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SBED Weekly Update 30-Sep-15

Dear,
SBED team is pleased to inform you that 36 new FSCA/recalls posted on SFDA website
(Please note: below list of FSCA/ recalls for the period of 9/21/2015 to 9/27/2015

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

Dental devices

New Neoss Guide 9/27/2015  Neoss Australia Pty Ltd N/A 2 A/CaV

Diagnostic and therapeutic radiation devices

# Update  ADAC Vertex and Solus 9/24/2015 Philips Healthcare Philips Healthcare 2 g
Gamma Camera Systems Saudi Arabia
#  New AXIOM Artis X-ray 9/23/2015 SIEMENS Siemens Medical 2 g
Systems. Solutions
Update  Centricity PACS IW with ~ 9/27/2015 GE Healthcare GE Healthcare FSN  http:
Universal Viewer Version //nc
5.0 and Centricity mdr.
Universal Viewer Version sfda

6.0 products


http://www.sfda.gov.sa
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=8301
http://Attached
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=8294
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=8297
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[High Priority ] - A24155 01 : *Philips—ADAC Vertex and Solus Gamma Camera Systems: Grease

Contamination May Cause Detector to Drift Down Unexpectedly [Update]
Medical Device Ongoing Action

Published: Tuesday, September 15, 2015

UMDNS Terms:
® Cameras, Gamma[15944]

Product Identifier:
OADAC Gamma Camera Systems: (1) Solus, (2) Vertex Classic, (3) Vertex Plus, (4) Vertex V60 [Capital Equipment]
Product Nos.: (1, 3, 4) K952684, (2) K922080

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

Summary:

OThis Alert provides new information based on an August 31, 2015, Customer |nformation letter submitted by an ECRI Institute member hospital, that
supersedes the information provided in Alert Accession No. A24155 . New information is provided in the Action Needed field.

Problem:

O[April 3,2015]

InaMarch 16, 2015, Customer Information letter submitted by an ECRI Institute member hospital, Philips states that when the camera detector #1 head
on the above systemsiis positioned directly above the patient table (relative 180° position), oil and/or grease contamination on the radius drive clutch(es)
may result in unexpected drifting down of the head toward the patient table. Patient injury may result if apatient is on the table and the downward drift is
not detected in time to execute emergency patient removal. Philips further states that the ADAC Cardio system is not affected by this problem. The
manufacturer has not confirmed the information provided in the source material.

Action Needed:

Oldentify any affected equipment in your inventory. If you have affected systems, verify that you have received the March 16, 2015, and/or August 31,
2015, Customer Information letter(s) from Philips. Philips has rel eased a revised/improved preventive maintenance (PM) procedure for inspecting and
testing (and if necessary replacing) the radius clutches. The PM procedure should be performed by a Philips authorized and trained service provider.
Ensure that PM isregularly scheduled every 3 months. Maintain a copy of the letter with the user manuals. OThe following actions are those listed in Al
ert Accession No. A24155 . Do not lubricate the clutch(es) with oil, grease, or any other type of Iubricant. For instructions on monitoring patients during
scanning, follow the instruction for use (IFU) in 9201-0227E-ENG REV A "General Precautions" and for emergency patient removal, follow
"Emergency Patient Removal" section Safety and Regulatory Agency Compliance pages 2 to 11.

For Further Information:

Philips technical support department

Tel.: (800) 722-9377

Website: Click here

Comments:

e [OThisaertisaliving 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 14. Member Hospital. CIL 88200492 Rev B Download
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[High Priority ] - A25051 : Siemens—AXIOM Artis X-ray Systems: C-arm System May Unexpectedly

Move Faster than Normal
Medical Device Ongoing Action

Published: Tuesday, September 15, 2015

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

Product Identifier:

OAXIOM Artis X-ray Systems: (1) BA, (2) BC, (3) dBA, (4) dBC, (5) dBCM, (6) dFA, (7) dFC, (8) dFCM, (9) dMP, (10) FA, (11) FC, (12) MP [Capit
al Equipment]

Software Version VB23N/P

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 Medical Solutions USA Inc 51 Valley Stream Pkwy, Malvern, PA 19355, United States

Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, Diagnostic Imaging, Information
Technology

Problem:

In a September 3, 2015, Important Customer Safety Notice letter submitted by ECRI Institute member hospitals, Siemens states that the C-arm of the
above systems may unexpectedly move faster than normal, potentially resulting in collision. Siemens also states that this problem may be caused by a
possible position sensor fault in the swivel base axis not being detected by the system software. Siemens further states that if this sensor fault occurs, the
system will not move on its own and that movement must still be initiated by the operator. 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 September 3, 2015, Important Customer
Safety Notice letter from Siemens. Siemens states that it will address this problem in software update AX050/15/S. A Siemens service organization
representative will contact your facility to arrange for the software upgrade. Notify all relevant personnel at your facility of the information in the letter.
Forward a copy of the letter to any facility to which you have further distributed affected product, and inform Siemens of the transfer.

For Further Information:

Siemens service organization

Tel.: (800) 888-7436

Website: Click here

Comments:

e [JO0OThisaert isaliving 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 dert. For additional information regarding the format of this alert, refer to our HDA Format Guide

Source(s):
e 2015 Sep 10. Member Hospital. Siemens 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.healthcare.siemens.com/

http://www.healthcare.siemens.com/

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

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/121803/2015SiemensAXIOMSystemsClientRedacted.pdf



afhajlan
File Attachment
(A25051) Siemens—AXIOM Artis X-ray Systems.pdf


# Update

New Digital Radiography X- = 9/22/2015
Ray Systems DR 400
New Mobile Digital X-Ray 9/25/2015
GM60A
GM®60A-32S, GM60A-40S
New Monaco. 9/22/2015
New MR Surgical Suite Il Table  9/27/2015

Transfer Release

Electro mechanical medical devices

0.5 mL INFUSOR Patient
Control Module Watches

New 9/22/2015

New 4FR Single Lumen 9/22/2015
Pressure Injectable
Peripherally Inserted

Central Catheter (PICC)

CARTOSOUND Modules
Used with SOUNDSTAR
eco Catheters

New 9/22/2015

New Cuff Controller (Shiley

Pressure Control)

9/22/2015

FX CorDiax 40, 50, ... 120
and FX CorDiax HDF600
dialysers

9/24/2015

New MATResponder

Tourniquet

9/22/2015

MetaVision Suite Clinical  9/23/2015

Information Systems

New

AGFA Corp. Gulf Medical Co.

Ebrahim M. Al-Mana &
Bros. Co. Ltd.

Samsung Electronics

Elekta Inc

GE Healthcare GE Healthcare

Baxter Healthcare Baxter AG

Teleflex Medical.. Gulf Medical Co.

Biosense Webster Inc A Saudi Import Co. Banaja
Johnson & Johnson Co.

VBM Medical Inc Al Khateeb United

Trading Est.

Fresenius Medical Care Saudi Renal Services

Ltd.
Pyng Medical Corp. N/A
iMDsoft Ltd N/A

>r Medical and Scientific !

FSN

FSN

FSN

FSN

FSN

FSN

http:

A/CaV

http:

http:

http:

http:


http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=8273
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=3&rid=8292
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=8279
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=8296
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=3&rid=8287
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=8282
http://Attached
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=8274
http://Attached
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=8277
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=3&rid=8288

www.ecri.org . Printed from Health Devices Alerts on Tuesday, September 22, 2015 Page 1

[High Priority ] - A25074 : Biosense Webster—CARTOSOUND Modules Used with SOUNDSTAR
eco Catheters: Image May Vanish if CARTO 3 EP Navigation System Power is Disrupted
Medical Device Ongoing Action

Published: Tuesday, September 15, 2015

UMDNS Terms:
® Stereotactic Systems, Image-Guided, Cardiac Mapping/Ablation [18607]
® Catheters, Cardiac, Electrophysiology, Mapping/Ablation [18609]
® Software, Stereotactic System, Image-Guided Cardiac Mapping/Ablation [26973]

Product Identifier: CARTOSOUND M odules used with the following SOUNDSTAR eco Catheters (1) 8 Fr, (2) 10 Fr [Capital Equipment,
Consumable]

Module Catalog No. C3SOUND; Catheter Catalog Nos.: 10438577, 10439011, 10439072, 10439236
Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Biosense Webster Inc3333 Diamond Canyon Rd, Diamond Bar, CA 91765, United States

Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, OR/Surgery, Diagnostic Imaging,
Information Technology, Materials Management

Problem:

In a September 10, 2015, Urgent Medical Device Correction letter submitted by ECRI Institute member hospitals, Biosense Webster states that it has
received areport of the image disappearing during use of the above modules and catheters when the CARTO 3 EP navigation system required restarting.
Biosense Webster states that the likelihood of patient harm is low; however, if intracardiac ultrasound is used to actively monitor an ongoing effusion, the
loss of imaging may represent arisk because of the delay in acquisition of another imaging modality. 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 September 1, 2015, Urgent Medica Device
Correction letter and Acknowledgment Form from Biosense Webster. Notify all relevant personnel at your facility of the information in the Urgent
Medical Device Correction letter. Complete the Acknowledgment Form, and return it to Biosense Webster using the information on the form. Keep a
copy of the letter with affected product.

For Further Information:

Biosense Webster

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 repest 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 2012 Sep 15. Member Hospital. Biosense Webster |etter submitted by ECRI Institute member hospitals (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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[High Priority ] - A24041 03 : *Fresenius—FX CorDiax Dialyzers: May Be Associated with Patient

Hypersensitivity [Update]
Medical Device Ongoing Action

Published: Thursday, September 17, 2015

UMDNS Terms:
® Didyzers, Hemodialysis, Hollow-Fiber [11234]

Product Identifier:

FX CorDiax Products: (1) High-Flux Dialyzers (2) Hemodiafilters [Capital Equipment, Consumable]

Reference Nos.: F00001588, FO0001589, FO0001590, F00001591, FO0001592, F00001593, FO0001594, FO0001595, FO0002384, FO0005649,
FO0005650, FO0005651, FO0005652, FO0005653, FO0005654, FO0005655, FO0005656, FO0005657

Geographic Regions: Africa, Asia Pacific, Canada, Latin America, &#160;Europe, &#160;U.K.
Manufacturer(s): Fresenius Medical Care AG & Co KGaAElse-Kroener-Strasse 1, D-61352 Bad Homburg, Germany
Suggested Distribution: Clinical/Biomedical Engineering, Critical Care, Dialysis’Nephrology, Home Care, Materials Management

Summary:

OThis Alert provides additional information based on a June 2, 2015, letter posted by posted by the U.K. Medicines and Healthcare Products Regulatory
Agency (MHRA) regarding Alert Accession Nos. A24041, A24041 01, and A24041 02 . Additional information is provided in the Problem and
Action Needed fields.

Problem:

[September 15, 2015]

In aJune 2, 2015, letter posted by posted by MHRA, Fresenius states that it is providing updated instructions for use (IFU) for the above dialyzersto
ensure safe and effective use in relation to managing hypersensitivity reactions. The manufacturer has not confirmed the information provided in the
source material.

[March 18, 2015]

InaMarch 9, 2015, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Fresenius
states that it has received reports of hypersensitivity and hypersensitivity-like reactions, including life threatening events, with use of the above dialyzers.
Fresenius states that these reactions occurred both in the first treatment hour and within the first weeks of treatment. The symptomatology varies and
includes dyspnea, chest congestion, bronchospasm, respiratory arrest, hypotension, tachycardia, urticaria, erythema, flushing, angioedema, ocular
hyperaemia, pruritus, abdominal pain, nausea, convulsions, and UNCoONSCi OUSNESS.

Action Needed:
Oldentify any affected product in your inventory. If you have affected product, verify that you have received the June 2, 2015, letter and reply form from
Fresenius. Fresenius states that the following sections in the IFU for the above products have been updated:

e Contraindications. Special contraindications are unknown. Generally, contraindications for dialysis are applicable. Patients with known
hypersensitivity to any of the dialyser's material must not be treated with the dialyzer.

e Side-effects: Certain side effects may occur during dialysis and may result from factors specific to the patient, operating parameters,
equipment, priming procedure, dialysis solution, dialyzer, anticoagulation, medication etc. Therefore the selection of adialyzer and the
selection and monitoring of treatment parameters based on individual patient characteristics, therapy tolerance and clinical requirements as
well as compliance with the water and dialysis fluid standards are essential to minimize side effects. The FX CorDiax dialyzer/ FX CorDiax
HDF haemodiafilter is designed for high performance dialysis. In patients not treated with this dialyzer before and incident patients starting
HD or HDF therapy, treatment intensity shall be gradually increased to permit adequate adaptation. Hypersensitivity or hypersensitivity-like
reactions have been observed during dialysis mainly in the first weeks of treatment with the dialyzer. Symptomatology can vary and may
include: dyspnoea, chest congestion, bronchospasm, respiratory arrest, hypotension, tachycardia, urticaria, erythema, flushing, angioedema,
ocular hyperaemia, pruritus, abdominal pain, nausea, convulsions and unconsciousness. Carefully monitor patients who have not previously
been treated with the dialyzer, or who have shown possible hypersensitivity symptoms during previous treatments, or who have a history of
allergy including asthma. If severe hypersensitivity or hypersensitivity-like reactions occur, the dialysis must be discontinued and the blood
from the extracorporeal system must not be returned to the patient. Initiate appropriate emergency medical treatment.

e Anticoagulation: It is recommended to introduce an anticoagulant to the extracorporeal circuit. Anticoagulant requirements may vary with
the patient's condition, application site, dialyzer characteristics and treatment modality. Nature, amount and method of application of an
anticoagulant must be prescribed by the responsible physician.

Fresenius also states that additional copies of the IFU are available on the Fresenius website . Complete the reply form, and return it to Fresenius using
the instructions on the form. Report any incidents involving affected product to MHRA and to Fresenius by telephone at (01623) 445215 or by e-mail at
vigilanceuk@fmc-ag.com .

For Further Information:

Fresenius

Website: Click here

References:
Great Britain:

e Medicines and Healthcare Products Regulatory Agency. Fresenius Medical Care: FX CorDiax 40, 50, ... 120 and FX CorDiax HDF600
[online]. London: Department of Health; 2015 Mar 16 [cited 2015 Mar 17]. (Field safety notice; reference no. 2015/003/010/081/017).
Auvailable from Internet: Click here.

e Medicines and Healthcare Products Regulatory Agency. Fresenius Medical Care: FKGaAX CorDiax 40, 50,120 and FX CorDiax HDF600
[online]. London: Department of Health; 2015 Sep 7 [cited 2015 Sep 16]. (Field safety notice; reference no. 2015/003/010/081/017).
Available from Internet: Click here.

Germany. Federal Institute for Drugs and Medical Devices. Urgent safety notice for FX CorDiax High-Flux diaysers and FX CorDiax haemodiafilters,
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Fresenius Medical Care AG & Co. KGaA [onlin€]. 2015 Mar 30 [cited 2015 Mar 31]. Available from Internet: Click here.

Comments:

e [Thisaertisaliving 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 15. MHRA FSN. (includes reply form) Download
e 2015 Sep 15. MHRA FSN. 2015/003/010/081/017 Download
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[High Priority ] - A25055 : Hil-Rom—Model P3930A 100 Low Beds: Patient Legs May Be Caught on or

Scratched Against Open Area between Sections
Medical Device Ongoing Action

Published: Thursday, September 17, 2015
Last Updated: Monday, September 21, 2015

UMDNS Terms:
® Beds, Electric [10347]

Product Identifier: Model P3930A 100 Low Beds [Capital Equipment]

Geographic Regions: Canada
Manufacturer(s): Hill-Rom Co Inc 1069 State Rd Route 46E, Batesville, IN 47006, United States
Suggested Distribution: Clinical/Biomedical Engineering, Nursing, Facilities/Building Management, Home Care, Physical Therapy/Rehabilitation

Problem:

In a September 1, 2015, Urgent Field Safety Notice letter submitted by an ECRI Institute member hospital, Hill-Rom states that it has received reports of
patients being injured when exiting the above beds unassisted while the bed isin the lowest position. Hill-Rom also states that there is a potential for a
patient's leg to come into contact with the opening between the thigh and foot sections or the thigh and head sections of the bed. When the patient
attempts to stand or move, the patient's calf may be caught or scratched against the frame, causing injury.

Action Needed:

Identify any affected beds in your inventory. If you have affected beds, verify that you have received the September 1, 2015, Urgent Field Safety Notice
letter from Hill-Rom. The firm is developing a change to affected beds to further mitigate the risk of injury associated with this problem. Until the change
is effected, Hill-Rom recommends the following:

(1) Ensure that patients are assisted during egress. Follow the instructions in the Hill-Rom 100 Low Bed user manual.

(2) Press and hold the hi/low, up, or down control to adjust the bed to the correct height based on patient or caregiver needs. Ensure that the bed isin the
midrange, with the sleep surface at approximately the height of the patient's knee when the patient enters or exits the bed. To further reduce the risk of
injury, provide assistance during patient egress. Notify al relevant personnel at your facility of the information in the Important Medical Device
Correction letter, and forward a copy of the letter to any facility to which you have further distributed affected product.

For Further Information:

Hill-Rom technical support department

Tel.: (800) 445-3720

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, recommendeations, 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 15. Member Hospital. Hill-Rom letter submitted by an ECRI Institute member hospital. Reference No. Mod 1236. Download
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[High Priority ] - A24885 : Physio-Control—ADULT-EDGE Electrodes with QUIK-COMBO Connector
and REDI-PAK Preconnect: Wire Insulation May Have Been Damaged during Manufacturing Process
Medical Device Ongoing Action

Published: Monday, September 14, 2015

UMDNS Terms:
® Electrodes, Cardiac, Externa Defibrillator [15033]

Product Identifier:
ADULT-EDGE Electrodes with QUIK-COMBO Connector and REDI-PAK Preconnect used with LIFEPAK Products [Consumable]
Catalog No. 11996-000017; MIN No. 3202674-005; Lot Nos.: 516907, 519815, 519816

Geographic Regions: O(Impact in additional regions has not been identified at the time of this posting), U.S.
Manufacturer(s): Physio-Control Inc11811 Willows Rd NE, Redmond, WA 98052, United States

Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Critical Care, Emergency/Outpatient Services, Nursing, OR/Surgery,
EMS/Transport, Materials Management

Problem:

In a September 3, 2015, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Physio-Control states that the wire
insulation of the above electrodes may have been damaged during the manufacturing process, potentially increasing the risk for reduced or no patient
therapy, arcing of current, sparking, and patient and/or clinician burns. Physio-Control also states that it has received no reports of patient injury related to
this problem. 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 received the September 3, 2015, Urgent
Medical Device Recall letter and replacement product from Physio-Control. Return affected product to Physio-Control using the instructions in the letter.
For Further Information:

Physio-Control

Tel.: (800) 442-1142

Website: Click here

Comments:

e [OThisaertisaliving 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 aert, refer to our HDA Format Guide .

Source(s):
e 2015 Sep 11. Member Hospital. Physio-Control letter submitted by ECRI Institute member hospital Download
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[High Priority ] - A24981 01 : Medline—ASP CIDEX Ortho-Phthalaldehyde (OPA) Solution: Failure to
Adhere to Instructions for Use May Result in Patient Anaphylaxis
Medical Device Ongoing Action

Published: Tuesday, September 15, 2015

UMDNS Terms:
® Germicides, Liquid, Ortho-phthalal dehyde [31668]

Product Identifier: ASP CIDEX Ortho-Phthaladehyde (OPA) Solution [Consumable]
Medline Part No. J-J20390

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

Distributor(s): ® Medline Industries Inc One Medline Pl, Mundelein, IL 60060-4486, United States
Manufacturer(s): Advanced Sterilization Products33 Technology Dr, Irvine, CA 92618, United States
Suggested Distribution: Infection Control, Central Sterilization Reprocessing, Materials Management

Summary:

OThis Alert provides information on a Medline notification regarding the use of the above solution. For information on the notification initiated by ASP,
see Alert Accession No. A24981 .

Problem:

[September 15, 2015]

In a September 2, 2015, Urgent Field Safety Notice letter submitted by an ECRI Institute member hospital, Medline notified its customers of the
recommendations provided by ASP regarding the use of the above solution. The distributor has not confirmed the information provided in the source
material.

[August 27, 2015]

Inan August 10, 2015, Field Safety Notice letter submitted by an ECRI Institute member hospital, ASP states that it has received reports of anaphylaxis
following procedures involving a device disinfected with the above solution by users who failed to follow the instructions for use (IFU) for proper
rinsing. The manufacturer has not confirmed the information provided in the source material .

Action Needed:

Identify any affected product in your inventory. If you have affected product, verify that you have received the September 2, 2015, Urgent Field Safety
Notice letter, Verification Form, and copy of the August 10, 2015, ASP Field Safety Notice letter from Medline. Regardless of whether you have affected
product, complete the Verification Form and return it to Medline using the information on the form. The following actions are those listed in Alert
Accession No. A24981 . ASP recommends the following:

(1) Refer to the warnings (section 5) in the IFU for the use of affected solution.

(2) Follow the directions for use rinsing instructions (part B) in the IFU completely and correctly.

(3) Refer to directions for use rinsing instructions (part B), part (@) manual processing, bullet number 5 of the section in the IFU for the risk of CIDEX
OPA solution residues associated with improper rinsing.

(4) Always refer to the CIDEX OPA Solution Wall Chart (AD-09569-01-US) as a constant reminder to users to correctly follow the IFU.

Notify al relevant personnel at your facility of the information in the Field Safety Notice letter, and retain a copy of the letter where affected solutions are
stored. Complete both sides of the Business Reply Card, and return the card to Stericycle by fax at (877) 496-5036.

For Further Information:

To report complaints or problems with affected product:

ASP customer support department

Tel.: (888) 783-7723

Website: Click here

Medline

Website: Click here

For inquiries regarding the Business Reply Card:

Stericycle

Tel.: (877) 877-0371 (refer to event number 3070)

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 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 9. Member Hospital. Medline letter submitted by an ECRI Institute member hospital (includes reply form) Download
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[High Priority ] - A24956 03 : Medline—Ecolab ORS Fluid Warming and Slush Drapes Contained in

Medline Procedure Kits/Packs: Sterility May Be Compromised
Medical Device Ongoing Action

Published: Tuesday, September 15, 2015

UMDNS Terms:
® Kick Bucket Liners[12223]
® Surgical Drapes[12368]
® Procedure Kit/Trays [28961]

Product Identifier: Procedure Kits/Packs containing Ecolab ORS Fluid Warming and Slush Drapes [Consumable]
For alist of affected products, see the letter sent to your facility.

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

Distributor(s): ® Medline Industries Inc One Medline PI, Mundelein, IL 60060-4486, United States (kit/pack manufacturer)
Manufacturer(s): Ecolab Inc 370 N Wabasha St, St Paul, MN 55102-2233, United States (drape manufacturer)

Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Emergency/Outpatient Services, Infection Control, OR/Surgery,
Materials Management

Summary:

OThis Alert provides information on a Medline subrecall of the above drapes, which are contained in Medline procedure kits/packs based on an August
24, 2015, Ecolab Sub-Recall Immediate Action Required letter submitted by an ECRI Institute member hospital. For information regarding the action
initiated by Ecolab, see Alert Accession Nos. A24956 and A24956 01 .

Problem:

[September 4, 2015]

In an August 24, 2015, Ecolab Sub-Recall Immediate Action Required letter submitted by an ECRI Institute member hospital, Medline initiated a
subrecall of the above drapes, which are contained in Medline procedure kits/packs, and which were recalled by Ecolab. Medline has received no reports
of adverse events associated with this problem. Medline has not confirmed the information provided in the source material.

[August 20, 2015]

In an August 18, 2015, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Ecolab states that the packaging of the
above drapes may contain small channelsin the pouch seal, compromising package integrity and product sterility. Ecolab has received no reports of
patient injury associated with this problem. Ecolab aso states that the risk of serious adverse health consequences is remote. The manufacturer has not
confirmed the information provided in the source material.

Action Needed:

Identify, isolate, and discontinue use of any affected drapes in your inventory. If you have affected drapes, verify that you have received the August 24,
2015, Ecolab Sub-Recall Immediate Action Required letter, Verification Form, stickers, and copy of the August 18, 2015, Ecolab Urgent Medical Device
Recall letter and Recall Response Form from Medline. Regardless of whether you have affected product, complete the Verification form and return it to
Medline by e-mail at recalls@medline.com . Affix the stickers to the affected CDs. To obtain additional stickers, contact Medline by telephone at (866)
359-1704.

For Further Information:

Kassandra Cotner, Medline recall coordinator

Tel.: (866) 359-1704

Website: Click here

Ecolab customer service department

Tel.: (800) 824-3027

E-mall: customerservice@microtekmed.com

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 additional information regarding the format of this aert, refer to our HDA Format Guide .

Source(s):

e 2015 Sep 4. Member Hospital. Medline letter submitted by an ECRI Institute member hospital. Reference No. R-15-116 SPT (includes
reply form) Download

e 2015 Sep 4. Member Hospital. Ecolab letter submitted by ECRI Institute member hospitals (includes reply form) Download
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[High Priority ] - A24956 04 : Cardinal Health—Presource Kits Containing Ecolab ORS Fluid Warming
and Slush Drapes: Sterility May Be Compromised
Medical Device Ongoing Action

Published: Tuesday, September 15, 2015
UMDNS Terms:
® Kick Bucket Liners[12223]
® Surgical Drapes[12368]
® Procedure Kit/Trays, Implant Delivery, Cardiac Valve [33942]
® Procedure Kit/Trays, Catheterization, Cardiac [10598]

Product Identifier: Presource Kits containing 66 x 44 inch Ecolab ORS Slush/Warmer Disc Drapes
Ecolab Drape Catalog Nos. ORS-320

Procedure Catalog .
Packs: Nos.: Lot Nos.:
Coronary ggé%(l)
/grte;g’s SCV56CAI 232917,
G;;gﬂ MA 259923,
oraft. 265132,
( ) 294402
232892,

250554,

_ 251384,
\C/glf\(/’éac SCVS6VAI 264598,
o MA 278704,
280664,

287111,

297178

[Consumable]

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

Distributor(s): ® Cardinal Health Medical Products & amp; Services Group1450 Waukegan Rd, McGaw Park, IL 60085-3975, United States
Manufacturer(s): Ecolab Inc370 N Wabasha St, St Paul, MN 55102-2233, United States
Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Infection Control, OR/Surgery, Materials Management

Summary:

OThis Alert provides information Cardinal Health recall of Presource Kits containing ORS drapes, which were recalled by Ecolab. For information
regarding the recall initiated by Ecolab, see Alert Accession Nos. A24956 and A24956 01 . For information regarding the subrecall of ORS drapes
initiated by Cardinal Health, see Alert Accession No. A24956 02 .

Problem:

[September 15, 2015]

In a September 3, 2015, Urgent Product Recall letter submitted by an ECRI Institute member hospital, Cardinal Health states that the process used to
sterilize the above Presource kits will aso resterilize the above drapes within the supplier packaging and the drapes may be used in the procedure for
which the kit has been opened. The distributor has not confirmed the information provided in the source material.

[September 1, 2015]

In an August 24, 2015, Urgent Product Recall letter, Cardinal Health initiated a subrecall of the above drapes, which were recalled by Ecolab. The
distributor has not confirmed the information provided in the source material.

[August 20, 2015]

In an August 18, 2015, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Ecolab states that the packaging of the
above drapes may contain small channelsin the pouch seal, compromising package integrity and product sterility. Ecolab has received no reports of
patient injury associated with this problem. Ecolab aso states that the risk of serious adverse health consequences is remote. The manufacturer has not
confirmed the information provided in the source material.

Action Needed:

Identify and isolate any affected kitsin your inventory. If you have affected kits, verify that you have received the September 3, 2015, Urgent Product
Recall letter, warning labels, acknowledgment form, and copy of the August 18, 2015, Ecolab Urgent Medical Device Recall letter and Recall Response
Form from Cardinal Health. Cardinal Health recommends that you affix awarning label to the front of each kit so that it is clearly visible to clinicians.
The labelsinstruct that drapes contained in the kits may be used only during the surgical procedure for which the Presource kit was opened. If the drapeis
not used during that procedure, the unused drape must be discarded. To obtain additional labels, contact Cardinal Health by e-mail at
gmb-FieldCorrectiveAction@cardinalhealth.com . Notify all relevant personnel at your facility of the information in the letters. Regardless of whether
you have affected product, complete the acknowledgment form and return it to Cardinal Health by fax at (847) 689-9101 or (614) 652-9648. Forward a
copy of thelettersto any facility to which you have further distributed affected product. If you do not wish to accept overlabeled product or overlabel
product in your possession, contact your Cardinal Health sales representative or the Presource sales operations department by telephone at (800) 766-
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0706. To arrange for component return and replacement and to obtain credit, contact the Cardinal Health customer service department by telephone at
(866) 551-0533 (U.S. hospital customers) or at (800) 444-1166 (U.S. federal government facilities). Customers outside the U.S. should contact their
Cardinal Hedlth local representative.

For Further Information:

Sheila Leveque, Cardinal Health senior regulatory management specialist

Tel.: (800) 292-9332

Website: Click here

Ecolab customer service department

Tel.: (800) 824-3027

E-mail: customerservice@microtekmed.com

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 8. Member Hospital. Cardinal Health letter submitted by an ECRI Institute member hospital. Reference No. FCA 2015348
(includes reply form) Download

e 2015 Sep 8. Member Hospital. Ecolab letter submitted by ECRI Institute member hospitals (includes reply form) Download
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[High Priority ] - A25037 : Cardinal Health—Various Presource Kits Containing Hospira 1% Lidocaine

HCI Injections: Injections May Contain Visible Particulate
Medical Device Ongoing Action, Pharmaceuticals Ongoing Action

Published: Tuesday, September 15, 2015
Last Updated: Thursday, September 17, 2015

UMDNS Terms:
® |ntravenous Fluid Containers[12172]
® Procedure Kit/Trays [28961]

Product Identifier:

Presource Kits containing Hospira 30 mL 10 mg/mL Single-Dose 1% Preservative-Free Lidocaine HCI Injections [Consumable]
For alist of affected kits and kit lot numbers, see the report attachment of the |etter sent to your facility.

Injection NDC No. 0409-4279-02; Injection Lot No. 44-4279-DK (may be followed by 01 through 99) EXP AUG 1 2016

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

Manufacturer(s): Cardina Health Medical Products & Services Group1450 Waukegan Rd, McGaw Park, IL 60085-3975, United States (kit
manufacturer)
Hospiralnc275 N Field Dr, Lake Forest, IL 60045, United States (injection manufacturer)

Suggested Distribution: Anesthesia, Cardiology/Cardiac Catheterization Laboratory, Critical Care, Emergency/Outpatient Services, Nursing,
OR/Surgery, Diagnostic Imaging, Gastroenterology, Pain Clinic, EM S/Transport, Pharmacy, IV Therapy, Materials Management

Summary:

OThis Alert provides information on a Cardinal Health recall of the above kits containing the above injections, based on an October 23, 2014, Urgent
Product Recall |etter. For information regarding the action initiated by Hospira, see Alert Accession No. P3719 .

Problem:

In an August 28, 2015, Urgent Product Recall letter, Cardinal Health initiated arecall of the above kits containing the above injections, which were
recalled by Hospira. Cardinal Health states that Hospira has received one report of particulate in asingle unit of the above injections. Cardinal Health 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 August 28, 2015, Urgent
Product Recall |etter, Recall Acknowledgment Form, warning labels, and copy of the Hospira Urgent Drug Recall |etter from Cardinal Health. Regardless
of whether you have affected product, complete the Recall Acknowledgment Form and return it to Cardinal Health by fax at (847) 689-9101 or (614)
652-9648. Notify all relevant personnel at your facility of theinformation in the letters, and forward a copy of the |etters to any facility to which you have
further distributed affected product. Affix awarning label, which instructs clinicians to remove the recalled component, to the front of each kit so that it is
clearly visible. To obtain additional labels, contact Cardinal Health by e-mail at gmb-FieldCorrectiveAction@cardinalheath.com . If you do not wish to
accept overlabeled product or overlabel the product in your possession, contact your Cardinal Health local representative or the Presource sales
operations department by telephone at (800) 766-0706. To arrange for component credit or replacement, contact the Cardinal Health customer service
department by telephone at (866) 551-0533 (U.S. hospital customers), the Cardinal Health distributor management department by telephone at (800) 635-
6021, or the Cardinal Health government customer service department by telephone at (800) 444-1166 (U.S. federal government facilities). Customers
outside the U.S. should contact their Cardinal Health local representative.

For Further Information:

Sheila Leveque, Cardinal Health senior regulatory management specialist
Tel.: (800) 292-9332

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 8. Member Hospital. Cardinal Health letter submitted by an ECRI Institute member hospital. Reference No. FCA 2015345
Download
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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/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.


http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx



