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Dear,

NCMDR team send a weekly update every week
containing the latest Field Safety Corrective Actions
(FSCA) of medical devices/products on SFDA
website.

* Role of NCMDR officer:

* Kindly respond to the NCMDR weekly report in
both cases either you are affected or not affected.

* Disseminate and share the information with other
Departments within healthcare facility and Ensuring
that the healthcare facility is free of any affected
device/product.

* Communicate with NCMDR Team and Authorized
Representative of the manufacturer if there is any
affected device/product.

Hospital name:

Date: | |

Hospital affected by any medical device/product in this
report: Yes []
No [

¢ [The yellow highlights Indicates that medical devices
subject to removal and/ or destroyed action.

* INCMDR Team Recommend ensuring the listed
Authorized representative/Distributer in this report as they
may differ from the Authorized representative/Distributer
you are dealing with

* [The sign (#) on the left side of the FSCA's indicates that
the source of this FSCA is ECRI.

* [Open the links or attachments to find the affected product
identifier, models, serial numbers or codes.
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Dear,

INCMDR team is pleased to inform you that 41 new FSCA/ for medical devices and products
posted on SFDA website for the period of 29-Jul-19 to
more detaiis, ciick the iinis or attachments @

04-Aug-19 In order to view

< 04-Aug-19 !

29-Jul-19 55l
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Active Implantable Devices

Powerport
Cleavue Slim
Implantable Port

Bard Pcripheral
Vascular (BPV)

C.R. BARD Saudi Arabia

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

Anaesthetic and respiratory devices

Capiox NX19 Terumo Medical Al-Jeel Medical & Trading Co. | https://ncmdr.sfda.gov.s
Oxygenator Corp.. LTD
Single Luman Inovo, Inc N/A https://ncmdr.sfda.gov.s

Conserver

Assistive products for persons with disability

Maximum Pelvic
Trainer

Ralston Group

N/A

https://ncmdr.sfda.gov.s

Dental devices

KaVo RONDOflex
Powder 27um
10009 to be used
with the KaVo
RONDOFLEX plus
360 air abrasion
system

Kaltenbach & Voigt
GmbH

Al-Jeel Medical & Trading Co.

LTD

https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec

all.aspx?caid=10&rid=1
4618

Diagnostic and therapeutic radiation devices
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https://www.sfda.gov.sa/ar/medicaldevices/Pages/weeklyAlert.aspx
https://www.sfda.gov.sa/ar/medicaldevices/Pages/weeklyAlert.aspx
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14611
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14623
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14622
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14609
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14618

Biograph mCT SIEMENS Siemens Medical Solutions https://ncmdr.sfda.gov.s
and mCT Flow a/Secure/CA/CaViewRec
systems running all.aspx?caid=10&rid=1 O
PETsyngo 4606
VG70A
MAMMOMAT SIEMENS Siemens Medical Solutions  https://ncmdr.sfda.gov.s
Revelation VC10 a/Secure/CA/CaViewRec 0
with Biopsy all.aspx?caid=10&rid=1
Option .
SOMATOM SIEMENS Siemens Medical Solutions | https://ncmdr.sfda.gov.s
Definition Edge, a/Secure/CA/CaViewRec
SOMATOM all.aspx?caid=10&rid=1
Definition AS, 4607 O
SOMATOM
Definition Flash,
with syngo .
Electro mechanical medical devices
CSM-1500 & Nihon Kohden FAROUK, MAAMOUN TAMER & https://ncmdr.sfda.gov.s
CSM-1700 Corporation.. COMPANY a/Secure/CA/CaViewRec
Monitoring all.aspx?caid=4&rid=14 =
Systems
# da Vinci X, Xi, and | Intuitive Surgical Inc Gulf Medical Co.
SP Surgical g O
Systems
#  Hemospray Cook Medical Europe ARABIAN MEDICAL &
Endoscopic Limited, PHARMACEUTICAL CO. g 0
Hemostatic Agent
Delivery Systems
motion cycle 600 emotion fitness N/A https://ncmdr.sfda.gov.s O
med GmbH & Co. KG
Norm-O-Temp | Cincinnati Sub-Zero Al Shoumoukh Trading for https://ncmdr.sfda.gov.s
Hyperthermia Products Inc Technical and Medical Supplies | a/Secure/CA/CaViewRec
System, MICRO- all.aspx?caid=10&rid=1
TEMP LT System, 4625
Blanketrol Il
Hyper-
Hypothermia 0
System,
Blanketrol IlI
Hyper-
Hypothermia
System and
CoolBlue Hyper-
Hypothermia
System .
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14606
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14627
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14607
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14603
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=14629
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14625
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[High Priority ] - A33146 : Intuitive—da Vinci X, Xi, and SP Surgical Systems: May Have Defective

Circuit Board Component, Potentially Resulting in Vision Loss or Nonrecoverable Errors
Medical Device Ongoing Action

Published: Tuesday, July 30, 2019

UMDNS Terms:

® Telemanipulation Systems, Surgical, Minimally Invasive [18600]
Product Identifier:
[Capital Equipment]

For alist of associated affected Patient Side Cart (PSC) and Vision Side Cart (VSC) serial numbers, see Attachment 1 of the |etter.

Intuitive Surgical Inc ;
Product Model Serial No.

Surgical Systems daVinci X SL0350, SL0360, SL0361, SL0362, SLO365,
SL0366, SL0369, SL0370, SL0371, SL0372,
SL0373, SL0375, SL0376, SL0377, SL0378,
SL0379, SL0380, SL0385, SL0386, SL0387,
SL0388, SL0389, SL0391, SL0392, SL0393,
SL0394, SL0395, SL0396, SL0397, SL0398,
SL0399, SL0400, SL0401, SL0402, SL0403,
SL0404, SL0406, SL0407, SL0408, SL0409,
SL0410, SL0411, SL0412, SL0413, SL0415,
SL0416, SL0417, SL0418, SL0419, SL0420,
SL0423, SL0424

daVinci Xi SK 2462, SK 2463, SK 2465, SK 2466, SK 2467,
SK 2469, SK2470, SK2474, SK2476, SK2477,
SK 2478, SK2479, SK 2484, SK 2485, SK 2487,
SK 2488, SK2490, SK2491, SK 2492, SK 2493,
SK 2494, SK2495, SK 2496, SK 2497, SK 2498,
SK 2499, SK2501, SK 2502, SK2503, SK 2504,
SK 2505, SK 2506, SK 2508, SK 2509, SK 2510,
SK2511, SK2512, SK2513, SK2514, SK2515,
SK2517, SK2518, SK2520, SK2521, SK2522,
SK 2523, SK2524, SK 2525, SK 2526, SK 2527,
SK 2529, SK2530, SK2531, SK2532, SK2534,
SK 2535, SK2536, SK 2537, SK 2538, SK 2539,
SK2542, SK2543, SK 2544, SK 2545, SK 2546,
SK2547, SK2548, SK 2549, SK 2550, SK 2552,
SK 2553, SK 2554, SK 2555, SK 2556, SK 2557,
SK 2558, SK 2559, SK 2560, SK 2563, SK 2564,
SK 2565, SK 2566, SK2567, SK2569, SK2571,
SK2572, SK2573, SK2575, SK2577, SK2578,
SK 2579, SK2580, SK2581, SK2582, SK 2583,
SK 2584, SK 2585, SK 2588, SK 2589, SK 2590,
SK2592, SK2593, SK 2594, SK 2595, SK 2597,
SK 2598, SK2599, SK 2600, SK2601, SK2602,
SK 2603, SK2604, SK 2605, SK 2607, SK 2608,
SK2609, SK2611, SK2612, SK2619, SK 2626,
SK 2627, SK2629, SK2739

daVinci SP SP0047, SPO049, SPO0S0, SPO054
Geographic Regions: Belgium, Brazil, France, Germany, India, Ireland, Italy, Japan, Norway, Panama, Poland, South Korea, Spain, Taiwan, U.K.,
u.sS.

Manufacturer(s): Intuitive Surgical Inc1266 Kifer Rd Bldg 101, Sunnyvale, CA 94086-5304, United States
Suggested Distribution: Clinical/Biomedical Engineering, OR/Surgery, Risk Management/Continuous Quality Improvement

Problem:

InaJuly 26, 2019, Field Safety Notice Urgent Medical Device Correction letter, Intuitive states that a potentially defective component may be installed
on circuit boards on certain PSCs and/or V SCs of the above systems. Intuitive also states that this may cause system vision 10ss or nonrecoverable errors
307 or 319, preventing further use of the system. Intuitive further states that risk related to aloss of system functionality may vary from no increased risk
up to the need to convert to alternative surgical modalities. Intuitive states that it has received no reports of adverse events related to this problem

Action Needed:

Oldentify any affected systemsin your inventory. For alist of affected PSC and V SC serial numbers, see Attachment 1 of the letter . If you have affected
systems, verify that you have received the July 26, 2019, Field Safety Notice Urgent Medical Device Correction letter and Acknowledgment Form from
Intuitive. If necessary, follow the System Troubleshooting section in your specific system user manual for guidance on how to proceed in the scenario in
which vision loss or a nonrecoverable error is experienced, including contacting the Intuitive technical support department. Notify all relevant personnel
at your facility of the information in the letter, and forward a copy of the letter to any facility to which you have further distributed affected product. Log
into the da Vinci Online Community Field Action resource to read or complete any requested actions related to this problem. If the online resource
cannot be used, complete the Acknowledgment Form and return it to Intuitive using the instructions on the form. Retain a copy of the letter and
Acknowledgment Form with your records. An Intuitive representative will contact your facility to schedule a site visit to replace the necessary
component.

For Further Information:
Intuitive customer service department

©2019 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/196707/20190726IntuitivedaVinciXXiAndSPSystemsMFR.pdf?option=80F0607

https://www.davincisurgerycommunity.com/
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North and South America

Tel.: (800) 876-1310 (select option 3), 4 am. to 5 p.m. Pecific time

E-malil: customerservice@intusurg.com

Europe, Middle East, Asig, and Africa:

Tel.: (800) 08212020 or 41 (21) 8212020, 8 am. to 6 p.m. Central European time
E-mall: ics@intusurg.com

South Korea

Tel.: 02 (3271) 3200, 9 am. to 6 p.m. Koreatime

Japan
Tel.: (0120) 565635 or 03 (5575) 1362, 9 am. to 6 p.m. Japan time
Website: Click here

Comments:
e Thisalertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2019 Jul 30. Manufacturer Letter. Intuitive letter submitted by the manufacture: 1SIFA2019-07-C (includes reply form) Download
e 2019 Jul 30. Manufacturer. Intuitive confirmed the information provided in the source material .

©2019 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



mailto:customerservice@intusurg.com

mailto:ics@intusurg.com

http://www.intuitivesurgical.com/support/contact/

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/196707/20190726IntuitivedaVinciXXiAndSPSystemsMFR.pdf
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[Critical Priority ] - A33125 : Cook—Hemospray Endoscopic Hemostatic Agent Delivery Systems:

May Not Spray Powder, Potentially Leading to Inability to Achieve Hemostasis
Medical Device Ongoing Action

Published: Tuesday, July 30, 2019

UMDNS Terms:
® Hemostatic Media, Powder [17945]

® Hemostatic Agent Delivery Units [34391]
Product Identifier:

[Consumable]
Cook Medical
Product Reference No. Order No. Lot No.
Hemospray Endoscopic Hemostat HEMO-10 G21049 W4179646, W4180858, W4180861,
Devices W4181073

Geographic Regions: (Impact in addition regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Cook Medical 700 Daniels Way, PO Box 489, Bloomington, IN 47402-1608, United States
Suggested Distribution: Emergency/Outpatient Services, OR/Surgery, Gastroenterology, Materials Management

Problem:

Olnaduly 25, 2019, Urgent Medical Device Recall letter submitted by ECRI Institute member hospitals, Cook states that it has received eight reports of
the above devices being unable to spray powder because of missassembly of the devices. If the devices cannot spray powder, it may result in an inability
to achieve hemostasis. In one reported case, hemostasis was not achieved, so the patient was transferred to surgery. Cook states that this problem could
lead to delayed hemostasis, the need for additional hemostasis, and/or the need to transfer a patient to surgery. If hemostasis cannot be achieved in a
timely manner in emergent cases, this may result in death. Cook further states that it has received one report of a seriousinjury related to this problem.
The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Identify, isolate, and discontinue use ofany affected product in your inventory. If you have affectedproduct, verify that you have received the July 25,
2019, Urgent Medical Device Recall letter and Acknowledgment and Receipt Form from Cook. For pictures showing where to locate the reference and
lot numbers, seethe |etter . Regardless of whether you have affected product, complete the Acknowledgment of Receipt Form and return it to Cook
using the information in the letter. Return affected product, along with a copy of the Acknowledgment and Receipt Form, to Cook. Cook will provide
your facility with credit for affected product. Notify all relevant personnel at your facility of the information in the letter, and forward a copy of the letter
to any facility to which you have further distributed affected product. Report any adverse events related to affected product to the Cook customer
relations department using the information below. U.S. customers should also report adverse events or product quality problems relating to the use of
affected product to FDA’s MedWatch Adverse Event Reporting program by telephone at (800) 332-1088; by fax at (800) 332-0178; by mail (using
postage-paid FDA Form 3500, available here) at Food and Drug Administration, HF-2, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the
website .

For Further Information:

Cook customer relations department

Tel.: (800) 457-4500 (select option 4, then ext. 15-2146) or (812) 339-2235

, 8am. to 4:30 p.m. Eastern time, Monday through Friday
E-mail: FieldActionsNA @cookmedical.com
Website: Click here

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2019 Jul 29. Member Hospital. Cook letter submitted by ECRI Institute member hospital (includes reply form) Download

©2019 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/196658/20190725CookHemosprayEndoscopicHemostatClientRedacted.pdf?option=80F0607

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

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

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

mailto:FieldActionsNA@cookmedical.com

http://www.cookmedical.com/contact.do

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/196658/20190725CookHemosprayEndoscopicHemostatClientRedacted_Redacted.pdf



AFHajlan
(A33125 ) Cook-Hemospray Endoscopic Hemostatic Agent Delivery Systems.pdf


PulsioFlex

GETINGE US SALES

N/A

https://ncmdr.sfda.gov.s

Monitor LLC =
# PulsioFlex GETINGE US SALES N/A O
Monitor LLC 8
Rusch EasyCath Teleflex Medical.. Gulf Medical Co. https://ncmdr.sfda.gov.s O
Kit
Spectra Optia Terumo BCT Inc ABDULREHMAN AL GOSAIBI  https://ncmdr.sfda.gov.s
Apheresis GTB a/Secure/CA/CaViewRec O
System
# Telefunken HR1 Defiteq International N/A
and FA1
Automated g O
External
Defibrillators
\Versa - Kath Mini Epimed International, N/A https://ncmdr.sfda.gov.s
Kit, with plastic Inc. a/Secure/CA/CaViewRec =
L.O.R Syringe 129 all.aspx?caid=2&rid=14
X 12in (30.5 cm)
Healthcare facility products and adaptations
EZTest H202 Mesa Laboratories, Ebrahim M. Al-Mana & Bros. | https://ncmdr.sfda.gov.s
Biological Inc. Co. Ltd. a/Secure/CA/CaViewRec O
Indicators
In vitro diagnostic devices
# ACHRAD RIA kits. | RSR Ltd N/A 7 H O
Autostat |l Hycor Biomedical Inc. N/A https://ncmdr.sfda.gov.s
Rheumatoid a/Secure/CA/CaViewRec O
 Factor IgM ELISA
Coombs-Control DiaMed GmbH. ABDULREHMAN AL GOSAIBI  https://ncmdr.sfda.gov.s O
IgG 1x10 ml GTB
# CTS Essential 8 Thermo Fisher Medical supplies & Services .
Media Scientific Inc. Co.Ltd Mediserv &
# PrivaPath Mckesson N/A
Personal Health |Information Solutions O
and Sexual Health LLC @
Tests
Medical software
SSL Certificate Varian Medical Varian Medical Systems Arabia https://ncmdr.sfda.gov.s 0

Expiration

Systems

Commercial Limited

Non-active implantable devices

Page 4 of 6



https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14617
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14610
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14608
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14616
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14626
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14621
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14601
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14602
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[High Priority ] - A33119 : PULSION/Getinge—PulsioFlex Monitoring Systems: May Exhibit Error

Message
Medical Device Ongoing Action

Published: Tuesday, July 30, 2019

UMDNS Terms:

® Monitors, Physiologic, Cardiac Output, Bedside [20174]
Product Identifier:
[Capital Equipment]

Getinge USA Inc

Product Modei Model No. Part No. Software Version Serial No.
Patient Monitoring PulsioFlex PC400 3 RO 6882747 V5.1.0.7 USver. A K 17400010912, K 17400011005,
Systems K 17400011065, K 17400011082,

K17400011086, K17400011097,
K17400011107, K17400011125,
K17400011162, L17400011267,
L 17400011273, L17400011277

Geographic Regions: 0OU.S.

Manufacturer(s): Getinge USA Inc 45 Barbour Pond Dr, Wayne, NJ 07470, United States
PULSION Medical Systems SE Hansriedistrasse 21, D-85622 Feldkirchen, Germany

Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, Critical Care, Nursing, OR/Surgery,
Information Technology

Problem:

OOFDA's Center for Devices and Radiological Health (CDRH) states that the above monitors may display an error message at startup that states, "internal
error restart or service" at startup and the monitor cannot be used. FDA's CDRH a so states that the manufacturer initiated arecall by Urgent Medical
Device Correction Removal letter.

Action Needed:

Oldentify any affected devices in your inventory. If you have affected devices, verify that you have received the Urgent Medical Device Correction
Removal letter and Medical Device Recall Removal Response Form from Getinge. Complete the form, and return it to PUL SION/Getinge by e-mail at
PulsioFlex2019@getinge.com or by fax at (800) 862-5307. Using the information below, contact the PUL SION/Getinge sales support department to
request areturn authorization (RMA) number and shipping instructions to return any affected systems. Return affected systems to Getinge.

For Further Information:

PUL SION/Getinge sales support department

Tel.: (888) 627-8383 (select option 2, then option 2), 8 am. to 6 p.m. Eastern time, Monday through Friday

Website: Click here

[OReferences:

e United States. Food and Drug Administration. Center for Devices and Radiological Health. Class 2 device recall PulsioFlex monitor
[online]. 2019 Jul 25 [cited 2019 Jul 26]. Available from Internet: Click here .

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2019 Jul 26. FDA CDRH Database. Class |1. Z-2077-2019 Download
e 2019 Jul 29. Manufacturer. The manufacturer confirmed the information provided in the source material.

©2019 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



mailto:PulsioFlex2019@getinge.com

mailto:PulsioFlex2019@getinge.com

http://www.maquet.com/us/Contact

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRes/res.cfm?ID=174106

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRes/res.cfm?ID=174106

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/196638/20190605GetingePulsioFlexCDRH.pdf
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[High Priority ] - A33115 : Defiteq/GGT Holding—Telefunken HR1 and FA1 Automated External
Defibrillators: Do Not Have Valid CE Certificates
Medical Device Ongoing Action

Published: Monday, July 29, 2019

UMDNS Terms:

® Defibrillators, External, Automated [17116]
Product Identifier:
[Capital Equipment]

Defiteq International BV
Product Model

Automated External Defibrillators (AEDs) Telefunken FA1, Telefunken HR1

Geographic Regions: U.K.
Manufacturer(s): Defiteg International BV Mispelhoefstraat 31-B, 5651 GK Eindhoven, Netherlands

Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, Critical Care, Emergency/Outpatient
Services, Nursing, OR/Surgery, Home Care, EM S/Transport

Problem:

The U.K. Medicines and Healthcare Products Regulatory Agency (MHRA) has issued a Medical Device Alert (MDA/2019/027 ) warning healthcare
workers that the safety and performance of the above AEDs cannot be verified and their safe use can no longer be assured. MHRA also states that the CE
certificate for the above AEDs was suspended in July 2016 and subsequently withdrawn in April 2017. Without avalid CE certificate, a manufacturer
may not place its devices on the market. However, in this case the manufacturer continued to sell the above devices. The manufacturer has not confirmed
the information provided in the source material.

Action Needed:
OMHRA recommends the following actions:

e |nitiate a process for sourcing an aternative defibrillator because these devices do not meet regulatory requirements for safety and
performance.

e Completealocal risk assessment for the continued use of affected devices until an alternative device is sourced.

e Report adverse events involving these devices through your local incident reporting system and/or your national incident reporting authority
as appropriate: England, Scotland, Northern Ireland, Wales.

For Further Information:

For technical inquiries to MHRA:

Paul Sandhu

Tel.: (020) 30806000

E-mail: DSS-TM @mhra.gov.uk

For clinical inquiries to MHRA:

MHRA devices clinical team

Tel.: (020) 30807274

E-mail: DCT@mhra.gov.uk

Website: Click here

Northern Ireland:

Northern Ireland Adverse Incident Centre
Tel.: (0208) 90523868

E-mail: NIAIC@health-ni.gov.uk
Website: Click here

Scotland:

Incident Reporting and Investigation Centre
Tel.: (0131) 2757575

E-mail: nss.iric@nhs.net

Website: Click here

Wales:

Population Healthcare Division Welsh Government
Tel.: (03000) 250986 or (003000) 255510
E-mail: Haz-Aic@wales.gsi.gov.uk
Inquiriesto MHRA should cite reference no. MDA/2019/027 or 2019/004/023/291/003.

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Automated external defibrillators: all Telefunken HR1 & FA1—no
valid CE certificate [online]. London: Department of Health; 2019 Jul 25 [cited 2019 Jul 26]. (Medica device alert; no. MDA/2019/027).
Available from Internet: Click here .

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
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[High Priority ] - A33012 : RSR—RiaRSR AChRAD Kits: May Exhibit High Background Counts
Medical Device Ongoing Action

Published: Tuesday, July 30, 2019

UMDNS Terms:

® VD Test Reagent/Kits, Immunoassay, Autoimmune, Neurologic [19177]
Product Identifier:

[Consumable]

RSR Ltd

Product Product No. Lot No.

RiaRSR AChRAD Kits RBA/25 KRBA283/A
RBA/50 KRBA283/A
RBA/100 KRBA283/A
RB/25 KRB283
RB/100 KRB283, KKRB283

Geographic Regions: OO0(Impact in&#160;additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): RSR LtdParc Ty Glas Llanishen, Cardiff CF14 5DU, Wales
Suggested Distribution: Clinica Laboratory/Pathology, Materials Management

Problem: In aJune 6, 2019, Field Safety Notice letter postedby the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), RSRstates
that it has received reports that the counts per minute (CPM) values for the negative controls and patient samples tested with the above products were
higher than expected. This problem may lead to invalid patient results because the negative control may be out of range. RSR suspects that the 125-|
AChR tracers (lots RBA283 and RB283, expiration date 2019 Jul 15) in the above kits may have a problem and is investigating the root cause. The
manufacturer has not confirmed theinformation 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 June 6, 2019, Field Safety Notice letter
and Field Safety Notice Response Form from RSR. Complete the Field Safety Notice Response Form, and return it to RSR using the instructions on the
form. Check results generated with the affected products. If the background counts are within the kit specification, then the results produced by the kits
arevalid. If the background counts are higher than the kit specification, send RSR your data and request replacement kits. Identify unused affected
product, discard the 125-1 AChRAD tracers, and request replacement tracers from RSR. Notify all relevant personnel at your facility of the information in
the letter, and forward a copy of the letter to any facility to which you have further distributed affected product.

For Further Information:

Janet Bradbury, RSR head of operations

Tel.: 44 (29) 20689299

E-mail: info@rsritd.com

Website: Click here

References:
e Great Britain. Medicines and Healthcare Products Regulatory Agency. RSR: RiaRSR AChRADb [online]. London: Department of
Health; 2019 Jul 8 [cited 2019 Jul 15]. (Field safety notice; reference no. 2019/006/027/601/002). Available from Internet: Click here .
Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2019 Jul 15. MHRA FSN. 2019/006/027/601/002 Download
e 2019 Jul 15. MHRA FSN. Field safety reference: RSR/06/2019/01 (includes reply form) Download
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/196047/20190708RSRRiaRSRAChRAbTestsMHRACover.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/196048/20190606RSRRiaRSRAChRAbTestsMHRA.pdf
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[High Priority ] - A33117 : Thermo Fisher—CTS Essential 8 Media: Component May Not Have Been

Tested for Adventitious Viral Agents
Medical Device Ongoing Action

Published: Monday, July 29, 2019

UMDNS Terms:

® |VD Test Reagent/Kits, Microbiology, Virus, Cell/Tissue Culture Media[19220]
Product Identifier:
[Consumable]

See the letter sent to your facility for affected lot numbers.

Thermo Fisher Scientific Inc
FEELE Catalog No.

CTS Essential 8 Media A2656001

Geographic Regions: OOO(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Thermo Fisher Scientific Inc168 Third Ave, Waltham, MA 02451, United States
Suggested Distribution: Clinical Laboratory/Pathology, Infection Control, Materials Management

Problem: OIn aJune 27, 2019, Urgent Medical Device Recall Notification letter submitted by an ECRI Institute member hospital, Thermo Fisher states
that the master cell banks for the Chinese hamster ovary (CHO)-expressed transforming growth factor (TGF)-beta used to manufacture the above media
may not have been tested for adventitious viral agents (AVAS). The presence or absence of AVAsin the above products cannot be confirmed. Thermo
Fisher states that it has received no reports of viral contamination or adverse events associated with this problem. Viral contamination is not visible to the
naked eye; contamination may be detected through quality control (QC) testing of the final tissue and cell therapy products. The manufacturer has not
confirmed the information provided in the source material.

Action Needed: Identify and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the
June 27, 2019, Urgent Medical Device Recall Notification letter and Acknowledgment and Receipt Form from Thermo Fisher. Notify all relevant
personnel at your facility of the information in the letter, and forward a copy of the letter to any facility to which you have further distributed affected
product. North American customers should complete the form, and return it to Thermo Fisher using the instructions on the form. All other

customers should see the letter sent to their facility.

For Further Information:

For North American customers:

Thermo Fisher technical support department

Tel.: (800) 955-6288 (select option 4)

E-mall: techsupport@thermofisher.com

Website: Click here

Comments:

e [0Thisaertisaliving document and may be updated when ECRI |nstitute receives additional information.

Source(s):

e 2019 Jul 26. Member Hospital. June 27, 2019, Thermo Fisher letter submitted by an ECRI Institute member hospital (includes reply
form) Download
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[High Priority ] - A33094 : McKesson—PrivaPath Personal Health and Sexual Health Tests: Tubes
May Be Damaged, Potentially Resulting in Leaked Samples
Medical Device Ongoing Action

Published: Wednesday, July 31, 2019

UMDNS Terms:
® |VD Test Reagent/Kits, Home Assay, Whole Blood [19310]
® |VD Test Reagent/Kits, Home Assay, Urine [19315]

® |VD Test Reagent/Kits, Home Assay, Feces [19319]
Product Identifier:

[Consumable]
PrivaPath Diagnostics P
Product Product No. UPC Econo No. Lot No. Expiration Date
Let's Get Checked BO116 73585013271 2450955 4945, 4946, 2019 Jun 30
Home Persona Headlth 4996, 5036
Tests
Let's Get Checked BU304 73585013270 2460988 4986, 5117, 2019 Jun 30
Home Sexua Health 5118, 5119
Tests
BU304 73585013270 2460988 5879, 5881 2019 Dec 31

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

Distributor(s): ® McKesson CorpOne Post St, San Francisco, CA 94104, United States
Manufacturer(s): PrivaPath Diagnostics330 W 38th St Suite 405, New Y ork, NY 10018, United States
Suggested Distribution: Clinical Laboratory/Pathology, Infection Control, Home Care, Point-of-Care Coordination, Materials Management

Problem:

InaJduly 18, 2019, Urgent Field Safety Notice letter, McKesson initiated a subrecall of the above tests, which were recalled by PrivaPath because the
base of the tubes may be damaged or have a hole, potentially resulting in leaked samples. Some of the above tests are expired and therefore should not be
used. The distributor has not confirmed the information provided in the source material.

Action Needed:

Identify, isolate, and destroy any affected product in your inventory. If you have affected product, verify that you have received the July 18, 2019, Urgent
Field Safety Notice letter and PrivaPath Customer Response Form from McKesson. Regardless of whether you have affected product, complete the reply
form and return it to PrivaPath using the instructions on the form. Upon receipt of the form, PrivaPath will provide your facility with replacement
product. Customers currently participating in a McK esson-administered return to vendor program should return affected product to their designated
returns processor. All others should follow instructions provided by the manufacturer.

For Further Information:

McKesson

Website: Click here

PrivaPath

Website: Click here

Comments:

e Thisalertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2019 Jul 30. Distributor. SA: 19-003 (includes reply form) Download
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DJO Surgical | Encore Medical, Lp AL EWAN MEDICAL COMPANY /Secure/CA/CaViewRecal

Erisma-LP Clariance Inc N/A
Posterior Fixation g
Systems
Orbera Apollo Endosurgery Al-Nozha Medical Est https://ncmdr.sfda.gov.s
Intragastric Inc. a/Secure/CA/CaViewRec
Balloon System all.aspx?caid=10&rid=1
and BIB 4630
Intragastric
Balloon System
PEEK Cervical Medicrea Salehiya Trading Est. https://ncmdr.sfda.gov.s

Cages and PEEK
Lumbar Cages

International.

a/Secure/CA/CaViewRec

Textured Breast
Implants and
Tissue Expanders

Allergan services
international Limited

Single-use devices

Cigalah Group

10 Fr Oxygen ASSAmed GmbH N/A
Catheters g
A&E Medical A&E Medical Raz medical https://ncmdr.sfda.gov.s

Corp. UltraFlex

Corporation.

Acuject Variable
Injection Needle

Cook Medical Europe
Limited,

ARABIAN MEDICAL &
PHARMACEUTICAL CO.

https://ncmdr.sfda.gov.s

Centurion Alaris

Medline Industries,

Cure Development International

Pump Infusion Inc. Ltd g
Sets
Endotrac Stryker Instruments. | Zimmo Trading Establishment.
Hook/Triangle g
Blade Kits

MED-SEMI RIGID | Medline Industries Spectromed
Liner Systems Inc...... 8
Premier Convex Hollister Inc FAROUK, MAAMOUN TAMER &

Tape-Bordered

COMPANY

b

Urostomy
Pouches
Sheridan Centurion Medical Bio Standards https://ncmdr.sfda.gov.s
Endotracheal Products a/Secure/CA/CaViewRec
Tube

Sterile CoFlex
Products

Andover Healthcare
Inc

N/A
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14612
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14620

www.ecri.org . Printed from Health Devices Alerts on Monday, July 29, 2019 Page 1

[High Priority ] - A33075 : Clariance—Erisma-LP Posterior Fixation Systems: Polyaxial Screw May

Become Disassembled during Implantation
Medical Device Ongoing Action

Published: Friday, July 26, 2019

UMDNS Terms:
® Orthopedic Internal Fixation Systems, Spinal [15766]

® Screws, Bone, Spinal [34196]
Product Identifier:

[Consumable]

Clariance Inc

Product Catalog No.

Erisma-L P Posterior Fixation Systems N/A

All Lengths of Erisma-LP Polyaxial Screws 181510X X, 181545X X, 181555X X, 181565X X, 181575X X, 181585X X,
181595X X

Erisma-LP Screwdrivers 18710024

Erisma-LP T20 Wrenches 18720000

Erisma-LP T20 Snap Fit Tightening Wrenches 01720001

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Clariance Inc4809 N Ravenswood Ave Suite 119, Chicago, IL 60640, United States
Suggested Distribution: OR/Surgery, Orthopedics, Materials Management

Problem:

FDA's Center for Devices and Radiological Health (CDRH) states that the polyaxia screws may become disassembled during implantation with the
above products. This problem may occur when the screwdriver is not fully inserted and threaded into the screw head. FDA's CDRH also states that the
manufacturer initiated arecall by Medical Device Field Safety Notice letter on about July 1, 2019. The manufacturer has not confirmed the information
provided in the source material.

Action Needed:

Identify any affected products in your inventory. If you have affected product, verify that you have received the Medical Device Field Safety Notice
letter, revised Surgical Techniques Guide, and response card from Clariance. Complete the response card, and return it to Clariance. When using the
affected products, ensure that the tip of the screwdriver is properly engaged into the receiving Torx bore of the polyaxial screw to fully connect the
screwdriver on the screw head. Ensure that the tip of the T20 wrench or the T20 Snap Fit tightening wrench is properly engaged into the receiving Torx
bore of the polyaxial screw; then the insertion depth of the polyaxial screw can be adjusted. Review the revised Surgical Techniques Guide; section 2,
Insertion of Pedicle Screws, contains enhanced instructions for proper use of the screwdriver, wrench, and Snap Fit tightening wrench to reduce the
possibility of disassembly. Replace your facility's existing Surgical Techniques Guide(s) with the revised Surgical Techniques Guide.

For Further Information:

Sylvain Chambat, Clariance

Tel.: (773) 868-7041

Website: Click here

References:

e United States. Food and Drug Administration. Center for Devices and Radiological Health. Class 3 device recall Erisma LP posterior
fixation system [online]. 2019 Jul 18 [cited 2019 Jul 22]. Available from Internet: Click here.

Comments:

e Thisalertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2019 Jul 22. FDA CDRH Database. Class I11. Z-1986-2019 Download
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[High Priority ] - A33107 : Allergan—Textured Breast Implants and Tissue Expanders: Allergan
Recalls Products Based on BIA-ALCL Cases and BIA-ALCL-Related Deaths
Medical Device Ongoing Action

Published: Friday, July 26, 2019

UMDNS Terms:
® Breast Implants, Gel-Filled [17855]

® Breast Implants, Saline-Filled [23844]
Product Identifier:
[Consumable]

Product

Allergan Natrelle Saline-Filled Breast Implants

Allergan Natrelle Silicone-Filled Textured Breast Implants

Natrelle and McGhan 410 Breast Implants

Natrelle and McGhan 410 Soft Touch Breast Implants

Natrelle 510 Dual-Gel Breast Implants

Natrelle INSPIRA Breast Implants

Natrelle and McGhan Round Gel Implants

Natrelle Komuro Breast Implants

Natrelle Ritz Princess Breast Implants

Natrelle 150 Full Height and Short Height Double Lumen Implants

Natrelle 133 Tissue Expanders with and without Suture Tabs

Allergan plc
Model

163, 168, 363, 468

110, 115, 120, TCF, TCL, TCLP, TCM, TCX, TRF, TRL, TRLP, TRM, TRX,
TSF, TSL, TSLP, TSM, TSX

FF, FL, FM, FX, LF, LL, LM, LX, MF, ML, MM, MX
FF, FL, FM, FX, LF, LL, LM, LX, MF, ML, MM, MX
FX, LX, MX

TCF, TCL, TCLP, TCM, TCX, TRF, TRL, TRLP, TRM, TRX, TSF, TSL,
TSLP, TSM, TSX

110, 110 Soft Touch, 120, 120 Soft Touch
KLL, KLM, KML, KMM

RFL, RFM, RML, RMM

N/A

133FV, 133FV-T, 133FX, 133FX-T, 133LV, 133LV-T, 133MV, 133MV-T,

133MX, 133MX-T, 1338V, 133SV-T, 133SX, 133SX-T, T-133FV, T-133LV,
T-133MV, T-133MX, T-133SV, T-133SX

Natrelle 133 Plus Tissue Expander Styles 133P-FV, 133P-FV-T, 133P-FX-T, 133P-LV, 133P-LV-T, 133P-MV, 133P-
MV-T, 133P-MX, 133P-MX-T, 133P-SV, 133P-SV-T, 133P-SX, 133P-SX-T,

T-133P-FV, T-133P-LV, T-133P-MV, T-133P-MX, T-133P-SV, T-133P-SX

Geographic Regions: (Impact in specific regions has not been identified or ruled out at the time of this posting), Worldwide
Manufacturer(s): Allergan plcClonshaugh Business and Technology Park, D17 E400 Dublin, Ireland

Suggested Distribution: Obstetrics/Gynecology/Labor and Delivery, OR/Surgery, Risk Management/Continuous Quality |mprovement,
Dermatology, Materials Management

Problem:

Inaduly 25, 2019, Safety Communication , FDA states that it requested that Allergan recall its BIOCELL textured breast implants based on newly
submitted Medical Device Reports (MDR) on worldwide cases of breast implant-associated anaplastic large cell lymphoma (BIA-ALCL) and BIA-
ALCL-related deaths. Allergan is removing the above products from the global market. FDA further states that of 573 unique BIA-ALCL cases reported
worldwide, 481 are reported to have occurred in patients with Allergan breast implants at the time of diagnosis. Thirty-three patient deaths have also been
reported; in cases in which the manufacturer was known, 12 of 13 deaths occurred in patients implanted with an Allergan breast implant at the time of
their BIA-ALCL diagnosis. For the remaining 20 deaths, the manufacturer and texture of the implant is unknown. FDA's analysis demonstrates that the
risk of BIA-ALCL with Allergen BIOCELL textured implants is approximately six times the risk of BIA-ALCL with textured implants from other
manufacturers marketing in the U.S. FDA further states that continued distribution of the affected implants would likely cause serious, adverse health
consequences and potentially death from BIA-ALCL. The overall incidence of developing BIA-ALCL at thistimeislow, but diagnosisis serious and can
lead to death if not diagnosed early and promptly treated. In most patients, BIA-ALCL is treated successfully with surgery to remove the implant and the
surrounding scar tissue; however, some patients may require treatment with chemotherapy and/or radiation therapy. Allergan announced its voluntary
worldwiderecall in aJuly 24, 2019, pressrelease and a July 24, 2019, letter submitted by ECRI Institute member hospitals. For coverage of thisrecall
by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), see the News Story . The manufacturer has not confirmed the information
provided in the source material .

Action Needed:
Oldentify any affected implantsin your inventory and determine whether you have any patients with affected implants. MHRA states that this recall does
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not affect the EU market (including the U.K.) because Allergan suspended sales of the Biocell textured breast implants and tissue expanders and
withdrew remaining supply from the European market in December 2018. The affected devices do not currently hold CE mark and are not available for
usein the U.K. If you have affected product and/or patients, verify that you have reviewed the FDA Safety Communication, Allergan pressrelease,
and/or MHRA News Story . FDA will continue to evaluate any new information and may take action regarding other breast implantsif warranted. FDA
does not recommend that asymptomatic patients have their implants removed because of the low risk of developing BIA-ALCL.

FDA recommends that healthcare providers do the following:

Immediately discontinue use and implantation of affected products, and work with your facility to return existing inventory.
Inform your patients about the risk of developing BIA-ALCL and what they should look for.

Provide your patients with the manufacturer's patient labeling and other educational materials and discuss the benefits and risk of the
different types of implants before any breast implantations.

Consider the possibility of BIA-ALCL when treating a patient with late onset, peri-implant changes. In some cases, patients presented with a
seroma, mass, and hardening adjacent to the breast implant. If you have a patient with suspected BIA-ALCL, ensure that they are evaluated
by experts familiar with the diagnosis and treatment of BIA-ALCL.

Collect fresh seromafluid and representative portions of the capsule to send for pathology tests to rule out BIA-ALCL. Diagnostic
evaluation should include cytological evaluation of seroma fluid or mass with Wright Giemsa stained smears and cell block
immunohistochemistry/flow cytometry testing for cluster of differentiation (CD30) and anaplastic lymphoma kinase (ALK) markers.

Develop an individualized treatment plan, and consider current clinical practice guidelines, such asthe Plastic Surgery Foundation of the
National Comprehensive Cancer Network (NCCN) guidelines .

Report all cases of BIA-ALCL inindividuals with breast implantsto FDA's MedWatch .
Follow the reporting procedures established by your facility if it is subject to the FDA's user facility reporting requirements .

Submit case reports of BIA-ALCL to the Patient Registry and Outcomes For breast Implants and anaplastic large cell Lymphoma etiology
and Epidemiology (PROFILE) Registry .

For more information on BIA-ALCL, seethe FDA's Breast Implants page . For FDA's patient recommendations, see the Safety Communication . U.S.
customers can contact Allergan using the information below. All other customers can contact Allergan using the information on this contact list .
For Further Information:

FDA Division of Industry and Consumer Education (DICE)

Tel.: (800) 683-2041 or (301) 796-7100

E-mail: DICE@fda.hhs.gov

For U.S. healthcare providers:
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https://academic.oup.com/asj/article/39/Supplement_1/S3/5304919

https://academic.oup.com/asj/article/39/Supplement_1/S3/5304919

https://academic.oup.com/asj/article/39/Supplement_1/S3/5304919

https://academic.oup.com/asj/article/39/Supplement_1/S3/5304919

https://www.accessdata.fda.gov/scripts/medwatch/index.cfm?action=reporting.home

https://www.fda.gov/medical-devices/postmarket-requirements-devices/mandatory-reporting-requirements-manufacturers-importers-and-device-user-facilities

https://www.fda.gov/medical-devices/postmarket-requirements-devices/mandatory-reporting-requirements-manufacturers-importers-and-device-user-facilities

https://www.thepsf.org/research/registries/profile

https://www.thepsf.org/research/registries/profile

https://www.thepsf.org/research/registries/profile

https://www.fda.gov/medical-devices/implants-and-prosthetics/breast-implants

https://www.fda.gov/medical-devices/implants-and-prosthetics/breast-implants

https://www.fda.gov/medical-devices/safety-communications/fda-takes-action-protect-patients-risk-certain-textured-breast-implants-requests-allergan?utm_campaign=2019-07-24%20Safety%20Comm-Allergan%20BI%20recall&amp;utm_medium=email&amp;utm_source=Eloqua

https://www.fda.gov/medical-devices/safety-communications/fda-takes-action-protect-patients-risk-certain-textured-breast-implants-requests-allergan?utm_campaign=2019-07-24%20Safety%20Comm-Allergan%20BI%20recall&amp;utm_medium=email&amp;utm_source=Eloqua

https://allergan-web-cdn-prod.azureedge.net/actavis/actavis/media/allergan-pdf-documents/medical-information-contact-list.pdf

https://allergan-web-cdn-prod.azureedge.net/actavis/actavis/media/allergan-pdf-documents/medical-information-contact-list.pdf
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Allergan

Tel.: (800) 678-1605 (select option 2)

E-mail: IR-Medcom@allergan.com

Website: Click here

OReferences:

e Cision PR Newswire. Allergan voluntarily recalls BIOCELL® textured breast implants and tissue expanders [online]. 2019 Jul 24 [cited
2019 Jul 25]. Available from Internet: Click here .

e United States. Food and Drug Administration. The FDA takes action to protect patients from risk of certain textured breast implants;
requests Allergan voluntarily recall certain breast implants and tissue expanders from the market: FDA Safety Communication [online].
2019 Jul 25 [cited 2019 Jul 25]. Available from Internet: Click here.

e Great Britain. Medicines and Healthcare Products Regulatory Agency. News story. MHRA statement on Allergan [online]. 2019 Jul 25
[cited 2019 Jul 25]. Available from Internet: Click here.

Comments:

e Thisalertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2019 Jul 26. FDA. FDA Safety Communication Download
e 2019 Jul 26. MHRA News Story Download
e 2019 Jul 26. PR Newswire News Release Download
e 2019 Jul 26. Member Hospital. July 24, 2019, Allergan letter submitted by ECRI Institute member hospitals Download
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[High Priority ] - A33103 : ASSAmed—10 Fr Oxygen Catheters: May Not Permit Clear Passage of Air
Medical Device Ongoing Action

Published: Tuesday, July 30, 2019

UMDNS Terms:

® Catheters, Nasal, Oxygen Supply [12702]
Product Identifier:

[Consumable]
ASSAmed GmbH
Product Reference No. Lot No.
10 Fr Oxygen Catheters with Step Connector and SKKS.10 226.808, 255.809, 334.811, 344.812
Compress

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), Europe
Manufacturer(s): ASSAmed GmbH Muenchwieser Strasse 4, D-66450 Bexbach, Germany

Suggested Distribution: Anesthesia, Critical Care, Emergency/Outpatient Services, Nursing, OR/Surgery, Pediatrics, Pulmonology/Respiratory
Therapy, Home Care, EM S/Transport, Materials Management

Problem:

In aRecall |etter posted by the German Federal Institute for Drugs and Medical Devices (BfArM), ASSAmed states that it has received reports that the
above catheters may not allow the clear passage of air; the catheter may disconnect from the connector or may trigger an alarm on a connected device.
ASSAmed also states that it has received no reports of patient or user harm associated with this problem. The manufacturer has not confirmed the
information provided in the source material.

Action Needed:

Identify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the Recall
letter and Recall Response form from ASSAmed. Complete the Recall Response form, and return it to ASSAmed using the information on the form.
Contact ASSAmed to arrange for product return. Notify all relevant personnel at your facility of the information in the letter, and forward a copy of the
letter to any facility to which you have further distributed affected product.

For Further Information:
ASSAmed
Tel.: 49 (6826) 81155

References:

e Germany. Federal Institute for Drugs and Medical Devices. Urgent field safety notice for Sauerstoffkatheter CH10 by ASSAmed GmbH
[online]. 2019 Jul 23 [cited 2019 Jul 26]. Available from Internet: Click here.

Comments:

e Thisalertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2019 Jul 26. BfArM (Germany). 04496/19 Download
e 2019 Jul 26. BfArM (Germany). ASSAmed (includes reply form) Download
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/196607/20190723ASSAmedOxygenCathetersBfArM.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/196610/ASSAmedOxygenCathetersBfArM.pdf
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[High Priority ] - A32671 01 : Stryker—Endintrak, Endotrac, and Endotrig Blades: Sterility May Be

Compromised [Update]
Medical Device Ongoing Action

Published: Wednesday, July 31, 2019

UMDNS Terms:

® Blades, Resectoscope Handpiece, Transverse Carpal Ligament Resection [34029]
Product Identifier:

[Consumable]
Product (S:gé‘fgg ﬁmbH Lot No.
Endotrig Endoscopic Plantar Fasciotomy (EPF) Hook Blades 1052-1 01406, 01475
Endotrac Endoscopic Carpal Tunnel Release (ECTR) Push Blades 2053-1 01400
Endotrac ECTR Triangle Blades 2054-1 01407
Endotrac ECTR Hook Blades 2055-1 01409, 01476
Endotrac EPF/Endoscopic Gastrocnemius Recession (EGR) Push Blades 3053-1 01399, 01464, 01477
Endotrac EPF/EGR Triangle Blades 3054-1 01398, 01465, 01481
Endotrac EPF/EGR Hook Blades 3055-1 01403, 01466, 01483
Endintrak 2 Hook Blades 4058-1 01412
Endotrac ECTR Triangle Blades Angled 2054A-1 01408
Endotrac ECTR Hook Blades Angled 2055A-1 01401
Endotrac EPF/EGR Triangle Blades Angled 3054A-1 01411
Endotrac EPF/EGR Hook Blades Angled 3055A-1 01402
Endintrak 2 Hook Blades Angled 4058A-1 01405, 01479

Geographic Regions: U.S.
Manufacturer(s): Stryker GmbH Bohnackerweg 1, 2545 Selzach, Switzerland
Suggested Distribution: Infection Control, OR/Surgery, Orthopedics, Materials Management

Summary:
Update Reason: Additional affected product. This Alert provides new information based on a July 25, 2019, Update Urgent Medical Device Recall letter
submitted by ECRI Institute member hospitals regarding Alert A32671 .

Problem:

In an April 30, 2019, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Stryker states that the seal integrity of the
sterile bag containing the above blades may be compromised, potentially compromising product sterility and leading to additional patient time under
anesthesia and/or infection associated with the use of an improperly sealed instrument.

Action Needed:

Identify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the July 25,
2019, Update Urgent Medical Device Recall letter and Business Reply Form from Stryker. Regardless of whether you have affected product, complete
the Business Reply Form and return it to Stryker using the information on the form. Return affected product to Stryker Orthopaedics/PFA Product
Returns (Ref. No. PFA 2042684), Attn: Distribution Inventory Team, 325 Corporate Drive Dock M-East, Mahwah, NJ 07430, United States. Notify all
relevant personnel at your facility of the information in the letter.

For Further Information:

Stryker customer service department
Tel.: (201) 831-5000

Website: Click here

©2019 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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Comments:

e Thisalertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2019 Jul 30. Member Hospital. Stryker letter submitted by an ECRI Institute member hospital. Reference No. 2042684 _Ver.2.0 Download
e 2019 Jul 31. Manufacturer. The manufacturer confirmed the information in the source material.
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[High Priority ] - A33141 : Medline—MED-SEMI RIGID Liner Systems: May Implode
Medical Device Ongoing Action

Published: Tuesday, July 30, 2019

UMDNS Terms:

® Aspirator/Suction Unit Collection Container Liners[39400]
Product Identifier:

[Consumable]
Medline Industries Inc
Product Product No. Lot No.
3L MED-SEMI RIGID Suction System Liners OR530 93018098E01

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): Medline Industries Inc Three Lakes Dr, Northfield, IL 60093, United States
Suggested Distribution: Emergency/Outpatient Services, Infection Control, Nursing, OR/Surgery, Materials Management

Problem:

InaJuly 18, 2019, Urgent Field Safety Corrective Action letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA),
Medline states that it has received reports of the above liners imploding during use because of material problems with the liner lid, which isnot in
accordance with the manufacturer's specifications. The manufacturer has not confirmed the information provided in the source material.

Action Needed: Identify, discontinue use of, and discard any affected product in your inventory. If you have affected product, verify that you have
received the July 18, 2019, Urgent Field Safety Corrective Action letter and Acknowledgment receipt form from Medline. Notify all relevant personnel at
your facility of the information in the letter, and forward a copy of the letter to any facility to which you have further distributed affected product.

Compl ete the Acknowledgment receipt form, and return it to Medline using the information on the form.

For Further Information:

Medline

Website: Click here

References:

e United Kingdom. Medicines and Healthcare Products Regulatory Agency. Medline: MED-SEMI RIGID liner 3.0L [online]. London:
Department of Health; 2019 Jul 29 [cited 2019 Jul 29]. (Field safety notice; reference no. 2019/007/022/487/026). Available from Internet:
here.

Comments:

e Thisalertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2019 Jul 29. MHRA FSN. 2019/007/022/487/026 Download
e 2019 Jul 29. MHRA FSN. Medline Reference No. FSCA-19/04 (includes reply form) Download
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[High Priority ] - A33106 : Hollister—Premier Convex Tape-Bordered Urostomy Pouches: Pouch Film

May Weaken
Medical Device Ongoing Action

Published: Thursday, July 25, 2019

UMDNS Terms:

® Ostomy Collection Bags, One-Piece [40982]
Product Identifier:

[Consumable]
Hollister Inc

Product Product No. Lot No.
V2 Bge BT 19 mm 3/4-inch PS Premier Convex 84992 9C282
Flextend Tape Bordered Urostomy Pouches
V2 Tnsp BT 13 mm 1/2-inch PS Premier Convex 84890 9C072
Flextend Tape Bordered Urostomy Pouches
V2 Tnsp BT 22 mm 7 /8-inch PS Premier Convex 84893 9C072
Flextend Tape Bordered Urostomy Pouches
V2 Tnsp BT 25 mm 1-inch PS Premier Convex 84894 9C072, 9C282
Flextend Tape Bordered Urostomy Pouches
V2 UCIr 55 mm 2 1/8-inch CTF Premier Soft Convex 841311 9E293
CeraPlus Tape Bordered Urostomy Pouches
V2 VO 29 mm 1-1/8-inch PS Premier Soft Convex 8415 9E293

CeraPlus Tape Bordered Urostomy Pouches

Geographic Regions: OO(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Hollister Inc2000 Holister Drive, Libertyville, IL 60048, United States
Suggested Distribution: Nursing, OR/Surgery, Home Care, Urology, Gastroenterology, Materials Management

Problem:

Olnaduly 22, 2019, Customer Notification letter submitted by an ECRI Institute member hospital, Hollister states that the pouch film on the above
ostomy bags may weaken, potentially leading to film seal separation or film bursting during use. Hollister also states that thereis no risk to patient safety
because of this problem. The manufacturer has not confirmed the information provided in the source material .

Action Needed:

Oldentify, isolate, and discard any affected product in your inventory. If you have affected product, verify that you have received the July 22, 2019,
Customer Notification letter and Response Form from Hollister. Regardless of whether you have affected product, complete the form and return it to
Hollister using the information on the form. If you purchase from Hollister directly, contact Hollister using the information below to arrange for
replacement product or credit. If you purchase from adistributor, contact your distributor to receive replacement product or credit. Forward a copy of the
letter to any facility to which you have further distributed affected product.

For Further Information:

Hollister

Tel.: (800) 323-4060 (select option 1)

E-mail: ComplaintCommunication@Hollister.com

Website: Click here

Comments:

e [For information on asimilar and potentially related action, see Alert A32879 .
e Thisalertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):

e 2019 Jul 24. Member Hospital. (includes reply form) Download

©2019 ECRI Ingtitute
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[High Priority ] - A32976 01 : Andover—Sterile CoFlex Products: Sterility May Be Compromised

Medical Device Ongoing Action
Published: Thursday, July 25, 2019

UMDNS Terms:

® Bandages, Compression/Support [10284]
Product Identifier:

[Consumable]
Andover Healthcare Inc
Product Catalog No.
Sterile 3-Inch and 4-Inch CoFlex 5300S
NL Bandages
5400S
Sterile 3-Inch and 4-Inch CoFlex 9300S

LF2 Bandages

©2019 ECRI Institute

5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA

Lot No.

CI02Jv, ClI02Sw, CIOPVV,
CIOST7, CIOSTA, CIOV78,
CI0X0B, CI0X0C, CI0X0D,
CIOXOE, CI0ZJP, CIOZJT,
Cl0ZJV, CI10LN, CI12PK,
CI12PM, CI147V, CI147W,
CI15F1, CI15F2, CI16CF,
CI16CG, CI16CH, CI17B9,
CI17BA, CI17BA, CI17BB,
CI18K8, CI18KA, CI18KB,
Cl18Xz, CI18Y0, Cl18Y1,
Cl18Y6, CI18Y7, CI18Y9,
CI18YA, CI1IDXN, CI1DXN,
CI1DXP, CI1DXR, CI1E36,
CI1E36, CI1E36, CI1E37,
CI1F32, CI1F3, CI1GF2,
CI1HMO, CI1JCE, CI1JCF,
CI1KED

Cl02Jv, ClI02Sw, CIOPVV,
CIOST7, CIOSTA, CIOV78,
CI0X0B, CI0X0C, CI0X0D,
CIOXOE, CI0ZJP, CIOZJT,
Cl0zJV, CI10LN, CI12PK,
CI12PM, CI147V, CI147W,
CI15F1, CI15F2, CI16CF,
CI16CG, CI16CH, CI17B9,
CI17BA, CI17BA, CI17BB,
CI18K8, CI18KA, CI18KB,
Cl18XZ, CI18Y0, Cl18Y1,
Cl18Y6, CI18Y7, CI18Y9,
CI18YA, CI1IDXN, CI1DXN,
CI1DXP, CI1DXR, CI1E36,
CI1E36, CI1E36, CI1E37,
CI1FJ2, CI1F3, CI1GF2,
CI1HMO, CI1JCE, CI1JCF,
CI1IKED

CI02JV, ClI02SW, CIOPVYV,
CIOST7, CIOSTA, CIOV78,
CI0X0B, CI0X0C, CI0X0D,
CIOXOE, CI0ZJP, CIOZJT,
Cl0ZJV, CI10LN, CI12PK,
Cl12PM, CI147V, CI147W,
CI15F1, CI15F2, CI16CF,
CI16CG, CI16CH, CI17B9,
CI17BA, CI17BA, CI17BB,
CI18K8, CI18KA, CI18KB,
Cl18XZ, CI18Y0, Cl18Y1,
Cl18Y6, CI18Y7, Cl18Y9,
CI18YA, CI1IDXN, CI1IDXN,
CI1DXP, CI1IDXR, CI1E36,
CI1E36, CI1E36, CI1E37,
CI1F12, CI1FJ3, CI1GF2,
CI1IHMO, CI1ICE, CI1JCF,
CI1IKED

Manufacture Date

2018 Oct 1 to 2019 Jun 14

2018 Oct 1 to 2019 Jun 14

2018 Oct 1 to 2019 Jun 14

May be reproduced by subscribing institution for internal distribution only.
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9400S Cl02Jv, CI02Sw, CIOPVV, 2018 Oct 1 to 2019 Jun 14
CIOST7, CIOSTA, CIOVT78,
CI0X0B, CI0X0C, CI0X0D,
CIOXOE, CI0ZJP, CIOZJT,
Cl0zJV, CI10LN, CI12PK,
CI12PM, CI147V, CI147W,
CI15F1, CI15F2, CI16CF,
CI16CG, CI16CH, CI17B9,
CI17BA, CI17BA, CI17BB,
CI18K8, CI18KA, CI18KB,
Cl18XZ, CI18Y0, Cl18Y1,
Cl18Y6, CI18Y7, CI18Y9,
CI18YA, CI1IDXN, CI1DXN,
CI1DXP, CI1DXR, CI1E36,
CI1E36, CI1E36, CI1E37,
CI1FJ2, CI1F3, CI1GF2,
CI1HMO, CI1JCE, CI1JCF,

CI1KED
Sterile 3-Inch and 4-Inch CoFlex 7300S CI02JV, ClI02SW, CIOPVV, 2018 Oct 1 to 2019 Jun 14
Med Bandages CIOST7, CIOSTA, CIOV78,

CI0X0B, CI0X0C, CI0X0D,
CIOXOE, CI0ZJP, CIOZJT,
Cl0zJV, CI10LN, CI12PK,
Cl12PM, CI147V, CI147W,
CI15F1, CI15F2, CI16CF,
CI16CG, CI16CH, CI17B9,
CI17BA, CI17BA, CI17BB,
CI18K8, CI18KA, CI18KB,
Cl18XZ, CI18Y0, Cl18Y1,
Cl18Y6, CI18Y7, CI18Y9,
CI18YA, CI1IDXN, CI1IDXN,
CI1DXP, CI1DXR, CI1E36,
CI1E36, CI1E36, CI1E37,
CI1F12, CI1FJ3, CI1GF2,
CI1HMO, CI1JCE, CI1JCF,
CI1IKED

7400S Cl02Jv, ClI02Sw, CIOPVV, 2018 Oct 1 to 2019 Jun 14
CIOST7, CIOSTA, CIOV78,
CI0X0B, CI0X0C, CI0X0D,
CIOXOE, CI0ZJP, CIOZJT,
Cl0ZJV, CI10LN, CI12PK,
CI12PM, CI147V, CI147W,
CI15F1, CI15F2, CI16CF,
CI16CG, CI16CH, CI17B9,
CI17BA, CI17BA, CI17BB,
CI18K8, CI18KA, CI18KB,
Cl18Xz, CI18Y0, Cl18Y1,
Cl18Y6, CI18Y7, Cl18Y9,
CI18YA, CI1DXN, CI1DXN,
CI1DXP, CI1DXR, CI1E36,
CI1E36, CI1E36, CI1E37,
CI1FJ2, CI1F3, CI1GF2,
CI1HMO, CI1JCE, CI1JCF,

CI1IKED
Sterile 3-Inch and 4-Inch CoFlex 9740S Cl02JV, CI02SW, CIOPVV, 2018 Oct 1 to 2019 Jun 14
AFD Bandages CI0ST7, CIOSTA, CIOV78,

CI0X0B, CI0X0C, CI0X0D,
CIOXOE, CI0ZJP, CIOZJT,
Cl0zJV, CI10LN, CI12PK,
CI12PM, CI147V, CI147W,
CI15F1, CI15F2, CI16CF,
CI16CG, CI16CH, CI17B9,
CI17BA, CI17BA, CI17BB,
CI18K8, CI18KA, CI18KB,
CI18XZ, CI18Y0, Cl18Y1,
Cl18Y6, CI18Y7, CI18Y9,
CI18YA, CI1IDXN, CI1DXN,
CI1DXP, CI1DXR, CI1E36,
CI1E36, CI1E36, CI1E37,
CI1FJ2, CI1F3, CI1GF2,
CI1HMO, CI1JCE, CI1JCF,
CI1IKED

Geographic Regions: OO(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Andover Healthcare Inc 9 Fanaras Dr, Salisbury, MA 01952, United States

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

Summary:

OUpdate Reason: Manufacturer recall. This Alert provides information on an Andover recall of the above products based on a June 19, 2019, Urgent
Medica Device Recall letter submitted by an ECRI Institute member hospital .

Problem: In aJdune 19, 2019, Urgent Medical Device Recallletter submitted by an ECRI Institute member hospital, Andover states that the packagingof
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the above bandages may have an incomplete seal, creating a packaging sealgap. A packaging seal gap may compromise the sterility of the product,

and use of anonsterile product may result in increased risk of infection. This problem islimited to 3-inch and 4-inch sizes. Each package is marked with
astatement that the product should not be used if the seal is broken. Andover states that it has received no reports of adverse events associated with this
problem. Themanufacturer has not confirmed the information provided in the source material.

Action Needed:

Oldentify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the June 19,
2019, Urgent Medical Device Recall letter from Andover. Acknowledge receipt of the letter according to the instructionsin the letter. To

determine whether a product has compromised packaging, turn a single packaged roll so that the transparent side is up. Examine the sealant line around
the edge of the packaging; there should be an unbroken, textured line about 2 mm around the package if the seal is complete and intact. If thereisagap in
the texture line and any region of the seal is smooth, a seal gap is present. Return all potentially affected product, regardless of the seal, to Andover, c/o
customer care, to the address above; upon receipt of the affected products, Andover will provide replacement product. Notify all relevant personnel at
your facility of theinformation in the letter. 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; 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:

Andover Healthcare

Tel.: (800) 432-6686, 8 am. to 4:30 p.m. Eastern time, Monday through Friday

Website: Click here

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):

e 2019 Jul 24. Member Hospital. June 19, 2019, Andover letter submitted by an ECRI Institute member hospital Download
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https://www.fda.gov/safety/medical-product-safety-information/forms-reporting-fda

https://www.accessdata.fda.gov/scripts/medwatch/

https://www.accessdata.fda.gov/scripts/medwatch/

https://andoverhealthcare.com/contact-us/

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/196466/20190619AndoverSterileCoFlexBandagesClientRedacted.pdf
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[Critical Priority ] - A33104 : Medline—Centurion Alaris Pump Infusion Sets: Defect May Cause

Unintended Delivery of Medication
Medical Device Ongoing Action

Published: Thursday, July 25, 2019

UMDNS Terms:

® Tubing Sets, Intravenous Administration, Extension [12170]
Product Identifier:

[Consumable]
Centurion Medical Products Medline Industries Inc
Product Item No. Item No. Lot No.
Alaris Pump Infusion Sets DYNJ52510A DYNJ52510A 2018090690, 2018101190,

2018161590, 2018121190,
2019013190, 2019030490,
2019040190

DYNJ5209A DYNJ5209A 2018090590, 2018112190

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

Distributor(s): ® Medline Industries IncOne Medline Pl, Mundelein, IL 60060, United States
Manufacturer(s): Centurion Medical Products100 Centurion Way, Williamston, M| 48895, United States

Suggested Distribution: Anesthesia, Critical Care, Emergency/Outpatient Services, Nursing, Obstetrics/Gynecology/Labor and Delivery,
OR/Surgery, Pain Clinic, IV Therapy, Materials Management

Problem:

In aJune 17, 2019, Subrecall Immediate Action Required letter submitted by an ECRI Institute member hospital, Medline states that Centurion initiated a
recal| of the above products because incomplete occlusion may occur on the pumping segment of the above infusion sets because of avariation in the
wall thickness of the pumping segment of the sets. This problem could lead to unintended delivery of medication when the pump moduleis not in
running status, or it can result in faster-than-expected drug delivery flow when the pump isinfusing, which may cause patient injury. 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 July 19, 2019, Subrecall
Immediate Action Required letter and Response Form from Medline. Regardless of whether you have affected product, complete the Response Form, and
return it to Medline using the information on the form. Upon receipt of the form, Medline will provide your facility with return labels, if applicable.
Return affected product to Medline using the return labels. Upon receipt of returned product, Medline will provide your facility with credit. Notify all
;ﬁevagé per(sjonnel at your facility of the information in the letter, and forward a copy of the letter to any facility to which you have further distributed

ected product.

For Further Information:
Medline

Tel.: (866) 359-1704
Website: Click here
Centurion

Website: Click here

Comments:
e For apotentially related action initiated by BD, see Alert A32600 01 and HO511.
e [IThisalertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2019 Jul 24. Member Hospital. Medline |etter submitted by ECRI Institute member hospital (includes reply form) Download
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www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1638721

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/196483/20190617MedlineCenturionAlarisClient_Redacted.pdf
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