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Dear,

NCMDR team is pleased to inform you that 17 new FSCA/recalls for medical devices and
products posted on SFDA website for the period of 31-Dec-18 to 06-Jan-19 In order
to view more details, click the links or attachments @
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Anaesthetic and respiratory devices

SISS Schulte-Elektronik | Cepco Medical Services Co.LTD.
BABYCONTROL
Respiration 8
Monitors

Dental devices

InterActive Implant Direct Sybron = Ahmad Abdullah Alzoman Est.  https://ncmdr.sfda.gov.s
Precision IO Scan = Manufacturing,LLC for trading a/Secure/CA/CaViewRec
Adapter

Diagnostic and therapeutic radiation devices

Certegra Bayer Healthcare LLC.. Scientific & Medical Equipment

Workstations 1.0 House

(Stellant Injection 8
Systems)
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[High Priority ] - A31969 : Schulte-Elek tronik—SISS BABYCONTROL Respiration Monitors: Signals
May Occur That Do Not Originate from the Respiratory Movement of the Patient
Medical Device Ongoing Action

Published: Wednesday, January 2, 2019
Last Updated: Thursday, January 3, 2019

UMDNS Terms:

® Monitors, Physiologic, Respiration, Respiratory Gas [34456]
Product Identifier:
[Capital Equipment]

Product SCHULTE-ELEKTRONIK GmbH

Model
Respiration Monitors SISSBABYCONTROL
Respiration and Heart Rate Monitors SISSBABYCONTROL plus, SISSBABY CONTROL BCE, SISSBABYCONTROL DE, SISSBABYCONTROL H
Respiration, Heart Rate and SpO2 Monitors SISSBABYCONTROL BCS, SISSBABYCONTROL DS, SISSBABYCONTROL M

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at& #160;the time of this posting), U.K.
Manufacturer(s): SCHULTE-ELEKTRONIK GmbH Schérenbergstra3e 20, 59939 Olsberg, Germany

Suggested Distribution: Clinical/Biomedical Engineering, Nursery, Obstetrics/Gynecol ogy/L abor and Delivery, Pediatrics,
Pulmonology/Respiratory Therapy, Home Care, NICU

Problem:

OIn aDecember 14, 2018, Important Safety Information letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA),
Schulte-Elektronik states that in certain application situations, the sensitivity of the above monitors may cause signals to be triggered that do not originate
from the respiratory movement of the patient. Schulte-Elektronik also states that the monitor processes the sensor signals; in doing so, the signals that do
not belong to the respiratory movement may be misinterpreted, resulting in an alarm for alack of respiratory movement to not be released. Schulte-
Elektronik further states that it has received reports that the patient's own heartbeat or vibration in the immediate environment of the patient were
mistakenly interpreted as a breathing movement. Schulte-Elektronik states that the affected devices in these reports have been used in aclinica
environment and under special circumstances, which are not covered by the intended purpose of the devices. The manufacturer has not confirmed the
information provided in the source material .

Action Needed:

Oldentify any affected monitorsin your inventory. If you have affected monitors, verify that you have received the December 14, 2018, Important Safety
Information letter from Schulte-Electronik. The devices can be used both in the home environment and in the hospital sector. However, the monitoring of
intensive care patients is not covered by the intended purpose of the devices. Schulte-Electronik has provided additional safety information and warnings
(also in the appendix included with the letter) that are not yet included in the instructions for use (IFU). The affected devices are not suitable for:

e Monitoring premature babies with a current weight of less than 1,500 grams
e Monitoring of babies and infants who do not (yet) have independent breathing
e Monitoring of intubated babies and infants

e Post-operative monitoring of babies and infants

e Monitoring premature babies or babies in incubators when the electrical components of the incubator interfere with the functioning of the
device

The respiratory sensor must be placed in the abdominal area of the patient in accordance with the IFU. Ensure that the detected signal is arespiratory
signal. The basic requirement for thisis that the sensor be fixed firmly on the skin by use of tape. Avoid sensitive and inflamed areas of the skin.
Therefore, the use of the devices may be limited for patients with sensitive skin. An effective strain relief of the sensor cable should be made by using
tape. The proper functioning of the device and the sensitivity of the respiration detection can be determined only with the appropriate test devices of the
manufacturer. Other means of testing may lead to misinterpretation. Inform all relevant personnel at your facility of the information in the letter and
Appendix ("Supplement to the instructions for use-New safety instructions and warnings), retain a copy of the letter and Appendix and add them to the
IFU, and forward copies of the letter and Appendix to any facility to which you have further distributed affected devices. Alternatively, you may provide
Schulte-Elektronik with the relevant customer information.

For Further Information:

Katja Schroder, Schulte-Elektronik

Tel.: 49 (2962) 97070

E-mail: k.schroeder@schulte-elektronik.de

Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. SCHULTE-ELEKTRONIK: SISS BABY CONTROL [online].
London: Department of Health; 2018 Dec 24 [cited 2019 Jan 2]. (Field safety notice; reference no. 2018/012/017/291/008). Available from
Internet: Click here.

Comments:

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

Source(s):
e 2019 Jan 2. MHRA FSN. 2018/012/017/291/008 Download
e 2019 Jan 2. MHRA FSN. Reference No. BC_2018 12 14 Download
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[High Priority ] - A31977 : Bayer—Certegra Workstations 1.0 (Stellant Injection Systems): May

Become Inoperable When Shut Down
Medical Device Ongoing Action

Published: Wednesday, January 2, 2019
Last Updated: Thursday, January 3, 2019

UMDNS Terms:
® Workstations, Digital Radiography [20796]

® |njectors, Contrast Media, Computed Tomography [17969]
Product Identifier:
[Capital Equipment]

Bayer Corp Div Bayer AG

Product Model Version Software Version
Workstations Certegra used with Stellant 1.0 45
Injection Systems

Geographic Regions: Australia, Canada, Europe, Japan& #160;
Manufacturer(s): Bayer Corp Div Bayer AG100 Bayer Rd Bldg 4, Pittsburgh, PA 15205-9741, United States
Suggested Distribution: Clinical/Biomedical Engineering, Diagnostic Imaging, Information Technology

Problem:

In aDecember 28, 2018, Urgent Medical Device Field Corrective Action letter submitted by an ECRI Institute member hospital, Bayer states that the
above injectors used with the above workstations may become inoperable, potentially necessitating a repeat procedure. Bayer also states that this problem
may manifest itself in one of two ways:

(1) During the restarting or rebooting of the injector (i.e., normal power on, asite power test), a blue screen appears (see Exhibit 2 in the letter ). Once
the screen appears, the injector becomes inoperable and the Bayer service department must be contacted. This is the most common scenario.

(2) When the system is operating (including during an injection), the user is given an option in a pop up box on the screen to either "Restart Now" or
"Restart Later" (see Exhibit 3in the letter ). Select "Restart Later." If the screen reappears, continue to select "Restart Later" and contact the Bayer
service department using the information below. Bayer further states that hitting "Restart Now" would affect any ongoing use of the system and cause the
system to become inoperable.

Bayer states that the inoperability occurs only when the workstation restarts, either by reboot or by user or site power test. Bayer isreimaging affected
workstations to prevent customer disruption. Bayer also states that this problem is not related to cybersecurity. Bayer further states that the patient safety
risk related to this problem is limited to the potential unavailability of the injector.

Action Needed:

Identify any affected workstations and injection systems in your inventory. Injection systems have the black or black bezel (see Exhibit 1 inthe |etter ). If
you have affected workstations, verify that you have received the December 28, 2018, Urgent Medical Device Field Corrective Action letter from Bayer.
The firm recommends that you do not turn off the workstation and that you back up your systems regularly to avoid losing data when the workstation
failsto operate. If either of the screens appear (Exhibit 2 or 3 in the letter ), contact the Bayer service department using the information below. Keep a
copy of the letter with your workstation.

For Further Information:

Bayer customer service department
Tel.: (800) 633-7237

Website: Click here

Comments:

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

Source(s):
e 2018 Dec 31. Member Hospital. Bayer letter submitted by ECRI Institute member hospitals Download
e 2019 Jan 3. Manufacturer. The manufacturer confirmed the information 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.
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/185596/20181228BayerCertegraClient_Redacted.pdf?option=80F0607

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/185596/20181228BayerCertegraClient_Redacted.pdf?option=80F0607

http://www.ri.bayer.com/

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/185757/20181228BayerCertegraClient_Redacted.pdf
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# LOGIQ P6 GE Healthcare GE Healthcare
Ultrasound 8
Systems
# Navigator Dilon Technologies Saudi Health Services Co. Ltd.
Surgical Gamma 8
Probes
StealthStation Medtronic SA Medtronic Saudi Arabia https://ncmdr.sfda.gov.s
Cranial and a/Secure/CA/CaViewRec
Synergy Cranial all.aspx?caid=2&rid=13

Depth Gauge

Volcano s5ij, VOLCANO Ikar Establishment https://ncmdr.sfda.gov.s
CORE and CORE CORPORATION a/Secure/CA/CaViewRec

Mobile systems.

Electro mechanical medical devices

# AMIA Automated  Baxter Corp Canada Baxter AG
Peritoneal Dialysis 8
Systems

ECLIPSE2L Balt Extrusion. Ikar Establishment [Secure/CA/CaViewRecal
Navina Rectal Wellspect HealthCare N/A https://ncmdr.sfda.gov.s
Catheter set a/Secure/CA/CaViewRec
regular, Navina all.aspx?caid=8&rid=13

Classic system 713

regular, Navina
Classic system
refill regular,
Navina
Consumable set
regular, Navina
Smart system
regular

Page 3 of 4


https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13709
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13715
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13712
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13713

www.ecri.org . Printed from Health Devices Alerts on Saturday, January 5, 2019 Page 1

[High Priority ] - A31981 : GE—LOGIQ P6 Ultrasound Systems: Temperature of Probe-Head Surface
May Increase under Certain Conditions, Potentially Leading to Patient Burn in Specific Types of
Scans

Medical Device Ongoing Action

Published: Thursday, January 3, 2019

UMDNS Terms:
® Scanning Systems, Ultrasonic, Abdominal [16241]
® Scanning Systems, Ultrasonic, General-Purpose [15976]
® Scanning Systems, Ultrasonic, Obstetric/Gynecologic [15657]
® Scanning Systems, Ultrasonic, Small-Parts [18052]
® Scanning Systems, Ultrasonic, Vascular [15957]
® Scanning Systems, Ultrasonic, Cardiac [17422]
® Probes, Ultrasonic [16272]

® Scanning Systems, Ultrasonic, Portable [18143]
Product Identifier:
[Capital Equipment]

GE Healthcare

Model Model No.

Product

Ultrasound Systems LOGIQ P6 BTO7, BTO9

Geographic Regions: Worldwide
Manufacturer(s): GE Healthcare3000 N Grandview Blvd, Waukesha, WI 53188, United States

Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, Critical Care,
Obstetrics/Gynecol ogy/L abor and Delivery, Pediatrics, Diagnostic Imaging, Urology, NICU

Problem:

OIn a December 28, 2018, Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, GE states that in rare instances, if a
certain component in the above systems fails, the probe-head surface temperature may increase when the systems are used with specific probes, possibly
resulting in aburn to the patient in specific types of scans.

Action Needed:

Oldentify any affected systemsin your inventory. If you have affected systems, verify that you have received the December 28, 2018, Urgent Medical
Device Correction letter from GE. To mitigate this potential risk, GE recommends discontinuing scanning patients in endocavitary (transvaginal and
transrectal), surgical, and neonatal exams. Additionally, discontinue use of E8C, ESCS, BE9C, BEISCS, 4DE7C, i12L, 8C, 4D8C, 7S, 5S, and 5Sp probes.
Y ou can continue to use affected scanners with all other probesin non-affected applications. A GE representative will contact your facility to arrange for
acorrection for this problem.

For Further Information:

GE service department

Tel.: (800) 437-1171

Website: Click here

Comments:

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

Source(s):
e 2018 Dec 31. Member Hospital. GE Reference No. 74075, 74076 Download
e 2019 Jan 3. 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.



https://www.gehealthcare.com/en/about/contact-us

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/185642/20181228GELOGIQP6Client.pdf



(A31981) GE-LOGIQ P6.pdf


www.ecri.org . Printed from Health Devices Alerts on Saturday, January 5, 2019 Page 1

[High Priority ] - A31985 : Dilon—Navigator Surgical Gamma Probes: Manufacturer Updates

Instructions for Use Regarding Sterilization
Medical Device Ongoing Action

Published: Thursday, January 3, 2019

UMDNS Terms:
® Scanning Systems, Gamma Camera, Single Photon Emission Tomography [18444]

® Probes, Gamma Radiation Detection, Lymphatic Mapping [23069]
Product Identifier:
[Capital Equipment]

Dilon Technologies
Product Model

Surgical Gamma Probes Navigator

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Dilon Technologies12050 Jefferson Ave, Newport News, VA 23606, United States

Suggested Distribution: Clinical/Biomedical Engineering, Infection Control, Oncology, Diagnostic Imaging, Nuclear Medicine, Central
Sterilization Reprocessing

Problem:

In aDecember 12, 2018, letter submitted by an ECRI Institute member hospital, Dilon states that to comply with standards of various accrediting
organizations such as Joint Commission and recommendations from the Centers for Disease Control and Prevention (CDC) regarding infection control of
surgical instruments, the firm has updated the instructions for use (IFU) of the above probles with the recommendation to sterilize all Navigator surgical
gamma probes. Dilon also states that the above surgical gamma probes fall into the group of critical medical devices, which includes instruments that
enter normally sterile tissue or the vascular system, and therefore need to be sterilized between procedures. The CDC also recommends sterilization in
instances in which various probes are sheathed by stating that: "Ultrasound probes used during surgica procedures also can contact sterile body sites.
These probes can be covered with a sterile sheath to reduce the level of contamination on the probe and reduce the risk for infection. However, because
the sheath does not completely protect the probe, the probes should be sterilized between each patient use as with other critical items." The manufacturer
has not confirmed the information provided in the source material.

Action Needed: Identify any affected product in your inventory. If you have affected product, verify that you have received the December 12, 2018,
letter and updated IFU from Dilon. Evaluate your gamma probe inventory to ensure that your current probes, including the Navigator probes, are
sterilizable. For alist of sterilizable probes seethe IFU here . If you are not sure, contact your Dilon local representative for assistance. Dilon will replace
any old, non-sterilizable probes with new sterilizable probes.

For Further Information:
Dilon
Website: Click here

Comments:

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

Source(s):
e 2019 Jan 3. Member Hospital. Dilon letter submitted by ECRI Institute member hospital Download
e 2019 Jan 3. Member Hospital. IFU 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/185748/DilonGammaProbesIFUClient.pdf?option=80F0607

http://dilon.com/contact-us/

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/185767/20181212DilonGammaProbesClient.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/185768/DilonGammaProbesIFUClient.pdf
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[High Priority ] - A31973 : Baxter—AMIA Automated Peritoneal Dialysis Systems: Software Problem

May Cause Shortened Dwell Times during Cycle-Based Therapy
Medical Device Ongoing Action

Published: Friday, December 28, 2018

UMDNS Terms:

® Peritoneal Dialysis Units[11226]
Product Identifier:
[Capital Equipment]

Baxter Healthcare Corp

Product No. Serial No. Distribution Date

Product

AMIA Automated Peritoneal 5C9320 All 2016 Feb 11 to 2018 Nov 27
Diaysis (APD) Systems

Geographic Regions: Canada, U.S.
Manufacturer(s): Baxter Healthcare Corpl Baxter Pkwy, Deerfield, IL 60015-4625, United States
Suggested Distribution: Clinical/Biomedical Engineering, Critical Care, DialysiNephrology, Nursing, Information Technology, Home Care

Problem:

OIn aDecember 11, 2018, Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, Baxter states that a software
problem on the above systems may cause shortened dwell times during cycle-based therapy only when the Smart Drain treatment option is selected by the
patient. Baxter also states that this problem does not affect the time-based or tidal therapy modes. Baxter states that a shortened dwell time may lead to
Inadequate therapy, with the potential for fluid overload or inadeguate solute removal. Baxter further states that adverse health consequences are not
expected because the probability of occurrence of this problem over a 30-day period islow. Baxter further states that it has received no reports of serious
injury associated with this problem.

Action Needed:

Oldentify any affected systemsin your inventory. Baxter states that you may continue to use affected systems according to the instructions in the
Clinician Guide. For patients who are prescribed a cycle-based therapy, change these therapies to time-based by following the programming instructions
in the Clinician Guide, Section 5.3.1 - Time-Based Programming Method. In time-based therapy, to maintain afixed dwell time, the Smart Dwell
treatment option needs to be disabled. To disable the Smart Dwell treatment option, follow the programming instructions in the Clinician Guide, Section
5.3.1 - Time-Based Programming Method. Baxter will contact your facility with further instructions on how to remotely download a software upgrade that
will remedy this problem when it becomes available. If you received the Customer Reply Form directly from Baxter, complete and return it to Baxter
using the instructions on the form. If you did not receive aletter and reply form directly from Baxter, do not return areply form to Baxter. Notify 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 associated with theuse of affected systems to the Baxter product surveillance department bytel ephone at
(800) 437-5176. U.S. customers should also report adverse reactions or quality problems relating to the use of affected product to FDA's MedWatch
Adverse Event Reporting program by telephone at (800) 332-1088; by fax at (800) 332-0178; by mail (using postage-paid FDA form 3500, available
here) at MedWatch, Food and Drug Administration, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website .

For Further Information:

For clinical questions and questions related to therapy programming

Baxter'srenal clinical helpline

Tel.: (888) 736-2543 (select option 2), 8 am. to 4:30 p.m. Central time, Monday through Friday
Website: Click here

Comments:

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

Source(s):
e 2018 Dec 27. Member Hospital. Baxter letter submitted by an ECRI Institute member hospital: FA-2018-056 Download
e 2018 Dec 28. Manufacturer. Baxter 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.



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

https://www.accessdata.fda.gov/scripts/medwatch/medwatch-online.htm

http://www.baxter.com/country-selector.page

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/185505/20181211BaxterAMIAPDSystemsClientRedacted.pdf
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# Vial2Bag Direct =~ West Pharmaceutical N/A
Connect 13 mm Services Inc
IV Fluid Transfer g
Sets

Non-active implantable devices

Flexima Duodenal Boston Scientific Gulf Medical Co. https://ncmdr.sfda.gov.s

Bend Biliary Stent a/Secure/CA/CaViewRec

with Delivery all.aspx?caid=4&rid=13
System

Single-use devices

# 185 cm Stingray Boston Scientific FAROUK, MAAMOUN TAMER &

Guidewires with  Cardiovascular Group COMPANY
Hydrophilic 8
Coating
AcuSnare Cook Inc, Majal Care for Trading Est. https://ncmdr.sfda.gov.s
Polypectomy a/Secure/CA/CaViewRec
Snare
# Curity All Purpose Cardinal-Health MEDICARE DRUG STORE
Sponges COMPANY 8
# Soothe & Cool Medline Industries,  Cure Development International
Protect Moisture Inc. Ltd
Guard and g

Remedy Essential
Barrier Ointments

# Swan Ganz Edwards Lifesciences = Arabian Health Care Supply Co.
Thermodilution (AHCSQ) g
Catheters
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[High Priority ] - A31979 : West Pharmaceutical Services—Vial2Bag Direct Connect 13 mm IV Fluid

Transfer Sets: Use of Oxytocin with Device May Result in Patient Harm
Medical Device Ongoing Action, Pharmaceuticals Ongoing Action

Published: Thursday, January 3, 2019

UMDNS Terms:

® Liquid-Dispensing Systems, Pharmaceutical [16807]
Product Identifier:

[Consumable]
For UDI numbers and expiration dates, see the letter sent to your facility.
West Pharmaceutical Services Inc
Product Product No. Lot No.
Vial2Bag Direct Connect (DC) 13 mm IV Fluid 6070111 7153, 7154, 7634, 7688, 7752,
Transfer Sets 7909, 7955, 8152, 8153, 8154,

8232, 8233, 8234, 8235, 9028,
9029, 9175, 9176, 9177, 9178,
9367, 9368, 9369, 9370, 9654,
9655, 9656, 9710, 9711, 9712,
9713, 9839, 9840, 9918, 9983,
9984, 9992, 9993, 9994, 9995,
A123, A124, A790, A791, A792,
A793, A794, A795, A796, A797,
A805, A806, A807, A808, A809,
AB810, A834, A835, A836, A837,
A838, A839

Geographic Regions: Canada, Europe, Japan, U.S.
Manufacturer(s): West Pharmaceutical Services Inc530 Herman O West Dr, Exton, PA 19341, United States

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

Problem: In a December 26, 2018, Urgent Medical Device Correction letter submitted by ECRI Institute member hospitals, West Pharmaceutical
Services states that users should avoid use of the drug oxytocin with the above products until further notice. The manufacturer has received reports of 16
adverse events that occurred when the above products were used with oxytocin for pregnant women in connection with labor and delivery; events of
severe and rapid uterine contractions, deceleration in fetal heart rate (with subsequent cesarean section), and hemorrhage were reported. West
Pharmaceutical Services also states that none of the reported events had afatal outcome.

Action Needed:

Identify any affected product in your inventory. If you have affected product, verify that you have received the December 26, 2018, Urgent Medical
Device Correction letter and Acknowledgment and Receipt Form from West Pharmaceutical Services. Complete the Acknowledgment and Receipt Form,
and return it to West Pharmaceutical Services using the instructions in the letter. Avoid using affected products with oxytocin until you receive further
information from the manufacturer. Attach a copy of the notice to each carton of affected product in your possession. Notify al relevant personnel at your
facility of theinformation in the letter, and forward a copy of the letter to any facility to which you have further distributed affected product. Follow your
facility'sinternal procedures for notification of field corrective actions. U.S. customers should also report adverse reactions or quality problems relating to
the use of affected product to FDA's MedWatch Adverse Event Reporting program by telephone at (800) 332-1088; by fax at (800) 332-0178; by mail
(using postage-paid FDA form 3500, available here) at MedWatch, Food and Drug Administration, 5600 Fishers Lane, Rockville, MD 20852-9787; or
online at the MedWatch website .

For Further Information:

West Pharmaceutical Services

Website: Click here

Progressive Medical (U.S. distributor)

Tel.: (800) 969-6331, 8 am. to 5 p.m. Central time, Monday through Friday

E-mall: cs@progressivemedinc.com

Website: Click here

Comments:

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

Source(s):

e 2019 Jan 3. Member Hospital. December 26, 2018, West Pharmaceutical Services letter submitted by an ECRI Institute member hospital
(includes reply form) Download

e 2019 Jan 3. Manufacturer. Manufacturer confirmed information
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https://www.fda.gov/Safety/MedWatch/HowToReport/DownloadForms/default.htm

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

https://www.westpharma.com/support/contact-us

mailto:cs@progressivemedinc.com

https://www.progressivemedinc.com/contact-pmi/

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/185721/20181226WestPharmIVFluidTransferSetsClient.pdf



(A31979) West Pharmaceutical Services-Vial2Bag.pdf
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[High Priority ] - A31976 : Boston Scientific—185 cm Stingray Guidewires with Hydrophilic Coating:
May Be Mislabeled as 300 cm

Medical Device Ongoing Action

Published: Thursday, January 3, 2019

Last Updated: Friday, January 4, 2019

UMDNS Terms:

® Guide Wires, Cardiovascular, Coronary [36600]
Product Identifier:

[Consumable]
Boston Scientific Corp S
Product Material No. Batch No. Expiration Date
185 cm Stingray Guidewires with H749M3004A0 21558994 2019 Nov 30

Hydrophilic Coating

Geographic Regions: U.S.
Manufacturer(s): Boston Scientific Corp 300 Boston Scientific Way, Marlborough, MA 01752-1234, United States
Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, OR/Surgery, Materials Management

Problem:

In a December 19, 2018, Urgent Medical Device Removal letter submitted by an ECRI Institute member hospital, Boston Scientific states that packaging
containing the above 185 cm guidewires may be incorrectly labeled as containing 300 cm guidewires, potentially prolonging surgery while the deviceis
exchanged.

Action Needed:

Identify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the December
19, 2018, Urgent Medical Device Removal letter and Recall Removal Reply Verification Tracking Form from Boston Scientific. Regardless of whether
you have affected product, complete the form and return it to Boston Scientific using the instructions in the letter. Upon receipt of the form, Boston
Scientific will provide your facility with a returned goods authorization (RGA) number. Using the RGA number, package and return affected product to
Boston Scientific using the instructions in the letter. Upon receipt of returned product, Boston Scientific will provide your facility with replacement
product. Forward a copy of the letter to any facility to which you have further distributed affected product. Report serious adverse events or product
quality problems associated with the use of affected product to Boston Scientific by telephone at (866) 868-4004. U.S. customers should also report
serious adverse events or product quality problems relating to the use of affected product to FDA’s MedWatch Adverse Event Reporting program by
telephone at (800) 332-1088; by fax at (800) 332-0178; by mail (using postage-paid FDA Form 3500, available here) at Food and Drug Administration,
HF-2, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website .

For Further Information:

Brendan Smith, Boston Scientific quality systems department
Tel.: (763) 494-1133

E-mail: BSCFieldActionCenter@bsci.com

Website: Click here

Comments:

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

Source(s):

e 2018 Dec 31. Member Hospital. Boston Scientific letter submitted by an ECRI Institute member hospital. Reference No. 92325630-FA
(includes reply form) Download

e 2019 Jan 3. Manufacturer. The manufacturer confirmed the information in the source material.
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http://www.fda.gov/Safety/MedWatch/HowToReport/DownloadForms/default.htm

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

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

mailto:BSCFieldActionCenter@bsci.com

https://www.bostonscientific.com/en-US/customer-service.html

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/185866/20181219BostonScientificStingrayGuidewiresClient_Redacted.pdf



(A31976) Boston Scientific-185 cm Stingray.pdf
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[High Priority ] - A31983 : Cardinal Health—Curity All Purpose Sponges: Sterility May Be

Compromised
Medical Device Ongoing Action

Published: Thursday, January 3, 2019

UMDNS Terms:

® Sponges, Multipurpose, Gauze [13700]
Product Identifier:

[Consumable]
Cardinal Health
Product Item No. Lot No.
4 x 4-Inch (10.2 x 10.2 cm) Non-Woven 4-Ply Curity 8044 18E190262

All Purpose Sponges

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Cardina Health7000 Cardina PI, Dublin, OH 43017, United States

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

Problem:

OIn aDecember 27, 2018, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Cardinal Health states that the above

sponges may not meet sterilization requirements. Cardinal Health also states that the use of non-sterilized sponges may lead to inflammation, cellulitis,

infection, and wound infection. Cardinal Health further states that it has received no reports of injury or harm 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. For examples of the product label on the shipper carton and individual pouch, see Figures 1
and 2 inthe letter . If you have affected product, verify that you have received the December 27, 2018, Urgent Medical Device Recall |etter and Recall
Acknowledgment Form from Cardinal Health. Regardless of whether you have affected product, complete the Recall Acknowledgment Form and return
it to Cardinal Health using the instructions on the form. To arrange for product return and to obtain credit, contact the Cardinal Health customer service
department by telephone at (800) 964-5227 (U.S. hospital customers), at (800) 444-1166 (U.S. federal government facilities), or at (888) 444-5440 (all
other U.S. customers). Notify all relevant personnel at your facility of the information in the letter, and forward the letter to any facility to which you
have further distributed affected product. Report any adverse events associated with the use of affected product to Cardinal Health. 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 MedWatch website .

For Further Information:

Cardinal Health

Tel.: (800) 292-9332

Website: Click here

Comments:

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

Source(s):
e 2019 Jan 3. Member Hospital. Event 2018-01914 (includes reply form) Download
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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

https://www.cardinalhealth.com/en/about-us/contact-us.html

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/185726/20181227CardinalHealthCuritySpongesClient.pdf
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[High Priority ] - A31971 : Medline—Soothe & Cool Protect Moisture Guard and Remedy Essential

Barrier Ointments: Excipient May Be Out of Specification for Total Aerobic Microbial Count
Medical Device Ongoing Action, Pharmaceuticals Ongoing Action

Published: Friday, December 28, 2018
Last Updated: Thursday, January 3, 2019
UMDNS Terms:

® Topical Solution/Cream/Gels, Injured Skin [27894]
Product Identifier:

Medline Industries Inc

Product NDC Item No. Lot No.

Soothe & Cool Protect Moisture Guard 53329-303-22 MSC095435 50G17, 76J17

Remedy Essentials Barrier Ointments 53329-302-14 MSC092B02 44G17
53329-302-41 MSC092B06 44G17

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Medline Industries IncOne Medline P, Mundelein, IL 60060, United States
Suggested Distribution: Infection Control, Nursing, OR/Surgery, Home Care, Dermatology, Pharmacy, Materials Management

Problem:

OIn aDecember 20, 2018, Subrecall Immediate Action Required letter submitted by an ECRI Institute member hospital, Medline initiated a subrecall of
the above products, which were recalled by US Pharmaceuticals because the excipient purified water (an inactive ingredient) yielded out-of-specification
results for total aerobic microbial count. Medline states that the finished product was tested and met USP (United States Pharmacopeia) 61 and USP62.
Medline 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 December 20, 2018,
Subrecall Immediate Action Required letter and Urgent Remedial Action Response Form from Medline. Regardless of whether you have affected
product, complete the Urgent Remedial Action Response Form, and return it to Medline using the instructions 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 affected
product, Medline will provide your facility with credit. 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:

Medline

Tel.: (866) 359-1704

Website: Click here

Comments:

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

Source(s):
e 2018 Dec 27. Member Hospital. December 20, 2018, Medline letter submitted by an ECRI Institute member hospital (R-18-252) Download
e 2018 Dec 27. Member Hospital. (includes reply form) Download
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[High Priority ] - A31972 : Edwards—Swan Ganz Thermodilution Catheters: Lumens May Be

Incorrectly Assembled
Medical Device Ongoing Action

Published: Friday, December 28, 2018

UMDNS Terms:

® Catheters, Cardiac, Flotation Balloon, Pulmonary Artery, Thermal Dilution [10754]
Product Identifier:

[Consumable]
Edwards Lifesciences Corp
Product Model No. Lot No.
Swan Ganz Thermodilution Catheters 131F7, 131F7J, 131F7P, 131VF7P, 151F7 61176314, 61176367, 61176369, 61176370,

61176373, 61176374, 61227528, 61311580,
61321177, 61321241, 61321254

Geographic Regions: Austraia, Canada, China, Europe, Japan, New Zealand, U.S.
Manufacturer(s): Edwards Lifesciences Corpl Edwards Way, Irvine, CA 92614, United States

Suggested Distribution: Anesthesia, Cardiology/Cardiac Catheterization Laboratory, Critical Care, OR/Surgery, Pulmonology/Respiratory
Therapy, Perfusion, Materials Management

Problem:

OIn aDecember 21, 2018, Urgent Product Recall letter submitted by an ECRI Institute member hospital, Edwards states that the above catheters may
have an incorrect lumen assembly, which causes reversal of the lumens. If the lumens are reversed, the clinician may note reverse pulmonary artery (PA)
pressure and central venous pressure (CV P) values and waveforms. It is possible for unintended treatment because of inaccurate values if the reversal in
waveforms is not noticed. Edwards also states that it has received no reports of patient complications related to this problem.

Action Needed:

Oldentify any affected product in your inventory. If you have affected product, verify that you have received the December 21, 2018, Urgent Product
Recall letter and Customer Acknowledgment form from Edwards. Compl ete the Customer Acknowledgment form, and return it to Edwards using the
instructions on the form. To arrange for product return and to receive a returned goods authorization (RGA) number, contact the Edwards customer
service department. Return any unused affected units to Edwards. Upon receipt of returned product, Edwards will provide your facility with replacement
product.

For Further Information:

Edwards technical support department

Tel.: (800) 822-9837 (select option 1)

Website: Click here

Comments:

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

Source(s):
e 2018 Dec 27. Member Hospital. Field Corrective Action #122 (includes reply form) Download
e 2018 Dec 28. Manufacturer. The manufacturer confirmed the information provided in the source material.
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