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SBED Weekly Update 08-Oct-15

Dear,
SBED team is pleased to inform you that 40 new FSCA/recalls posted on SFDA website
(Please note: below list of FSCA/ recalls for the period of 9/28/2015 to 10/4/2015

In order to view more details, click the links and for ECRI alerts see the attachments

NOTE:

FSCA / Recalls are classified into three categories, representing the potential risk to
public health: Class | : High Risk, Class Il : Medium Risk and Class IlI: 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

Anaesthetic and respiratory devices

New Armstrong Medical 9/29/2015 P3 Medical Ltd Medical Oasis FSN  http:
vented tracheal tube International //nc

introducer with oxygen mdr.

connector
New  Arkon anesthesia delivery  10/4/2015 Spacelabs Healthcare Inc Gulf Medical Co. FSN  http:
system
Assistive products for persons with disability

New NRS 4 Wheel rollators 10/4/2015 NRS Healthcare N/A FSN  [A/Ca)
New Prism Medical P300 and = 10/4/2015 Rehab Assist Pty Ltd N/A 2 http:

C300 Ceiling Hoist

New Shuttle Discovery 9/29/2015 fedifab Medical Fabricatio N/A FSN  [A/Ca\


http://www.sfda.gov.sa
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=3&rid=8305
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=3&rid=8324
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=3&rid=8320
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=8333
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=3&rid=8304

Diagnostic and therapeutic radiation devices

# Update

Update

New

Allura systems. Actuator
Monitor Ceiling
Suspension (MCS)

AXIOM Artis X-ray
Systems.

Telemis-Medical image
viewing software

9/30/2015

10/4/2015

10/2/2015

Electro mechanical medical devices

# New

# New

New

New

New

# Update

New

ACCU-CHEK Inform II
Systems..

CADD-Solis Ambulatory
Infusion Pumps

Giraffe Shuttle Products

KleenSpec Corded
illumination System

MiniMed 640G insulin
pump

mylife OmniPod Insulin
Management System

Philips GoSafe Mobile
Help Button; 7000MHB

Hospital hardware

New

SCALEO Medical spreader
bar for MOLIFT Air or
HITRAC ceiling hoists

In vitro diagnostic devices

9/30/2015

9/30/2015

10/4/2015

10/2/2015

10/4/2015

9/29/2015

10/4/2015

10/2/2015

Philips Healthcare

SIEMENS

Telemis S.A.

Roche Diagnostics Corp  Roche Diagnostics Corp

Smiths Medical ASD Inc..

GE Healthcare

Welch Allyn Protocol Inc

Medtronic Diabetes

Insulet Corporation.

Lifeline Systems,
Incorporated

SCALEO MEDICAL

Philips Healthcare
Saudi Arabia Ltd.

Siemens Medical

Solutions

N/A

MEDICARE DRUG
STORE COMPANY

GE Healthcare

ABDULREHMAN AL

GOSAIBI GTB

Salehiya Trading Est.

N/A

Philips Healthcare
Saudi Arabia Ltd.

N/A

FSN g
2 http:
FSN  http:

2 A/CaV
FSN http:
2 http:

FSN g

2 http:
FSN http:
//nc


http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=8336
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=8313
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=8330
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=8315
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=8331
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=8328
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=8314
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[High Priority ] - A23921 02 : *Philips—Allura Xper X-Ray Systems: Monitor Ceiling Suspension

System May Fall [Update]
Medical Device Ongoing Action

Published: Wednesday, September 23, 2015

UMDNS Terms:
® Radiographic/Fluoroscopic Systems, Angiography/Interventional [16597]
® Radiographic/Fluoroscopic Systems, Cardiovascular [17192]

Product Identifier:

Allura Xper X-Ray Systems: (1) 9F, (2) FD10, (3) FD10 (C), (4) FD10 OR Table, (5) FD10/10, (6) FD10/10 OR Table, (7) FD20, (8) FD20 OR Table,
(9) FD20/10, (10) FD20/15, (11) FD20/20, (12) FD20/20 OR Table, (13) FD20 Biplane, (14) FD20 Biplane OR Table (15) Integris H5000F; Allura
Field Extensions: (16) Cardio, (17) Cardio R7.6, (18) Vascular (19) Vascular R7.6, (21) Integris Allura 15-20 (mono), (22) Integris Cardio, (23) Integris
Vascular [Capital Equipment] Product Nos.: 72249, 722001, 722003, 722005, 722006, 722008, 722010, 722011, 722012, 722013, 722015, 722017,
722020, 722022, 722023, 722024, 722025, 722026, 722027, 722028, 722029, 722035, 722038, 722039, 722043, 722058, 722121, 722122, 722123,
722124, 722133, 722134 Long Assay Actuator Product No. THC8AWDS-122 [1989600-184-654; Short Assay Actuator Product No. THC8AWDS-121
989600-184-665

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K., U.S.
Manufacturer(s): Philips Healthcare North America3000 Minuteman Rd, Andover, MA 01810-1099, United States
Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, Diagnostic Imaging

Summary:

OThis Alert provides new information based on September 11, 2015, Urgent Field Safety Notice letter submitted by an ECRI member hospital, regarding
Alert Accession Nos. A23921 and A23921 01 . New information is bolded in the Product Identifier field.

Problem:

[February 25, 2015]

In aJanuary 8, 2015, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Philips states
that the monitor ceiling suspension (MCS) system on the above systems may fall to its lowest position because of an assembly error of the actuator of the
MCS. If the MCSfallsto itslowest position it may collide with patient or personnel in the room or with other equipment in close proximity. The
manufacturer has not confirmed the information provided in the source material.

Action Needed:

Oldentify any affected product in your inventory. If you have affected product, verify that you have received the June 16, 2015, Urgent Field Safety
Notice letter and/or January 8, 2015, Urgent Field Safety Notice letter and/or September 11, 2015, Urgent Field Safety Notice letter from Philips. O0The
following actions are those listed in Alert Accession No. A23921 . To avoid risk to patients, users, or bystanders, Philips recommends the following
actions until the actuator can be replaced:

e Do not position or move the MCS above the patient.
e Do not alow staff to stand under or close to the MCS.

Philips further recommends that users avoid any unnecessary movement of the MCS. Philips will install a strap around the MCS to prevent the monitors
from falling if the actuator fails and/or replace affected actuators. Inform all relevant personnel of the information in the Urgent Field Safety Notice letter.
For Further Information:

uU.s.

Philips technical support line

Tel.: (800) 722-9377

Europe

Philips customer care service centre

Tel.: (0870) 5329741

Website: Click here

OReferences:
Great Britain:

e Medicines and Healthcare Products Regulatory Agency. OPhilips Medical Systems. Allura Xper systems [onling]. London: Department of
Health; 2015 Feb 24 [cited 2015 Feb 25]. (Field safety notice; reference no. 2015/002/019/181/002). Available from Internet: Click here.

e Medicines and Healthcare Products Regulatory Agency. [IPhilips Medical Systems. Allura Xper systems [online]. London: Department of
Health; 2015 Feb 24 [cited 2015 Feb 25]. (Field safety notice; reference no. 2015/002/019/181/001). Available from Internet: Click here.
Comments:

e [Thisalertisaliving 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):

e 2015 Sep 22. Member Hospital. FSN: MA-FC072200280 X CR603-150382 Rev:0 Download

e 2015 Sep 22. MHRA FSN. 2015/002/019/181/002/2015/002/019/181/001 Download

e 2015 Sep 22. MHRA FSN. FSN: MA-FCO72200269 X CR603-140328 Rev:0 Download
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www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1621586

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1623166

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1623166

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1621586

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1621586

http://www.usa.philips.com/healthcare-about-contact

https://www.gov.uk/government/publications/safety-information-from-manufacturers-field-safety-notices/field-safety-notices-16-to-20-february-2015

https://www.gov.uk/government/publications/safety-information-from-manufacturers-field-safety-notices/field-safety-notices-16-to-20-february-2015

https://www.gov.uk/government/publications/safety-information-from-manufacturers-field-safety-notices/field-safety-notices-16-to-20-february-2015

https://www.gov.uk/government/publications/safety-information-from-manufacturers-field-safety-notices/field-safety-notices-16-to-20-february-2015

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/122291/20150911PhilipsAlluraClientRedacted.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/122292/20150224PhilipsAlluraXperSystemsMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/122293/201501084PhilipsAlluraXperSystemsMHRA.pdf
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e 2015 Sep 22. MHRA FSN. FSN: MA-FCO72200274 X CR603-140408 Rev:0 Download
e 2015 Sep 22. Manufacturer Letter. FSN: MA-FC072200279 X CR603-150306 Rev:0 Download

©2015 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/122294/201501084PhilipsAlluraXperSystemsMHRA1.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/122295/20150616PhilipsAlluraXperSystemsMFR.pdf
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[High Priority ] - A25080 : Roche—ACCU-CHEK Inform Il Systems: Inadequate Touch Screen

Response May Create Errors
Medical Device Ongoing Action

Published: Monday, September 21, 2015
Last Updated: Thursday, September 24, 2015

UMDNS Terms:
® Analyzers, Point-of-Care, Whole Blood, Glucose [16488]

Product Identifier:
OACCU-CHEK Inform Il Systems [Capital Equipment]
Product No.: 05060303001; Seria Nos.: UU14000000 and above

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), Canada
Manufacturer(s): Roche Diagnostics Corp 9115 Hague Rd, Indianapoalis, IN 46250, United States

Suggested Distribution: Clinical/Biomedical Engineering, Clinical Laboratory/Pathology, Nursing, Information Technology, Diabetes
Education/Coordination, Endocrinology, Point-of-Care Coordination

Problem:

In a September 10, 2015, Urgent Notification letter submitted by an ECRI Institute member hospital, Roche states that the above meters may exhibit
inadequate touch screen response, potentially resulting in incorrect data entry and patient ID mismatch. This problem would occur only in the manual
patient 1D entry screen. Roche has received 2 confirmed complaints regarding devices with serial numbers between UU14000000 and UU14100000;
however, meters with serial numbers above UU14100000 may also be affected. Patient ID entry by bar code or selection from a synchronized patient list
is not affected by the problem. For a patient ID mismatch to occur, the following 6 steps must happen in the following order:

(1) The meter must have a serial number in the affected range and exhibit inadeguate touch response, and the user must attempt to manually enter the
patient 1D.

(2) The user failsto realize the ID mismatch when it is shown on the meter display.

(3) The erroneous patient ID must exist in the facility's LIS/HIS so that value can be assigned to awrong patient (A result with a nonexisting D would be
detected by the data management system).

(4) The erroneous but plausible patient D, as described in step (3) must match a patient currently in the same ward/department as the correct patient.

(5) The result must be suitable to cause an incorrect medical treatment.

(6) Patient IDs usually have at least alength of 6 digits, so IDs with fewer than 6 digits should appear asincorrect or at least questionable.

Roche states that the problem is highly detectable when affected meters are used in conjunction with a data management system. Also, the incorrect
patient ID entry problem can be immediately detected by the operator because the touch screen is not responding properly and manual entry should be
checked before confirmation. All 6 steps listed above would have to occur in the exact order listed above for a patient ID mismatch to occur; therefore, an
adverse event is unlikely. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Identify any affected systemsin your inventory. If you have affected systems, verify that you have received the September 10, 2015, Urgent Notification
letter and Reply Form from Roche. The firm recommends the following actions to prevent patient |D mismatch:

(1) Always check manual entries for accuracy before pressing the confirmation button.

(2) If possible, make use of patient lists that are synchronized with the hospital information system/laboratory information system (HIS/LIS) using the
cobas I T 1000 application and enable the positive patient identification feature (display of patient name and/or date of birth) on the meter screen for
conscious confirmation of patient identity by the operator.Complete the Reply Form, and return it to the manufacturer using the instructions on the form.
Maintain a copy of the Urgent Notification letter for your records. A future software version will contain a new algorithm that improves the internal
verification of the ACCU-CHEK Inform Il meter. Customers with meters in the affected serial number range will be notified when the updated software
isavailable.

For Further Information:

Roche

Tel.: (877) 273-3433 or (450) 686-7111

E-mall: laval.techinfo@roche.com

Website: Click here

Comments:

e [IOThisaertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repesat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. 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):
e 2015 Sep 18. Member Hospital. RR201529-POC-QNRPD2015226 (includes reply form) Download

©2015 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



mailto:laval.techinfo@roche.com

http://www.roche.com/contact.htm

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/122418/20150910RocheACCUCHEKInformIIwithRFClientRedacted.pdf
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[High Priority ] - A25093 : Smiths—CADD-Solis Ambulatory Infusion Pumps: Downstream Occlusion

Seal May Become Degraded
Medical Device Ongoing Action

Published: Wednesday, September 23, 2015

UMDNS Terms:
® |nfusion Pumps, Analgesic, Patient-Controlled, Ambulatory [28080]

Product Identifier: CADD-Solis Ambulatory Infusion Pumps [Capital Equipment]

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), Canada, U.S.
Manufacturer(s): Smiths Medical ASD Inc600 Cordwainer Dr 3rd Floor, Norwell, MA 02061, United States

Suggested Distribution: Anesthesia, Clinical/Biomedical Engineering, Critical Care, Emergency/Outpatient Services, Nursing,
Obstetrics/Gynecol ogy/L abor and Delivery, Home Care, Pain Clinic, IV Therapy

Problem: In a September 4, 2015, Customer Information Bulletin letter submitted by an ECRI Institute member hospital, Smiths states that the
downstream occlusion (DSO) seal on the above pumps may degrade over time, depending on the type of cleaner used to clean the pump. Smiths also
states that the DSO seal degradation would be readily visible. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Identify any affected pumpsin your inventory. If you have affected pumps, verify that you have received the September 4, 2015, Customer Information
Bulletin letter from Smiths. The firm recommends the following actions:

(2) Inspect the DSO seal for damage or wear to the rubber material before use and at each preventive maintenance service. For examples of degraded
DSO sedls, seetheillustration in the |etter.

(2) Return DSO seals that show any signs of degradation to the Smiths service center for replacement of the DSO seal, sensor, and bezel.

(3) If the DSO seal does not show any signs of degradation, follow the instructions from the CADD-Solis operators manual for cleaning, as follows:

e Apply solution to a soft, lint-free cloth and then wipe the pump or accessory. Do not allow the solution to soak into the pump or accessory.

e Disinfect the pump and its accessories by applying a disinfecting solution (see the chart in the |etter ) according to the disinfecting product
label instructions. If using aliquid or spray, apply solution to a soft, lint-free cloth and then wipe the pump or accessory. Follow the
disinfectant manufacturer’s recommendations for disinfectant contact times. Do not alow the solution to soak into the pump or accessory.

e Allow the pump and accessories to dry completely before use.

For Further Information:

Smiths

Tel.: (800) 258-5361 (U.S. and Canada)
Website: Click here

Comments:

e [Thisalertisaliving 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):
e 2015 Sep 17. Member Hospital. Smiths letter submitted by an ECRI Institute member hospital. Download

©2015 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/122146/20150904SmithsCADDSolisPumpDownstreamOcclusionSealsClient.pdf?option=80F0607

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/122146/20150904SmithsCADDSolisPumpDownstreamOcclusionSealsClient.pdf?option=80F0607

http://www.smiths-medical.com/customer-support/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/122146/20150904SmithsCADDSolisPumpDownstreamOcclusionSealsClient.pdf
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[High Priority ] - A24909 01 : Insulet—mylife OmniPod Insulin Management Systems: Insulin Delivery

May Be Affected by System Failures
Medical Device Ongoing Action

Published: Wednesday, September 9, 2015
Last Updated: Wednesday, September 16, 2015

UMDNS Terms:
® |nfusion Pumps, Insulin, Ambulatory [17159]

Product Identifier: mylife OmniPod Insulin Management Systems [Capital Equipment]

Catalog .
NOS. Lot Nos.:
L40771,
140892,

14810 140901,
(Outside  L40905,
the U.S.) 140997,
141199,
141208

140806,
L40811,
L40895,
L40976,
o,
ZXP420 L41067.
(US) ;
L41162,
141171,
141197,
141198,
141250

Units distributed from December 2013 through March 2015

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), Europe, U.K., U.S.
Manufacturer(s): Insulet Corp600 Technology Park Dr Suite 200, Billerica, MA 01821, United States

Suggested Distribution: Clinical/Biomedical Engineering, Diabetes Education/Coordination, Home Care, Endocrinology, |V Therapy

Summary:

This Alert provides additional information based on FDA source material regarding Alert Accession No. A24909 . Additional information is provided in
the Product Identifier and Geographic Regions fields (see bolded information) and in the Action Needed field..

Problem:

[August 13, 2015]

InaJuly 14, 2015, Urgent Field Safety Notice |etter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Insulet states
that the above systems may exhibit the following failures, potentially interrupting insulin delivery and leading to hyperglycemia and ultimately diabetic
ketoacidosis:

(1) The cannulamay fail to deploy or may completely retract after deployment without alarming. Insulin pumping will continue; however, insulin may
not be properly delivered and users may not receive the expected dose.

(2) An audible alarm signal may be communicated to and displayed on the Personal Diabetes Manager (PDM). Once this alarm occurs, insulin will no
longer be delivered and the above systems must be replaced.

Insulet also states that this problem does not affect the PDM. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Identify, isolate, and discontinue use of any affected systemsin your inventory. Insulet states that the lot number is on the tray lid label and laser-etched
on the side of the OmniPod. If you have affected systems, verify that you have received the July 14, 2015, Urgent Field Safety Notice letter and reply
card from or have been otherwise contacted by Insulet. The firm recommends the following action if problem (2) occurs:

(1) Acknowledge the alarm by pressing "OK" on the PDM, which will silence it.

(2) Deactivate and remove the Pod.

(3) Confirm that your new Pod is not from the affected lots.

(4) Activate and apply the new Pod.

Insulet states that further instructions regarding alarms are provided in the user guide. Regardless of whether you have affected systems, complete the
reply card and return it to Insulet using the information on the card. To arrange for product return and replacement, contact the Insulet customer care
department by telephone at the number below. Insulet will replace affected systems at no cost. 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 .

©2015 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1623515

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1623515

http://www.fda.gov/downloads/aboutfda/reportsmanualsforms/forms/ucm163919.pdf

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

http://www.fda.gov/Safety/MedWatch/default.htm
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For Further Information:

Insulet mylife customer care department

Tel.: (0344) 8567820 or (855) 407-3729 (U.S. customers)
Website: Click here

References:
Great Britain. Medicines and Healthcare Products Regulatory Agency. Insulet Corporation: OmniPod® insulin management system [online]. London:
Department of Health; 2015 Aug 10 [cited 2015 Aug 11]. (Field safety notice; reference no. 2015/007/017/121/003). Available from Internet: Click here

U nited States:

e Food and Drug Administration. Recall—firm press release: Insulet Corporation issues voluntary recall of OmniPod® insulin management
system [online]. 2015 Aug 27 [cited 2015 Sep 8]. Available from Internet: Click here .

e Food and Drug Administration. MedWatch. OmniPod (Pod) insulin management system by Insulet Corporation: Recall—possibility of a
higher rate of failure [online]. 2015 Aug 28 [cited 2015 Sep 8]. Available from Internet: Click here.
Comments:

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

Source(s):

e 2015 Sep 8. FDA. MedWatch Download

e 2013 Sep 8. FDA.. Press Release Download

e 2015 Sep 8. MHRA FSN. 2015/007/017/121/003 Download

e 2015 Sep 8. MHRA FSN. (includes reply form) Download

e 2015 Sep 16. FDA CDRH Database. Class . Z-2484/2485-2015 Download
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http://www.myomnipod.com/about.php

https://www.gov.uk/government/publications/safety-information-from-manufacturers-field-safety-notices/field-safety-notices-3-to-7-august-2015

https://www.gov.uk/government/publications/safety-information-from-manufacturers-field-safety-notices/field-safety-notices-3-to-7-august-2015

http://www.fda.gov/Safety/Recalls/ucm460169.htm?source=govdelivery&amp;utm_medium=email&amp;utm_source=govdelivery

http://www.fda.gov/Safety/Recalls/ucm460169.htm?source=govdelivery&amp;utm_medium=email&amp;utm_source=govdelivery

http://www.fda.gov/Safety/MedWatch/SafetyInformation/SafetyAlertsforHumanMedicalProducts/ucm460197.htm?source=govdelivery&amp;utm_medium=email&amp;utm_source=govdelivery

http://www.fda.gov/Safety/MedWatch/SafetyInformation/SafetyAlertsforHumanMedicalProducts/ucm460197.htm?source=govdelivery&amp;utm_medium=email&amp;utm_source=govdelivery

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/122083/20150828InsuletOmniPodsSystemsMedWatch.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/122084/20150827InsuletOmniPodsSystemsFDAPR.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/122085/20150810InsuletOmniPodInsulinManagementSystemsMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/122086/20150714InsuletOmniPodInsulinManagementSystemsMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/122087/20150713InsuletOmniPodsSystemsCDRH.pdf
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New

New

# New

New

# New

New

New

Alkaline Phosphatase
(ALPAMP, ALPDEA and
ALPA_c) used on the
ADVIA 1200, 1650, 1800,
2400, and XPT Chemistry
Systems

chemistry premium plus
control

Dimension PHOS
Reagents

INSTI HIV-1/HIV-2
antibody test kit

MICroSTREP plus 1 and
MICroSTREP plus 2 Panels

tests based on trinder
reactions

VITROS Chemistry
Products Calibrator Kit 9

Medical software

# New

New

Non-active implantable devices

New

# New

DiversiLab Software
Patient Data Manager,

Origin Data Management

MOSAICPLASTY DP —
disposable harvesting
system

Duracon Augments

9/29/2015

10/4/2015

9/28/2015

10/4/2015

9/28/2015

10/4/2015

10/4/2015

9/29/2015

10/4/2015

9/29/2015

9/28/2015

Siemens Healthcare

Diagnostics

Randox Laboratories Ltd

Siemens Healthcare

Diagnostics GmbH

BioLytical Laboratories

Beckman Coulter, Inc..

Thermo Fisher Scientific

Oy

Ortho-Clinical
Diagnostics

bioMerieux Inc

Brainlab AG

Smith & Nephew

Stryker Howmedica

Abdulrauf Ibrahim
Batterjee & Bros.
Company

Alinfrad Trading Est.

ABDULREHMAN AL
GOSAIBI GTB

N/A

ABDULREHMAN AL
GOSAIBI GTB

ABDULLA FOUAD
HOLDING COMPANY

Samir Photographic
Supplies Co. Ltd.

Al-Jeel Medical

Al-Jeel Medical &
Trading Co. LTD

Zimmo Trading
Establishment.

Zimmo Trading

FSN

FSN

FSN

FSN

FSN

http:

http:

http:

http:


http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=8311
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=3&rid=8321
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=3&rid=8327
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=3&rid=8325
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=8332
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=3&rid=8329
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=3&rid=8308
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[High Priority ] - A25118 : Siemens—Dimension PHOS Reagents: Incorrect Assay Installation
Instructions May Lead to Flagging Errors
Medical Device Ongoing Action

Published: Thursday, September 24, 2015

UMDNS Terms:
® |VD Test Reagent/Kits, Clinical Chemistry, Calibration, Urine Test [17039]

Product Identifier:
Dimension Phosphorus (PHOS) Reagents used with Dimension Clinical Chemistry Systems [Consumable, Capital Equipment]
Reagent Catalog No. DF61A; Reagent Siemens Material No. 10720277

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Siemens Healthcare 100 GBC Dr, Newark, DE 19702, United States
Suggested Distribution: Clinical/Biomedical Engineering, Clinical Laboratory/Pathology, Materials Management

Problem:

In an August 2015 Customer Notification letter submitted by an ECRI Institute member hospital, Siemens states that the assay installation instructions for
the above reagents (customer bulletin dated 2014-10) incorrectly instruct the operator to change the urine assay range in the assay parameters screen on
the above systemsto 5.0 to 90.0 mg/dL (1.61 to 29.07 mmol/L) instead of the correct 0.5 to 9.0 mg/dL (0.16 to 2.91 mmol/L). This may lead to the
following scenarios:

e Urineresults between 5 and 50 mg/dL (1.61-16.15 mmol/L) that are within the urine assay range 5.0-90.0 mg/dL (1.61 H 29.07mmol/L) are
incorrectly flagged with an assay range error (Below Assay Range).

e Urine results between 90 and 900 mg/dl (29.07-290.7 mmoL.) that are above the urine assay range 5.0-90.0 mg/dL (1.61-29.07 mmol/L) are
not flagged with an assay range error (Above Assay Range).

Siemens also states that it has received reports regarding these problems. Siemens further states that internal testing demonstrating that unflagged urine
samples with phosphorus concentrations >200 mg/dL (64.6 mmol/L) may exhibit nonlinearity and under-recovery exceeding 10%. These inappropriate
flag problems may cause adelay in reporting urine phosphorus results; however, Siemens states that the clinical impact of delayed resultsis negligible.
Siemens also states that the potential impact of missed flags and nonlinearity observed when reporting urine phosphorus values >200 mg/dL (64.6
mmol/L) is aso negligible. The potential for an elevated urine phosphorus value to be measured as normal does not exist when this problem occurs, and
urine phosphorus values at these substantially elevated levels would be clinically improbable. The manufacturer has not confirmed the information
provided in the source material.

Action Needed:

Identify any affected productsin your facility. If you have affected product, verify that you have received the August 2015 Customer Notification letter
from Siemens. Siemens does not recommend a laboratory |ookback. Siemens recommends making the following modifications to the PHOS urine assay
range information listed on the assay parameters screen of the Dimension system:

1. Select"F6: SYSTEM CONFIG > F1: METHOD PARAM" in the Operating Menu.

2. Type your password when prompted and select "Enter."

3. Select the assigned key for the PHOS assay.

4. Move the cursor to update the Urine Assay Range parameters, which should be configured as 0.5-9.0 mg/dL [0.16-2.91 mmol/L].
5. Store parameters.

Notify all relevant personnel at your facility of the information in the Customer Notification letter, and forward a copy of the letter to any facility to
which you have further distributed affected product. Retain a copy of the letter for your records.

For Further Information:

Siemens

Website: Click here

Comments:

e [Thisadertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determinethat 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 aert. 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):

e 2015 Sep 23. Member Hospital. August 2015 Siemens letter submitted by ECRI Institute member hospital, DC-15-08.A.US-OUS
Download

©2015 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



http://www.siemens.com/contact/en/business.htm

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/122470/201508SiemensPHOSReagentsClientRedacted.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/122470/201508SiemensPHOSReagentsClientRedacted.pdf
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[High Priority ] - A25116 : Beckman Coulter—MICroSTREP plus 1 and MICroSTREP plus 2 Panels:

Samples May Exhibit False Resistance to Certain Antibiotics
Medical Device Ongoing Action

Published: Thursday, September 24, 2015
UMDNS Terms:
® |VD Test Reagent/Kits, Microbiology, Bacteria, | dentification, Streptococcus Species [17388]

Product Identifier:

MICroSTREP plus
Panels:

Reference Nos.: Lot Nos.:

2016-01-27 EXP JAN 27 2016,
2016-02-27 EXP FEB 27 2016,
2016-03-26 EXP MAR 26 2016,
2016-04-02 EXP APR 2 2016,
2016-04-14 EXP APR 14 2016,
2016-05-01 EXP MAY 1 2016,
2016-05-15 EXP MAY 15 2016,
2016-06-12 EXP JUN 6 2016

1 (MSTRP+1) B1027-201

2016-01-30 EXP JAN 30 2016,

2 (MSTRP+2) B1027-202 2016-03-23 EXP MAR 23 2016

[Consumable]

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Beckman Coulter Inc 250 S Kraemer Blvd, Brea, CA 92821-6232, United States

Suggested Distribution: Clinical Laboratory/Pathology, Materials Management

Problem:

In a September 10, 2015, Urgent Medical Device Recall letter submitted by ECRI Institute member hospitals, Beckman Coulter states that it has received
reports regarding ampicillin and penicillin fal se-resistance with clinical isolates and out-of-range (high) quality control (QC) results on the above panels.
Beckman Coulter also states that its investigation has confirmed a manufacturing error leading to antimicrobic degradation and the potential for elevated
false-resistance results for some antibiotics (e.g., ampicillin, penicillin) in a portion of the above panels. Beckman Coulter further statesthat if used for
QC testing, this problem may cause an affected panel to exhibit out-of-range high MIC results because of degradation of labile antimicrobics (e.g., QC St
reptococcus pneumoniae ATCC 49619 vs. ampicillin or penicillin). Beckman Coulter states that if the panels pass QC testing and are used for clinical
isolate testing, there is the potentia for elevated or false-resistant MIC results because of degradation of |abile antimicrobics. The manufacturer has not
confirmed the information provided in the source material.

Action Needed:

Identify, isolate, and discard any affected product in your inventory. If you have affected product, verify that you have received the September 10, 2015,
Urgent Medical Device Recall |etter and Customer Response Form from Beckman Coulter. Retain your inventory of other lot numbers of MSTRP+1 and
MSTRP+2 panels because they are not affected by this problem. Beckman Coulter recommends discussing the contents of the letter with your medical
director regarding the need to review previous test results, conduct patient followup, and/or repest testing by another panel lot if the isolates are still
available. Beckman Coulter states that the manufacturing problem has been resolved. Complete the Customer Response Form, and return it to Beckman
Coulter using the instructions on the form.

For Further Information:
Beckman Coulter
Website: Click here

Comments:

e Thisalertisaliving 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):

e 2015 Sep 22. Member Hospital. Beckman Coulter letter submitted by ECRI Institute member hospitals: FA-25885 (includes reply
form) Download

©2015 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



http://www.beckmancoulter.com/

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

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf
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[High Priority ] - A25052 : bioMerieux—DiversiLab Software: Extended Jaccard Method May Yield

Incorrect Results
Medical Device Ongoing Action

Published: Thursday, September 10, 2015

UMDNS Terms:
® Software, Laboratory Analysis, Microbiology [26806]

Product Identifier:
ODiversiLab Software [Capital Equipment]
Software Version 3.6

Geographic Regions: Worldwide
Manufacturer(s): bioMerieux SA Chemin du Port Michaud, 38390 La Balme-les-Grottes, France
Suggested Distribution: Clinical/Biomedical Engineering, Clinical Laboratory/Pathology, Information Technology

Problem: In a September 1, 2015, Product Correction Notice letter submitted by an ECRI Institute member hospital, bioMerieux states that the extended
Jaccard (XJ) method may yield incorrect results associated with the similarity matrix (dendrogram); however, results obtained with other methods (i.e.,
Kullback Leibler [KL], Pearson Correlation [PC]) are correct. Reports generated using the XJ similarity method may inaccurately show low similarities
between samples, potentially leading users to identify 2 samples as dissimilar when they are actually the same strain or closely related strains.

Action Needed: Identify any affected product in your inventory. If you have affected product, verify that you have received the September 1, 2015,
Product Correction Notice |etter from bioMerieux. The XJ method has been temporarily disabled. A message will be displayed in the DiversiLab screen
saying that "The Extended Jaccard (XJ) similarity method is temporarily unavailable. Reports may be generated using the Pearson Correlation (PC) or
Kullback-Leibler (KL) methods only." Inform all relevant personnel at your facility of the information in the letter, and maintain a copy of the letter for
your records.

For Further Information:

bioMerieux clinical customer service department

Tel.: (800) 682-2666

bioMerieux industry customer service department

Tel.: (800) 634-7656

Website: Click here

Comments:

e [JOThisaertisaliving 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):
e 2015 Sep 9. Member Hospital. bioMerieux letter submitted by ECRI Institute member hospital Download
e 2015 Sep 10. Manufacturer. Manufacturer confirmed information contained in source material

©2015 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



http://www.biomerieux-diagnostics.com/contact

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/121797/20150901BioMerieuxDiversilabSoftwareClientRedacted.pdf
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[High Priority ] - A25122 : Stryker—Duracon Augments: Tyvek Lid May Be Punctured, Potentially

Compromising Product Sterility
Medical Device Ongoing Action

Published: Thursday, September 24, 2015

UMDNS Terms:
® Prostheses, Joint, Knee, Tibial Component [16098]

Product Identifier:

Duracon Augments [Consumable]

Catalog Nos.: 6630-6-105, 6630-6-110, 6630-6-125, 6630-6-130, 6630-6-150, 6630-6-155, 6630-6-170, 6630-6-175, 6630-6-205, 6630-6-210, 6630-6-
225, 6630-6-230, 6630-6-250, 6630-6-255,6630-6-270, 6630-6-275, 6630-6-305, 6630-6-310, 6630-6-325, 6630-6-330, 6630-6-350, 6630-6-355, 6630-
6-370, 6630-6-375, 6630-6-405, 6630-6-410, 6630-6-425, 6630-6-430, 6630-6-450, 6630-6-455, 6630-6-470, 6630-6-475

For alist of affected lot numbers, click here

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), &#160;U.S.
Manufacturer(s): Stryker Orthopaedics325 Corporate Dr, Mahwah, NJ 07430, United States

Suggested Distribution: Infection Control, OR/Surgery, Orthopedics, Materials Management

Problem:

In a September 22, 2015, Urgent Medical Device Recall Notification letter submitted by an ECRI Institute member hospital, Stryker statesthat it has
received 2 reports of the above tibial wedge prostheses puncturing the packaging's Tyvek lids, potentially compromising sterility. In both cases, the
puncture was discovered in the operating room (OR) and a new device was opened and used. 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 September
22, 2015, Urgent Medical Device Recall Notification letter and Acknowledgment Form from Stryker. Complete the Acknowledgment Form, and return it
to Stericycle using the information on the form. Stryker states that the instructions for use (IFU) specify that the end user should inspect the package for
damage and, if present, discard the device. OR staff should conduct this packaging inspection for any breach in the outer and inner packaging. To arrange
for product return, contact your Stryker local representative.

For Further Information:

Paul Jahnke, Stryker senior regulatory compliance speciaist

Tel.: (201) 831-5826

Website: Click here

Comments:

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

Source(s):

e 2015 Sep 24. Member Hospital. Stryker letter submitted by an ECRI Institute member hospital. Reference No. RA2015-105 (includes reply
form) Download

©2015 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.
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http://www.stryker.com/en-us/corporate/ContactUs/index.htm
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New Endolite dynamic pylon ~ 9/29/2015  Blatchford Products Ltd N/A FSN  http:
top housing

New Exeter Small and Large 10/4/2015 Stryker Instruments. Zimmo Trading 2 http:
Tapered Pin Reamer Establishment.

New PCA Tapers, LFIT V40 10/4/2015 Stryker Howmedica Zimmo Trading 2 http:
Tapers, V40 Tapers Osteonics Corp Establishment.

#  New Specialist 2 9/28/2015 DePuySynthes Isam Economic Co. 2
Intramedullary Rod 400 g

mm Instruments

# New Various Medical Devices.. 9/28/2015 Silimed Inc N/A 2 g

Ophthalmic and optical devices

New REFRESH NIGHT TIME 10/2/2015 Allergan Medical SA Al-Nozha Medical Est 2 http:
and Ircal Eye Ointments

Single-use devices

#  New 100 mL 0.9% Sodium 9/29/2015 Baxter Corp Canada Baxter AG 2
Chloride Injections in g
MINI-BAG VIAFLEX Plastic
Containers

New BD Plastipak Syringes / ~ 10/4/2015 Becton Dickinson & Co. | Becton Dickinson B.V. FSN  http:

BD Oral Syringes (BD)
New forceps 10/4/2015 Single Use Surgical (SUS) Hammad Medical Servic ~ FSN  |A/Ca\
New Laryngeal Suction Tube  9/29/2015 Pennine Healthcare MEDICARE DRUG 1 http:
with Soft Tip STORE COMPANY
New Reprocessed Zimmer 9/30/2015 STERILMED, INC N/A 2 http:

Tourniquet Cuffs

Update Vented Tracheal Tube 9/29/2015 P3 Medical Ltd. Alwan Alnoor Trading 1 http:
Guides (Bougies) Est.


http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=3&rid=8303
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=8335
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=8334
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=8318
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=3&rid=8326
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=3&rid=8322
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=3&rid=8307
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=8312
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=3&rid=8306

www.ecri.org . Printed from Health Devices Alerts on Monday, September 28, 2015 Page 1

[High Priority ] - A25112 : DePuy Synthes—Specialist 2 Intramedullary Rod 400 mm Instruments:

May Fracture
Medical Device Ongoing Action

Published: Thursday, September 24, 2015
Last Updated: Friday, September 25, 2015

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

Product Identifier:

OSpecidist 2 Intramedullary (SP2 IM) Rod 400 mm Instruments [Consumable]

Part No.: 96-6120; Lot Nos.: H0100, H0109, H0199, H0200, H0209, H0210, H0211, H0298, H0301, HO309, H0310, HO311, H0396, H0399, HO401,
H0409, H0410, H0495, H0499, H0509, H0510, H0530, H0596, HO598, HO600, HO601, H0610, HO611, H0696, HO699, HO710, HO796, HO797, HO797,
H0800, H0808, H0810, H0899, HO900, HO908, H0910, H0997, H0998, H1008, H1095, H1097, H1108, H1195, H1198, H1208, H1297, H1298, H1299,
TBACC, TBACZ, TBAGG, TBCOJ

Barcode/GTIN: 10603295246893

Dates inlar
Manufactured: Materials:
April 4, 1995 4 ce-
through June échAf;I?eSd
22,2001

2002 through 120 >
2008 Recalled
August 27,

2008 through 455 SS:
October Recalled
2,2012

2013 through ;\1]%2 85
present Recalled

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): DePuy Synthes Co A Johnson & Johnson Co1302 Wrights Ln E, West Chester, PA 19380, United States
Suggested Distribution: OR/Surgery, Orthopedics, Materials Management

Problem: In a September 8, 2015, Urgent Information Recall Notice |etter submitted by an ECRI Institute member hospital, DePuy states that this
action involves two alloy mixes associated with the same rod. Specifically, it has been determined that there is potential for the above rods manufactured
with 455 stainless steel (SS) or 17-4 SSto fracture and leave a portion of the rodsin patients (see Figures 1 and 2 in the letter ). The rods are used in both
primary and revision P.F.C.® SIGMA® knee procedures to align the femoral locating device and distal femoral cutting block. Also, it is used with the
1M tibial resection. Thisrod isincluded with the P.F.C.® SIGMA® Speciaist® 2 (SP2/ SPIl) Primary Knee Instruments, the P.F.C.® SIGMA®
Specidist® 2 (SP2 / SPII) Revision Knee Instruments, and P.F.C.® SIGMA® High Performance (HP) Primary Knee Instruments. For affected product,
DePuy has received complaints which state that the rod fractured and a portion of the rod was left in the patient (see Figure 2 in the |etter ). All of the
complaints involved the 5P2 1M Rod 400mm Instrument (PN 96-6120) made with 455 55 alloy. The company has identified the potential for the 5P2 1M
Rod 400mm Instrument (PN 96-6120) made with 455 55 alloy to fail due to fatigue and/or overload when excess leverageis applied to it. Thereis adeep
J-shaped groove at the tip of the rod, which allows a sleeve to lock into place when used in revision cases. It iswithin this groove that fracture can occur.
The SP2 1M Rod 400mm Instruments (PN 96-6120) made from 17-4 SS, distributed between May 1995 and February 2001, are being included in this
recall natice to retrieve any instruments remaining in the market. The company has received no complaints of 5P2 1M Rod 400mm Instruments (PN 96-
6120), made from 450 SS, fracturing and leaving a portion of the rod in the patient, and these lots are not being recalled. If the rod fractures during
surgery and a portion of the rod is left in the patient, the possible clinical implications are:

e |f observed during surgery:
e Significant surgical delay caused by attempted retrieval of remaining rod
e Minor bone damage caused by attempted retrieval of remaining rod

e |f not observed during surgery:

e Adverse tissue reaction caused by the fractured rod, if not removed from within the bone, can act as a stress riser, causing
remodeling of bone and inflammation

e Pain caused by potential bone remodeling or during Magnetic Resonance Imaging (MRI)

Theclinical implications above may require revision surgery. The following are general examples of possible risks/hazards of revision surgery:
(2) Infection
(2) Additional scarring

©2015 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.
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(3) Neura and vascular damage

(4) Additional pain to the patient if thereis a bone fracture

(5) Functional problems resulting from items 1 through 4 above
(6) Anesthesia-associated risks

Action Needed:
Oldentify, isolate, and immediately discontinue use of any affected product in your inventory. Affected product isincluded in the following kits:

o PFC SIGMA SP2 Primary Instrument Sets
e SIGMA HP Primary Instrument Sets
e PFC Sigma TC3 Revision Instrument Sets

If you have affected product, verify that you have received the September 8, 2015, Urgent Information Recall Notice letter and Medica Facility
Reconciliation Form from DePuy Synthes. The firm will provide replacement product as soon as possible. In the meantime, you may opt to use other
sizes of the SP2 1M Rods:

e 200 mm SP2 IM ROD (PN 96-6122)
e 300 mm SP2 IM ROD (PN 96-6121)
These instruments fit into the following instrument kits:
o Kit No. 96-6550: Base Femoral Instruments
e Kit No. 96-6583: SP2 TB REV and WED TRLS ST TRAY
e Kit No. 96-6584: Specialist 2 1M ROD and Sleeve Sterilization Tray
e Kit No. 2178-64-100: MBT Revision Preparation Case
o Kit No. 9505-02-800: SIGMA HP Base Femur and Tibia
e Kit No. 9505-02-823 SIGMA HP Quick Base Case

Return any affected product to DePuy Synthes for credit. Reference HS-16/090815 on all return paperwork and on the outside of the box. Complete the
Medical Facility Reconciliation Form and return it to the firm using the instructions on the form. Forward a copy of the letter to al relevant personnel,
and to any facility to which you have further distributed affected product. Maintain a copy of the letter with any affected product. Report any serious
adverse events, side effects, or product quality problemsto DePuy Synthes by telephone at (866) 811-9367 or by e-mail at

productcompl aint/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:

DePuy Syntheslocal sales consultant

For clinical questions:

DePuy scientific information office

Tel.: (888) 554-2482, 8 am. to 5 p.m. Eastern time, Monday through Friday

For instrument recall questions:

Kim Earle, DePuy Synthes recall coordinator

Tel.: (574) 371-4917, 8 am. to 5 p.m. Eastern time, Monday through Friday

Website: Click here

Comments:

e [Thisdertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repesat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. 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):
e 2015 Sep 23. Member Hospital. DePuy Synthes letter submitted by ECRI Institute member hospital (includes reply form) Download
e 2015 Sep 25. Manufacturer. Manufacturer confirmed information contained in source material
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[High Priority ] - A25120 : Silimed—Various Medical Devices: May Be Contaminated with Particles;

CE Certificate Suspended; MHRA Recommends against Implantation during Investigation
Medical Device Ongoing Action

Published: Thursday, September 24, 2015

UMDNS Terms:
® Augmentation/Reconstruction Implants, Facial [23861]
® Augmentation/Reconstruction Implants, Muscle, Calf [23872]
® Augmentation/Reconstruction Implants, Muscle, Gluteal [23875]
® Augmentation/Reconstruction Implants, Muscle, Pectoral [23873]
® Breast Implants[16111]
® Gastric Balloons, Appetite-Suppressing [17202]
® Gastroplasty Bands [17649]
® Prostheses, Penile[13167]
® Sizers, Breast Implant [23779]
® Sizers, Nasal Implant [23780]
® Skin Expansion Implants [16045]
® Stents, Vaginal [16041]
® Testicle Implants[13172]

Product Identifier:

All Silimed Medica Devicesincluding the following: (1) Silicone Implants for Plastic Surgery (e.g., breast implants, pectora implants, gluteal implants,
calf implants, hand surgery implants, tissue expanders, facial implants, nostril retainers, suspension sheets for breast surgery), (2) Gastric Bands for
Bariatric Surgery, (3) Gastric Balloons for Bariatric Surgery, (4) Implants for Urology (e.g., testicular implants, penile implants, vesical conformers,
periuretha constrictors, tubes for hypospadias, vaginal stents), (5) Silicone Implants for General Surgery (e.g., blocks, sheets), (6) Silicone Invasive
Devices (sizers for silicone implants) [Consumable]

Geographic Regions: O(Impact in&#160;additional regions has not been identified or ruled out at the time of this posting), Europe, U.K.
Manufacturer(s): Silimed Inc11220 Grader St Suite 100, Dallas, TX 75238-2454, United States

Suggested Distribution: Obstetrics/Gynecology/L abor and Delivery, OR/Surgery, Risk Management/Continuous Quality |mprovement, Urology,
Gastroenterology, Dermatology, Materials Management

Problem:

OIn a September 23, 2015, press release, the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), jointly with European healthcare
product regulators of member states, states that it has been informed of the suspension of the CE certificate for all medical devices made by Silimed. This
suspension isaresult of an inspection of the firm's manufacturing plant in Brazil performed by the German notified body that established that the surfaces
of some devices were contaminated with particles. MHRA aso states that it isinvestigating this problem in collaboration with other European regulators.
MHRA further states that there has been no indication that this problem would pose athreat to the implanted person's safety and that European Union
(EV) health regulators have initiated testing of samples of products to determine if there are any health risks. The manufacturer has not confirmed the
information provided in the source material.

Action Needed:
Oldentify and isolate any affected product in your inventory. If you have affected product, verify that you have reviewed the MHRA pressrelease .
MHRA recommends that affected product not be implanted until further advice isissued.

For Further Information:
Silimed

Website: Click here
MHRA:

Website: Click here

References:
e Great Britain. Medicines and Healthcare Products Regulatory Agency. Press release: Suspension of devices manufactured by Silimed
[online]. London: Department of Health; 2015 Sep 23 [cited 2015 Sep 24]. Available from Internet: Click here .
Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determinethat it is appropriate for customers to repesat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. 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):
e 2015 Sep 24. MHRA Press Release Download

©2015 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



https://www.gov.uk/government/news/suspension-of-devices-manufactured-by-silimed

https://www.gov.uk/government/news/suspension-of-devices-manufactured-by-silimed

http://www.silimed.com.br/en/silimed-main/the-company/

https://www.gov.uk/government/organisations/medicines-and-healthcare-products-regulatory-agency

https://www.gov.uk/government/news/suspension-of-devices-manufactured-by-silimed

https://www.gov.uk/government/news/suspension-of-devices-manufactured-by-silimed

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/122484/20150923SilimedAllMedicalDevicesMHRA.pdf



mmoqalaa
File Attachment
(A25120) Silimed—Various Medical Devices.pdf


www.ecri.org . Printed from Health Devices Alerts on Tuesday, September 29, 2015 Page 1

[High Priority ] - A25041 : Baxter—100 mL 0.9% Sodium Chloride Injections in MINI-BAG VIAFLEX

Plastic Containers: One Report of Mold on Overpouch Interior Surface
Medical Device Ongoing Action, Pharmaceuticals Ongoing Action

Published: Thursday, September 10, 2015

UMDNS Terms:
® |ntravenous Fluid Containers[12172]

Product Identifier:

Baxter 100 mL 0.9% Sodium Chloride Injectionsin MINI-BAG VIAFLEX Plastic Containers [Consumable]
Product No. 2B1309; NDC No. 0338-0049-38; Lot No. P329821 EXP AUG 31 2016

Units distributed between March 9 and July 16, 2015

Geographic Regions: Puerto Rico, U.S.
Manufacturer(s): Baxter Healthcare CorpOne Baxter Pkwy, Deerfield, IL 60015-4625, United States

Suggested Distribution: Critical Care, Emergency/Outpatient Services, Infection Control, Nursing, OR/Surgery, Home Care, EM S/Transport,
Pharmacy, IV Therapy, Materials Management

Problem:

In a September 2, 2015, Urgent Product Recall letter submitted by an ECRI Institute member hospital, Baxter states that it has received one report of the
interior surface of the overpouch of the above injections containing mold. Baxter also states that although the surface of the inner bag is not claimed as
sterile, the presence of mold may increase the risk of nosocomial infection (e.g., user contact, cross contamination). Baxter further states that direct
contamination by way of the fluid path is highly unlikely and only conceivable in conjunction with breaches in the aseptic technique during preparation
and administration of the product. Baxter states that it has received no reports of adverse events associated with this problem.

Action Needed: Identify, isolate, and discontinue use of any affected product in your inventory. The product number and lot number can be found on
theindividual product or shipping carton. If you have affected product, verify that you have received the September 2, 2015, Urgent Product Recall letter
and Customer Reply Form from Baxter. To arrange for product return and credit, contact the Baxter Healthcare center for service by telephone at (888)
229-0001, 7 am. to 6 p.m. Central time Monday through Friday, with your 8-digit ship-to account number, product number, lot number, and quantity of
product to be returned. If you received the Customer Reply Form directly from Baxter, complete and return it to Baxter using the instructions on the
form. If you did not receive aletter and reply form directly from Baxter, do not return areply form to Baxter. Notify al relevant personnel at your facility
of the information in the Urgent Product Recall letter, and forward a copy of the letter to any facility to which you have further distributed affected
product. 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 MedWatch, FDA, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website .

For Further Information:

Center for One Baxter

Tel.: (800) 422-9837, 8 am. to 5 p.m. Central time, Monday through Friday
Website: Click here

Comments:

e Thisalertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determinethat 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):
e 2015 Sep 9. Member Hospital. Baxter letter submitted by an ECRI Institute member hospital: FCA-2015-073 Download
e 2015 Sep 10. Manufacturer. Baxter confirmed the information provided in the source material.
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New Vented Tracheal Tube 9/29/2015 P3 Medical Ltd. Alwan Alnoor Trading 1 http:
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*  The sign (#) on the left side of the FSN's indicates that the source of this FSN is ECRI
* D 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

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/CaCompositelListing.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.


http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=3&rid=8306
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx



