiwi Omni Cups [Consumable]
Product No. VAC-6000M; Lot No. 150100 EXP JAN 2017 (Expiration Date incorrectly labeled as "2018-01")


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


Manufacturer(s): Clinical Innovations Inc 747 West 4170 South, Murray, UT 84123, United States


Suggested Distribution: Nursing, Obstetrics/Gynecology/Labor and Delivery, Materials Management


Problem:
In a January 16, 2016, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency, Clinical Innovations
states that the pouch containing the above cups may be incorrectly labeled with an expiration date of "2018-01" instead of the correct "2017-01."�
Clinical Innovations also states that it has received no reports of patient injury associated with use of the above lot. The above cups are expired and
therefore should not be used. The manufacturer has not confirmed the information provided in the source material.
 


Action Needed:
�Identify, isolate, and discontinue use of any affected cups in your inventory. If you have affected cups, verify that you have received the January 16,
2016, Urgent Field Safety Notice letter and reply form from Clinical Innovations. Complete the reply form, and return it to Clinical Innovations using the
instructions in the letter. Upon receipt of the form, a Clinical Innovations representative will contact your facility to arrange for product return and
replacement (if applicable). Clinical Innovations states that replacement cups will be product number VAC-6000ME; product number VAC-6000M is no
longer sold in Europe. 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 cups.
 
For Further Information:
Santosh Bhagat, Clinical Innovations quality and regulatory director
E-mail: s.bhagat@clinicalinnovations.com Website: Click here


References:.
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Clinical Innovations: Kiwi Omni vacuum delivery system [online].


London: Department of Health; 2017 Feb 13 [cited 2017 May 9]. (Field safety notice; reference no. 2017/002/006/701/005). 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):


● 2017 May 9. MHRA FSN. 2017/002/006/701/005 Download
● 2017 May 9. MHRA FSN. (includes reply form) Download
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[High Priority ] - A28562 : �Merit—Probe Cover Kits: May Contain Undeclared Latex


[High Priority ] - A28562 : �Merit—Probe Cover Kits: May Contain Undeclared Latex
Medical Device Ongoing Action
Published: Friday, May 12, 2017


UMDNS Terms:
•  Covers [15571]
•  Procedure Kit/Trays [28961]


Product Identifier:
�Probe Cover Kits contained in Custom Procedure Trays [Consumable]
Kit Lot Nos.: PCK18013, PCK18014
3,187 units distributed


Geographic Regions: U.S.


Manufacturer(s): Merit Medical Systems Inc1600 W Merit Pkwy, South Jordan, UT 84095, United States


Suggested Distribution: Emergency/Outpatient Services, Nursing, OR/Surgery, Materials Management


Problem:
�In a May 8, 2017, Urgent Field Action letter submitted by an ECRI Institute member hospital, Merit states that the above kits may contain 2 rubber
bands that contain natural rubber latex; the trays are not labeled with the required latex warning, potentially resulting in an allergic reaction in patients or
users with latex allergies. Merit also states that it has received no reports of adverse events related to this problem.


Action Needed:
�Identify any affected product in your inventory. If you have affected product, verify that you have received the May 8, 2017, Urgent Field Action letter,
Customer Response Form, and warning labels from Merit. Attach the warning labels to affected trays by placing 1 label on the outside of each tray below
the opening side of the Tyvek white strip. For an image showing how to overlabel the kits, see the letter . Affected kits can be used after they are
overlabeled with the warning label. Alternatively, you can request new probe cover kits by indicating so on the Customer Response Form. If you choose
to order new probe cover kits, discard affected kits at the point of use. Complete the Customer Response Form, and return it to Merit using the
instructions on the form.
For Further Information:
Joyce Braxton, Merit quality systems and regulatory affairs manager
Tel.: (804) 416-1048
E-mail: jbraxton@merit.com
Ann Marie Jimenez, Merit
Tel.: (804) 416-1043
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 May 11. Member Hospital. (includes reply form) Download
● 2017 May 11. Manufacturer. The manufacturer confirmed the information provided in the source material.
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