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Dear,
SBED team is pleased to inform you that 36 new FSCA/recalls posted on SFDA website
(Please note: below list of FSCA/ recalls for the period of 7/10/2017 to 7/13/2017

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

NOTE:

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

FSN ( Field Safety Notice) : A communication to customers and/or users sent out by a
manufacturer or its representative in relation to a Field Safety Corrective Action

Anaesthetic and respiratory devices

New CO2 Connectors Used 7/11/2017 Draeger Medical Draeger Arabia Co. Ltd. 2 Attac
with DIN O2 Terminal Systems Inc hed
Units
New Olympic Pasteurmatic 7/11/2017 Natus Medical Inc. Saudi Health Services 2 https
3000; Olympic Co. Ltd. ://nc
Pasteurmatic 3500
New WATO EX-65, WATO EX-  7/13/2017 Shenzhen Mindray Salehiya Trading Est. FSN  https
55, A5 and A7 anesthesia ://nc
machines
Diagnostic and therapeutic radiation devices
Update Artis, X-Workplace, Sensis = 7/13/2017 SIEMENS Siemens Medical FSN  https

and ARCADIS Systems Solutions


http://www.sfda.gov.sa
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11287
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11305
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11302
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[High Priority ] - A28769 : Draeger—CO2 Connectors Used with DIN O2 Terminal Units: Potential for

Improper Insertion of CO2 Connectors
Medical Device Ongoing Action

Published: Wednesday, July 5, 2017
Last Updated: Thursday, July 6, 2017

UMDNS Terms:
® Medica Gas Outlets [17682]

Product Identifier:
[JO2 Termina Units [Capital Equipment]

Geographic Regions: Worldwide outside U.S. and Canada
Manufacturer(s): Draeger Medical Deutschland GmbHMoislinger Allee 53-55, D-23558 Luebeck, Germany

Suggested Distribution: Anesthesia, Clinical/Biomedical Engineering, Critical Care, Emergency/Outpatient Services, OR/Surgery,
Pulmonology/Respiratory Therapy, Facilities/Building Management

Problem:

OInaMay 2017 Important Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Draeger states that
temporary gas flow may occur if the above CO2 connectors are inserted into an O2 terminal unit with excessive force. Draeger also states that this
could result in the delivery of O2 instead of CO2 to a patient during a procedure. Draeger further states that when the CO2 connector is inserted into the
02 terminal unit, the connector does not lock and is pressed out by the gas pressure after a short period of time. Draeger states that thereisarisk of
confusing the CO2 and O2 outletsif they are installed in direct proximity to each other because the only distinctive feature between the 2 outlets is the
gas symbol. Draeger's interna review of the events reported in the field also showed that CO2 connectors that are not in compliance with the current
standard DIN 13260-2 were used; these connectors have asmaller internal diameter of 3.5 mm, as opposed to the current internal diameter of 5.9 mm,
that may alow for temporary gas flow due to the tight tolerance requirements of the previous standard in conjunction with the plug-in coupling.

Action Needed:

Oldentify any affected connectors in your inventory. If you have affected connectors, verify that you have received the May 2017 Important Safety
Information letter and Customer Feedback and Order Form from Draeger. Draeger has developed an improved component for the O2 terminal unit that
reliably prevents gas flow, even when a compliant CO2 connector is mistakenly inserted, and updated the instructions for use to include more detailed
description of the insertion process:

e Thegastype label of connector and terminal unit must correspond.

e The colored gas type marking (if applicable) of connector and terminal unit must correspond.

e Theinsertion of the connector into the terminal unit must be smooth.

e Pay attention to the clicking sound when the connector locks.

e Slightly pull on the connector after it has locked to check the plug connection. The connector must not loosen.
e The connector must not be pressed in when in operating position.

To arrange to update affected O2 terminal units, contact Draeger (unitsinstalled in the same workplace of the treatment room so medical personnel could
reach both terminal units at once without further movement/additional efforts). Complete the Customer Feedback and Order form, and return it to
Draeger using the information on the form. Identify any connectors not compliant with the current standard DIN 13260-2 in your inventory. Check the
internal diameters of all CO2 connectors in your inventory. Draeger recommends using only CO2 connectors that comply with the current standard DIN
13260-2.

For Further Information:

Draeger

Website: Click here

References:
e Great Britain. Medicines and Healthcare Products Regulatory Agency. Draeger: terminal units and probes [online]. London: Department of
Health; 2017 Jun 12 [cited 2017 Jun 13]. (Field safety notice; reference no. 2017/006/005/291/032). Available from Internet: Click here.
Comments:

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

Source(s):

e 2017 Jun 13. MHRA FSN. 2017/006/005/291/032 Download
e 2017 Jun 13. MHRA FSN. Download

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



https://www.draeger.com/en-us_us/Company/Address-Search?Country=US&amp;language=en&amp;ContactType=&amp;Zip=&amp;Division=2&amp;FreeText=&amp;BA=&amp;default=true

https://www.gov.uk/drug-device-alerts/field-safety-notice-5-to-9-june-2017

https://www.gov.uk/drug-device-alerts/field-safety-notice-5-to-9-june-2017

https://members2.ecri.orgwww.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

https://members2.ecri.orgwww.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/155846/2017Jun12DraegerterminalUnitsandProbesMHRACover.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/155847/2017MayDraegerO2TerminalUnitsMHRA.pdf
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11283
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11285
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11275
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11301
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11289
http://Attached
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11293
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11286
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11292
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11300
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11288
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[High Priority ] - A28856 : Merge—Radsuite Software: Images May Be Lost in Archiving Process
Medical Device Ongoing Action

Published: Monday, July 3, 2017
Last Updated: Thursday, July 6, 2017

UMDNS Terms:
® Information Systems, Picture Archiving and Communication, Radiology [16247]
® Software, Workstation Management, Picture Archiving and Communication System [26836]

Product Identifier:

Radsuite Software [Capital Equipment]

Software Versions: 2004-RG.x, 5.10.x, 5.20, 5.25, 5.30.1, 5.30.2, 5.30.2 SB0344, 5.30.3, 5.30.4, 5.30.4 HF0418E, 5.30.5, 5.30.5 HF0404E, 5.30.5
HF0413E, 5.30.5 HF390E, 5.30.5 SB0368, 5.30.6, 5.30.6 HF0405E, 5.30.6 HFO406E, 5.30.7, 5.30.7 HF0429E, 5.30.7 HF0441E, 5.30.7 HF0446E,
5.30.7 HF0470E, 5.30.7 HF0473E, 5.30.8, 5.30.8 HF0477E, 5.30.8 HF0490E, 5.30.8 HF0495 SBO508E, 5.30.8 HF0495E, 5.30.8 HFO495E SB504E,
5.30.8 HF0550, 5.30.8 SB0485E, 5.30.8 SB0O486E, 5.30.X SBO381E, 5.35.1, 5.35.1 HF0487E, 5.35.1 HF0489E, 5.35.2, 5.35.3, 5.35.4, 5.35.4 HF0513,
5.35.4 HF0518, 5.35.4 HF0528, 5.35.4 HF0531, 5.35.4 HF0535, 5.35.4 HF0546, 8.30.0

OUnits distributed beginning in 2004

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Merge Healthcare Corp900 Walnut Ridge Dr, Hartland W1 53029-8347, United States
Suggested Distribution: Clinical/Biomedical Engineering, Diagnostic Imaging, Information Technology

Problem:

OInaJdune 22, 2017, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Merge states that studies in the above
software that have not been successfully archived by the Radsuite router process may be watermarked, potentially resulting in images being lost in the
archiving process. Watermarking is the automated process of deleting older studies to make space for incoming studies. Merge also states that the lost
images would not be available for use or as a reference when comparing them to previous studies, potentially affecting patient care if previousimages are
used to monitor disease progression. Merge further states that this problem may occur during 1 of the following workflow scenarios:

e Usersrun RadSuite "reverse workflow." In this mode of operation, the studies are stored to the RadSuite (also known as AV/UV) partition
first. The studies are then routed to the EA partition. This workflow is used by a small fraction of RadSuite customers.

e Operators use RadSuite as an exception-handling destination for ECM error processing plugin (EPP). A study that is routed by the EPP
would have been acknowledged to the sending system as DICOM store/transfer "Failure.”

e Objects, such as presentation states, study notes, and audio clips, that should be routed to the archive and were quality control (QC) edited
but not manually sent at the completion of the QC operation to the local archive are created in RadSuite. The pre-QC version may have been
aready archived, but not if it was an exception study.

The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Oldentify any affected systemsin your inventory. If you have affected systems, verify that you have received the June 22, 2017, Urgent Medical Device
Recall letter and reply form from Merge. Complete the reply form, and return it to Merge using the instructionsin the letter. Merge has released afix for
this problem. Until the fix can be completed, Merge recommends that customers stop using reverse QC mode and manually send studies to the archive
after QC operations. Merge al so recommends that customers stop using AV as the routing destination for the EPP. Notify all 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.

For Further Information:

Merge

E-mail: recall@merge.com

Website: Click here

Comments:

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

Source(s):
e 2017 Jun 30. Member Hospital. Merge Reference No. 2016-017 (includes reply form) Download

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



mailto:recall@merge.com

http://www.merge.com/Contact.aspx

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

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/155841/20170622MergeRadSuiteClient_Redacted.pdf
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[High Priority ] - A28855 : Merge—Schiller PB 1000 Used with Hemo Software: Noise May Be

Introduced to Analog Output Signals
Medical Device Ongoing Action

Published: Monday, July 3, 2017

UMDNS Terms:
® |nformation Systems, Data Management, Cardiology, Hemodynamic [17766]

Product Identifier:
OSchiller PB 1000, also known as Hemo Patient Data Module (PDM), used with Hemo Software [Capital Equipment]
Units shipped between 2001 and August 2016

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Merge Healthcare Corp900 Walnut Ridge Dr, Hartland WI 53029-8347, United States
Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, OR/Surgery, Information Technology

Problem:

OInaJdune 14, 2017, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Merge states that noise may be introduced

to 1 or both of the analog output signals from the above software, potentially causing the analog output signals from the PDM to display in spikes. Merge
aso states that these spikes will interfere with the display waveform, potentially resulting in the PDM being unusable by third-party vendors looking to
display pressure or electrocardiogram (ECG) waveforms on their systems, causing adelay in patient care. Merge further states that this problem has been
observed when the PDM sends the proximal arterial signal to athird-party flow fractional reserve (FFR) vendor's system for calculating nonintegrated
FFR with the Hemo system. This problem does not affect customers who do not use the analog out signals from the PDM. The manufacturer has not
confirmed the information provided in the source material .

Action Needed:

Oldentify any affected systemsin your inventory. If you have affected systems, verify that you have received the June 14, 2017, Urgent Medical Device
Recall letter and reply form from Merge. Complete the reply form, and return it to Merge using the instructions in the letter. Merge has released software
versions 9.40.3 Patch 1 or later and 10.0.3 Patch 1 or later that correct this problem. Until the software upgrade can be completed, open the pressure line
to atmosphere and allow the Hemo monitor pressure channel to go down to 0, then close the pressure transducer to air to display the pressure waveform
on the Hemo monitor PC. This temporary workaround will reset the analog out channel. Notify al 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:

Merge

E-mail: recall@merge.com

Website: Click here

Comments:

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

Source(s):
e 2017 Jun 30. Member Hospital. Merge Recall No. 2016-068 (includes reply form) Download

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



mailto:recall@merge.com

http://www.merge.com/Contact.aspx

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

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/155686/20170614MergeSchillerClient_Redacted.pdf
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11280
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11279
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11277
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11276
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11278
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11297
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11296
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11306
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11284
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11290
http://Attached
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[High Priority ] - A28860 : CellaVision— DI-60 Cell Image Analyzers: Bar-Code Error May Result in

Incorrect Order-ID
Medical Device Ongoing Action

Published: Thursday, Jduly 6, 2017

UMDNS Terms:
® Computer-Aided Detection Systems, Pathology Slide, Blood Cell Classification [24248]

Product Identifier:
[IDI-60 Cell Image Analyzers [Capital Equipment]
Part No. CC286297

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): Cellavision ABIdeon Science Park, SE-223 70, Lund, Sweden
Suggested Distribution: Clinical/Biomedical Engineering, Clinical Laboratory/Pathology, Information Technology

Problem:

OInaJdune 16, 2017, Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), CellaVision states
that the above analyzers may incorrectly attach the picture taken from slide 1 to the ERR barcode from slide 2, potentially indicating that the barcode
reader could not read the barcode from slide 2. CellaVision aso states that because of this problem, the user may assign an incorrect Order-1D (the
Order-1D belonging to slide 1) to slide 2. The manufacturer has not confirmed the information provided in the source material .

Action Needed:

Oldentify any affected product in your inventory. If you have affected product, verify that you have received the June 16, 2017, Field Safety Notice letter
from CellaVision. Do not use slides with barcodes starting with ERR, in accordance with the system's instructions for use (IFU) (PM-10832-01). To
reassign the correct Order-1D only to ERR-codesin the format ERRY'YYYMMDDhhmmss, look for barcodes starting with ERR in Order data dialog. A
Sysmex service technician will contact your facility to arrange to upgrade the installed software to CDM S version 5.0.2 or 6.0.2 on affected systems.
Inform 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:

Ann-Christin Johansson, CellaVision QA and regulatory specialist

Tel.: 46 (46) 4601607

E-mail: ann-christin.johansson@cellavision.se

CellaVvision technical service department

E-mail: service@cellavision.se

Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency[online]. CellaVision: DI-60 [online]. London: Department of Health;
2017 Jul 3 [cited 2017 Jul 6]. (Field safety notice; reference no. 2017/006/028/291/003). Available from Internet: Click here .

Comments:

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

Source(s):
e 2017 Jul 6. MHRA FSN. 2017/006/028/291/003 Downl oad
e 2017 Jul 6. MHRA FSN. FSCA-CV-2017-001 Download

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



mailto:ann-christin.johansson@cellavision.se

mailto:service@cellavision.se

http://www.cellavision.com/en/contact-us/submission/submission?frm=10

https://www.gov.uk/drug-device-alerts/field-safety-notice-26-to-30-june-2017

https://www.gov.uk/drug-device-alerts/field-safety-notice-26-to-30-june-2017

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

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/155898/202170603CellaVisionDI60MHRA2017006028291003.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/155899/20170616CellaVisionDI60FSCACV2017001MHRA.pdf
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[High Priority ] - A28849 : Hologic—Tomcat Instruments: Error Code May Occur; Clicking or Scraping
Sound May Occur While Processing Samples
Medical Device Ongoing Action

Published: Monday, July 3, 2017

UMDNS Terms:
® Automation Systems, Laboratory [18573]
® Robots, Sample Transport [18581]

Product Identifier:
Tomcat Instruments [Capital Equipment]
Product No. ASY-07379

Geographic Regions: (Impact in additional regions has not identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Hologic Inc250 Campus Dr, Marlborough, MA 01752, United States
Suggested Distribution: Clinical/Biomedical Engineering, Clinical Laboratory/Pathology

Problem: In aJune 27, 2017, Urgent Medical Device Recall Notification letter submitted by an ECRI Institute member hospital, Hologic states that
error code 18 ("Input container volume detected as too high" or " Sample exceeds max volume") may occur on the above instruments and/or the device
may make a clicking or scraping sound while processing samples. Hologic further states that customer reports associated with the error code indicate that
the input container volume was not too high. Hologic also states that the root cause of the problem is a software anomaly that can cause the sample
pipette tip position to offset slightly lower than normal. Hologic also states that this problem can occur during pipettor arm initialization if the instrument
Isjostled by an external source, or by the pipettor's own movement. Hologic states that it has received no reports of incorrect sample results associated
with this problem; however, if this problem occurs, sample tip contact with the mucous shelf may result in incorrect sample results because of sampletip
contamination or because of volume loss from the tip. Hologic states that the instrument does not produce any results; however, the potential incorrect
results could occur when samples are tested subsequent to sample processing on the Tomcat. The manufacturer has not confirmed the information
provided in the source material.

Action Needed:

Identify any affected systemsin your inventory. If you have affected systems, verify that you have received the June 27, 2017, Urgent Medical Device
Recall Notification letter and Customer Response Form from Hologic. Hologic will contact your facility to schedule a software update installation for
affected systems. If error code 18 is observed before updated software isinstalled, or a clicking or scraping sound is heard as the affected pipettor arm
moves across the mucous shelf, discontinue use of affected systems and contact the Hologic technical support department. A Hologic field representative
will contact your facility to prioritize the software update installation. Regardless of whether you have affected product, complete the Recall Response
Form and return it to Hologic using the information on the form.

For Further Information:

Hologic technical support department

Tel.: (888) 484-4747 or (858) 410-0511

E-mail: molecularsupport@hologic.com

Website: Click here

Comments:

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

Source(s):
e 2017 Jun 29. Member Hospital. June 27, 2017 Hologic letter submitted by ECRI Institute member hospitals (includes reply form) Download
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[High Priority ] - A28854 : BD—11 G Elcam Medical VersaSafe Plastic Cannulae: Blister Packaging

May Be Punctured, Potentially Leading to Contamination
Medical Device Ongoing Action

Published: Thursday, Jduly 6, 2017

UMDNS Terms:
® |ntravenous Line Connectors [17501]

Product Identifier:

11 G Elcam Medica VersaSafe Plastic Cannulae [Consumable]

Catalog No. 9391-0200; Lot Nos.: 1470303001, 1470303002, 1470304601, 1470306602, 1470306301, 1470306602, 1470311301, 1470306301,
1470311302, 1470314801, 1570314802, 1570317701, 1570317702, 1570317703, 1570317704, 1570322001, 1660771501

Geographic Regions: Austrdia, Japan, New Zealand, U.S.
Manufacturer(s): CareFusion Alaris10020 Pecific Mesa Blvd, San Diego, CA 92121, United States

Suggested Distribution: Anesthesia, Critical Care, Emergency/Outpatient Services, Infection Control, Nursing, OR/Surgery, Home Care, Pain
Clinic, IV Therapy, Materials Management

Problem:
OInaJune 2017 Urgent Medical Device Recall Notification letter, BD states that that the blister packaging of the above cannulae may be punctured,
potentially leading to contamination. BD also states that it has received no reports of serious injury or death related to this problem.

Action Needed:

Oldentify and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the June 2017
Urgent Medical Device Recall Notification letter and Customer Response Card from BD. Complete the Customer Response Card, including your
distributor's name and quantities of product to be returned, and return it to BD using the instructions on the form. Upon receipt of the form, BD will
provide your facility with instructions for product return and replacement. All affected product should be returned directly to the distributor from whom it
was purchased. Y ou will receive your return goods processed through your distributor if you purchased affected product through a distributor. U.S.
customers should report serious adverse events or product quality problems relating to the use of affected product to FDA's MedWatch Adverse Event
Reporting program by telephone at (800) 332-1088; by fax at (800) 332-0178; by mail (using postage-paid FDA Form 3500, available here) at Food and
Drug Administration, HF-2, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website .

For Further Information:

For recall-related inquiries:

BD support center

Tel.: (888) 562-6018, 7 am. to 4 p.m. Pecific time, Monday through Friday

For adverse event reports:

BD customer advocacy department

Tel.: (888) 812-3266

E-mall: customerfeedback @carefusion.com

For technical inquiries:

BD technical support department

Tel.: (888) 812-3229, 6 am. to 5 p.m. Pacific time, Monday through Friday

Website: Click here

Comments:

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

Source(s):
e 2017 Jun 30. Manufacturer. BD letter Download
e 2017 Jun 30. Manufacturer. Attachment A Download

e 2017 Jul 6. Manufacturer. Manufacturer confirmed information
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[High Priority ] - A28816 01 : *Teleflex—Arrow Pressure-Injectable PICC Kits: Packaging May Contain

Incorrect Size Sheath [Update]
Medical Device Ongoing Action

Published: Thursday, July 6, 2017
Last Updated: Friday, July 7, 2017

UMDNS Terms:
® Catheters, Vascular, Infusion, Central Venous, Peripherally-Inserted [18017]

Product Identifier:
Arrow Pressure | njectable Peripherally Inserted Central Catheters (PICCs) Kits [Consumable]

Product Nos.: Lot Nos.:

ASK-04001-DU10 23F16M0017

CDA-35041-

HPK1A 23F16M0263

CDC-34041-VPS  23F16K0055

CDC-35541-VPS  23F16L0021

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), Canada, U.S.
Manufacturer(s): Arrow Internaional Inc, a Teleflex company2400 Bernville Rd, Reading, PA 19605, United States

Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Critical Care, OR/Surgery, Diagnostic Imaging, IV Therapy, Materias
Management

Summary:

OThis alert provides new information regarding Alert A28816 based on aJune 1, 2017, Teleflex Urgent Medical Device Recall letter submitted by an
ECRI Institute member hospital. New information is provided in the Product |dentifier, Geographic Regions, Problem, and Action Needed fields.
Problem:

InaJune 1, 2017, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Teleflex states that the packaging of the above
products may contain 5 Fr peel-away sheaths instead of the correct 4 Fr peel-away sheaths. Teleflex also states that using a5 Fr peel-away sheath instead
of the correct 4 Fr peel-away sheath may cause excessive bleeding after insertion. The manufacturer 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 1,
2017, Urgent Medical Device Recall letter and First Recall Acknowledgment Form from Teleflex. Complete the First Recall Acknowledgment Form, and
return it to Teleflex, Attn: Customer Service, by fax at (855) 419-8507 or by e-mail at recalls@teleflex.com . Upon receipt of the completed form, a
Teleflex customer service representative will contact your facility to provide a return goods authorization (RGA) number and instructions for product
return.

For Further Information:

Teleflex customer service department

Tel.: (866) 246-6990

Comments:

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

Source(s):
e 2017 Jun 26. Health Canada Recall Listings. Type Il. RA-63692 Download
e 2017 Jul 7. Member Hospital. Teleflex letter submitted by an ECRI Institute member hospital Download
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[High Priority ] - A28875 : Cardinal Health/International Medsurg Connection—Various Sterile

Conventional Syringes and Needles: Sterility May Be Compromised
Medical Device Ongoing Action

Published: Thursday, July 6, 2017
Last Updated: Monday, July 10, 2017

UMDNS Terms:
® Syringes [13929]
® Syringes, Bulb [20311]
® Needles [12729]
® Needles, Injection [20199]

Product Identifier:

International Medsurg

Connection Sterile

Conventional Syringe  Cardinal

and Needle Productsin  Catalog Nos.:
Cardinal Health Private

Label Packaging:
SYRINGE BULB 60cc
case

NEEDLE 16GX 1.51N
BEVEL, 100 per box, 50 N3601615
boxes/case, 5000/CASE

NEEDLE 18GX1IN

DSP REG BEVEL, 100 N3601810
per box, 50 boxes/case,

COANNIC A O

NEEDLE 18GX15IN

REG BEVEL, 100 per  N3601815
box, 50 boxes/case, 5

faYalaV/aY Wal =i

NEEDLE 19GX1.0 IN

BD YALE DISP RG,

100 per box, 50 N3601910
boxes/case, 5000/CASE

NEEDLE 19GX15IN

BD YALEDISPRG, 10

0 per box, 50 boxes/case N3601915
5000/CASE

NEEDLE 20GX1.0IN
REG BEVEL, 100 per  N3602010
box, 50 boxes/case,

ConnIC A o

NEEDLE 20GX1.5IN
BD YALE DISP RG,
100 per box, 50
boxes/case, 5000/CASE

NEEDLE 21GX1.0IN

REG BEVEL, 100 per  N3602110
box, 50 boxes/case,

CONNICA O

NEEDLE 21GX1.5IN

DISP, 100 per box, 50  N36021 15
boxes/case, 5000/CASE

NEEDLE 22GX1 .0 IN

REG BEVEL, 100 per  N3602210
box, 50 boxes/case,

CONOICA O

NEEDLE 22GX1 51N

REG BEVEL, 100 per  N3602215
box, 50 boxes/case, 5000

' 46227

N3602015

NEEDLE 23GXL0 TN
REG BEVEL, 100 per  N3602310
box, 50 boxes/case,

CONNICA O

NEEDLE 25GX1 .0 IN

REG BEVEL, 100 per  N3602510
box, 50 boxes/case,

NEEDLE 256X 151N
REG BEVEL, 100 per  N3602515
box, 50 boxes/case,

CONNICNA O

NEEDLE 25GX5/8 IN R

EG BEVEL, 100 per N3602558
box, 50 boxes/case,

5000/CASE
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NEEDLE 27GX0.5IN
BEVEL, 100 per box, 50 N3602705
boxes/case, 5000/CASE

NEEDLE 27GX1 .0 IN
HY PO, 100 per box, 50 N3602710
boxes/case, 5000/CASE

NEEDLE 27GX1 .5IN
HYPODERMIC, 100 per

box, 50 boxes/case, N3602715
5000/CASE

NEEDLE 30GX0 .5IN
BEVEL, 100 per box, 50 N3603005
boxes/case, 5000/CASE

NEEDLE 30GX1.0IN
HY PO, 100 per box, 50 N3603010
boxes/case, 5000/CASE

SYRINGE/NEEDLE
1CC TB 25GX5/8, 100  SN0012558
per box, 30 boxes/case,

SYRINGE/NEEDLE
1CC TB 27GX0.5, 100  SN0012705
per box, 30 boxes/case,

SYRINGEINEEDLE IC
C TB 28GX0.5, 100 per  SN0012805
box, 30 boxes/case,

&YRINGEINEEDLE 3C
CLIL 20GX 1.0, 100 pe SN0032010
r box, 24 boxes/case,

S RINEETNEEDLE 3
CCLIL 20GX 15,100 SN0032015
per box, 24 boxes/case,

SYRINGEINEEDLE 3C
CLIL 21GX1.0, 100 per SN0032110
box, 24 boxes/case,

S RINGENEEDLE3C
CLIL 21GX1.5, 100 per SN0032115
box, 24 boxes/case,

SYRINGEINEEDLE 3C
CLIL 22GX 1.0, 100 pe SN0032210
r box, 24 boxes/case,

S RINGEINEEDLE3C
CLIL 22GX 1.25, 100 p SN00322125
er box, 24 boxes/case,

SYRINGEINEEDLE 3C
CLIL 22GX1.5, 100 pe SN0032215
r box, 24 boxes/case,

S RINGENEEDLE3C
CLIL 23GX 10,100  SN0032310
per box, 24 boxes/case,

SYRINGEINEEDLE 3C
CLIL 25GX 1.0, 100 pe SN0032510
r box, 24 boxes/case,

S RINGENEEDLE
3CCLIL 25GX5/8, 100 SN0032558
per box, 24 boxes/case,

SYRINGEINEEDLE 5C
CLIL 20GX 1.0, 100 pe SN0052010
r box, 15 boxes/case,

SYRINGENEEDLE
5CC LIL 20GX15, 100 SN0052015
box, 15 boxes/case,

SYRINGEINEEDLE 5C
CLIL 21GX 1.0, 100 pe SN0052110
r box, 15 boxes/case,

SYRINGE/NEEDLE
5CCLIL 21GX1.5,100 SN0052115
per box, 15 boxes/case,

SYRINGE/INEEDLE
5CC LIL 22GX1.0, 100 SN0052210
per box, 15 boxes/case,

1C0NL

SYRINGE/NEEDLE SN0052215
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5CCLIL 22GX1 .5, 100
per box, 15 boxes/case,
1500/case

SYRINGE/NEEDLE
10CCLIL 20GX1.0,  SN0102010
100 per box, 10

SYRINGENEEDIE
10CCLIL 20GX1.5,10 SN0102015
0 per box, 10 boxes/case,

Y RINGE/NEEDLE
10CC LIL 21GX1.0, 100 SN0102110
per box, 10 boxes/case,

SYRINGE/NEEDLE
10CC LIL 21GX1.5, 100 SN0102115
per box, 10 boxes/case,

SYRINGENEEDLE
10CCLIL 22GX1.0,  SN0102210
100 per box, 10

Y RINGENEEDLE
10CC LIL 22GX1.5, 100 SN0102215
per box, 10 boxes/case,

SYRINGEICCLIS, 10
0 per box, 40 boxes/case SY35001LS
4000/case

SYRINGE 3CC UL, 100
per box, 30 boxes/case, SY35003LL
3000/case

SYRINGE 3CC US, 100
per box, 30 boxes/case, SY35003LS
3000/case

SYRINGE 5CC UL, 100
per box, 20 boxes/case, SY 35005LL
2000/case

SYRINGE 5CC US, 100
per box, 20 boxes/case, SY35005LS
2000/case

SYRINGE 10CC UL, 10
0 per box, 12 boxes/case SY 35010LL
1200/case

SYRINGE 10CC US, 10
0 per box, 12 boxes/case SY35010LS
1200/case

SYRINGE 20CC UL, 10
0 per box, 9 boxes/case, SY 35020LL
900/case

SYRINGE 20CC US, 10
0 per box, 9 boxes/case, SY35020LS
900/case

SYRINGE 30CC UL, 50
per box, 9 boxes/case,  SY35030LL
450/case

SYRINGE 30CC LIS, 5
0 per box, 9 boxes/case, SY35030LS
450/case

SYRINGE 60CC UL, 5
0 per box, 8 boxes/case, SY 35060LL
400/case

SYRINGE 60CC US, 50

ger box, 8 l?Oj(eS/CGSE SY35060LS

B-X, 12-7060-X, 12-7119-X, 12-7144-x, 12-7177-X, 12-7208-x, 12-7258-x, 12-7259-x, 12-7324-X, 12-7325-X, 12-

7363-X, 12- 7391 -X, 12- 7412 -X, 12 7463 -X, 12-7469-X, 12-7472-X, 12-7499-X, 13-6780-x, 13-7538-x, 13-7560-x, 13-7581-X, 13-7648-X, 13-7667-X, 13-
7702-x, 13-7704-x, 13-7719-X, 13-7733-X, 13-7761-X, 13-7841-X, 13-7920-X, 13-7950-x, 13-7966-x, 13-7988-x, 13-8006-X, 13-8032-X, 13-8039-X, 13-
8082-x, 13-8083-x, 13-8084-x, 13-8143-X, 13-8144-x, 13-8145-x, 13-8149-x, 13-8184-x, 13-8185-X, 13-8189-X, 13-8272-X, 14-8327-X, 14-8335-X, 14-
8354-x, 14-8385-x, 14-8386-x, 14-8396-x, 14-8440-x, 14-8441-x, 14-8442-x, 14-8457-x, 14-8509-x, 14-8512-x, 14-8513-, 14-8540-x, 14-8541-x, 14-
8542-x, 14-8583-x, 14-8628-x, 14-8631-x, 14-8696-x, 14-8737-x, 14-8794-x, 14-8807-x, 14-8829-x, 14-8863-x, 14-8951-x, 14-9015-, 14-9035-x, 14-
9064-x, 14-9081-x, 15-0113-x, 15-9333-x, 15-9350-x, 15-9351-x, 15-9364-x, 15-9377-X, 15-9442-X, 15-9447-X, 15-9492-X, 15-9550-x, 15-9587-x, 15-
9605-X, 15-9630-X, 15-9638-x, 15-9639-x, 15-9716-x, 15-9723-X, 15-9759-X, 15-9797-X, 15-9805-X, 15-9860-X, 15-9873-X, 15-9876-X, 15-9963-X, 16-
0366-X, 16-0399-x, 16-0439-X, 16-0441-X, 16-0473-x, 16-0527-x, 16-0624-X, 16-0632-X, 16-0655-X, 16-0736-X, 16-0783-X, 16-0839-X, 16-0904-X, 16-
0969-x, 16-1005-, 16-1023-X, 16-1040-X, 16-1053-X, 16-1054-x, 16-1055-, 16-1079-x, 16-1101-X, 16-1102-X, 16-1153-X, 16-1165-X, 17-1443-X, 17-
1492-x, 17-1527-X, 17-1535-X, 17-1557-X, 17-1562-X, 17-1575-x, 17-1609-x, 17-1613-x, 17-1617-X, 17-1624-X, 17-1637-X, 17-1691-X, 17-1715-X,

17-1791-x
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Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.

Distributor(s): ® Cardinal Health Medical Products & amp; Services Group1450 Waukegan Rd, McGaw Park, IL 60085-3975, United States

Manufacturer(s): International Medsurg Connection Inc #F, 935 Plum Grove Rd, Schaumburg, IL, 60173, United States
Cardinal Health Medical Products & Services Group Hospital Supply/Scientific Products1450 Waukegan Rd, McGaw Park, IL 60085-3975,
Cardinal Health 7000 Cardinal Pl, Dublin, OH 43017,

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

Problem:

OlnaJdune 29, 2017, Urgent Device Recall letter submitted by ECRI Institute member hospitals, Cardinal Health states that International Medsurg
Connection initiated arecall of the above syringes and needles because their sterility may be compromised. International Medsurg

Connection initiated the recall by Urgent Medical Device Recall letter dated June 23, 2017. International Medsurg Connection states that it has received
no reports of injury or death related to this problem. The manufacturer has not confirmed the information provided in the source material .

Action Needed:

Identify, isolate, and discontinue any affected product in your inventory. If you have affected product, verify that you have received the June 29, 2017,
Urgent Device Recall letter, copy of the International Medsurg Connection June 23, 2017, Urgent Medical Device Recall |etter, and acknowledgment
form from Cardinal Health. Products in shipping cases, including partial cases, may be returned. Remaining |oose and opened cartons may be destroyed.
Regardless of whether you have affected product, complete the acknowledgment form, and return it to Cardinal Health using the instructions on the form.
To arrange for product return and credit, contact the Cardinal Health customer service department by telephone at (800) 964-5227, (U.S. hospital
customers), (800) 444-1166, (federal government), (800) 635-6021, (distributors), or (888) 444-5440 (all other customers). U.S. customers should report
adverse events or product quality problems relating to the use of affected product to FDA’s MedWatch Adverse Event Reporting program by telephone at
(800) 332-1088; by fax at (800) 332-0178; by mail (using postage-paid FDA Form 3500, available here) at Food and Drug Administration, HF-2, 5600
Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website . Notify all 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.

For Further Information:

Cardinal Health

Tel.: (800) 292-9332

Website: Click here

International Medsurg Connection

Tel.: (847) 619-9226, 9 am. to 4 p.m. Central time, Monday through Friday

Website: Click here

Comments:

e [0Thisalert isaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determinethat it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

Source(s):

e 2017 Jul 6. Member Hospital. June 23, 2017, International Medsurg Connection letter submitted by an ECRI Institute member
hospital Download

e 2017 Jul 6. Member Hospital. June 29, 2017, Cardina Health letter submitted by an ECRI Institute member hospital Download
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[High Priority ] - A28885 : Terumo—Over-Pressure Safety Valves: May Not Allow Flow through
Duckbill Valve, Potentially Resulting in Distension of the Ventricle
Medical Device Ongoing Action

Published: Thursday, Jduly 6, 2017
UMDNS Terms:

® Surgical Packs[13887]
® Valves, Unidirectional Flow, Heart-Lung Bypass [18018]

Product Identifier:

Over-Pressure Safety Catalog : . PR .

(OPS) (Vent) Valves: NOS.: Lot/Serial Nos.: Distribution Dates:
Contained in

Cardiovascular Kits LN130B  RGO2 through VF30  June 2014 through May 2017
Single, Sterile LH130 RG16 through VG22  June 2014 through June 2017

[Consumable]

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of posting), U.S.
Manufacturer(s): Terumo Medical Corp2101 Cottontail Ln, Somerset, NJ 08873, United States

Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, OR/Surgery, Perfusion, Materials Management

Problem: InaJdune 27, 2017, Urgent Safety Alert letter submitted by ECRI Institute member hospitals, Terumo states that it has received reports of no
flow through the above valves. No flow through the duckbill valve within the above valves would prevent the ability to vent blood from the left ventricle,
potentially resulting in distension of the ventricle. Prolonged distension may result in severe ventricular dysfunction. Terumo also states that it has
received no reports of patient injury related to this problem. The manufacturer has not confirmed the information provided in the source material.

Action Needed: Identify any affected product in your inventory. If you have affected product, verify that you have received the June 27, 2017, Urgent
Safety Alert letter and Customer Response Form from Terumo. Terumo recommends that you test the valve in the tubing pack before use to ensure flow
through the valve by doing the following:

o Place the sterile end of the tubing with the affected OPS valve in abasin of fluid on the sterile field and initiate pump flow to ensure flow
through the valve.

e |f nofluid flow is evident through the duckbill valve after the test, maintain the tubing in the basin and place gloved fingers over the positive
and negative umbrellarelief valves (see the diagram in the letter ). Turn on the roller pump at approximately 500 mL/minute and allow up
to 30 seconds to create negative pressure on the duckbill valve to initiate fluid flow through the device. Once the duckbill is opened, it will
operate as intended. Turn off the roller pump.

e |f flow isstill not observed, Terumo recommends that you remove the valve and replace it with asingle, sterile OPS vave. Return the
defective valve to Terumo.

e |f you do not have asingle, sterile OPS valve available, open anew cardiovascular procedure kit and use the line and OPS from that kit.

Compl ete the Customer Response Form, and return it to Terumo using the instructions on the form. Inform 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. U.S. customers should
report serious adverse events or product quality problems relating to the use of affected product to FDA’s MedWatch Adverse Event Reporting program
by telephone at (800) 332-1088; by fax at (800) 332-0178; by mail (using postage-paid FDA Form 3500, available here) at Food and Drug
Administration, HF-2, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website .

For Further Information:

Terumo CV'S customer service department

Tel.: (800) 521-2818, 8 am. to 6 p.m. Eastern Time, Monday through Friday

E-mail: TCV SCustomerResponseEl kton@terumomedical.com

Website: Click here

Comments:

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

Source(s):

e 2017 Jul 5. Member Hospital. Terumo letter submitted by ECRI Institute member hospital. Terumo reference no.
1124841-06/25/2017-001-C Download
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[High Priority ] - A28843 : CONMED—STAT 2 IV Gravity Flow Controllers and Extension Sets: May

Exhibit Inaccurate or Inconsistent Flow Rates
Medical Device Ongoing Action

Published: Wednesday, June 28, 2017
Last Updated: Thursday, June 29, 2017

UMDNS Terms:
® Fowmeters, Intravenous Infusion Rate [24785]
® |ntravenous Extension Tubing Kits [12170]

Product Identifier:

0

STAT 2 IV Gravity Flow Controller Products: El%tsa!og Lot Nos.:

12-Inch Extension Set S2-12 120427X through 201703134
12-Inch Needle-Free Extension Set S2-12N  120427X through 201704124
13-Inch Secondary Set, 20 Drops/mL S2-20 MD 120427X through 201701024
84-Inch Needle-Free Primary

Administration Set, 20 Drops/mL S2V-20 N 120427X through 201611074
84-Inch Needle-Free Primary S2V-60 N 120427X through 201702134

Administration Set, 60 Drops/mL

84-Inch Primary Administration Set, 20 S2V-20  120427X through 201704074

Drops/mL

84-Inch Primary Administration Set, 60

Drops/mL S2V-60  120427X through 201703164
1.V. Controllers S2 120427X through 201702014

[Consumable]
Units manufactured between April 27, 2012, and April 12, 2017

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): CONMED Corp525 French Rd, Utica, NY 13502, United States
Suggested Distribution: Critical Care, Emergency/Outpatient Services, Nursing, OR/Surgery, Home Care, 1V Therapy, Materials Management

Problem:

In aJune 16, 2017, Urgent Device Recall |etter submitted by an ECRI Institute member hospital, CONMED states that the above devices may have been
assembled with an incorrectly-dimensioned supplier component, potentially causing the device to exhibit inaccurate or inconsistent flow rates. If the
device is unable to regulate flow, as set and confirmed by the attending medical staff, and the delivery of essential medications or treatment is dependent
on the device's function, this problem may result in patient injury. CONMED al so states that it has received reports of this problem occurring; however,
CONMED states that it has received no reports of patient illness or injury related to this problem. The manufacturer and distributor have not confirmed
the information provided in the source material.

Action Needed:

Oldentify and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the June 16,

2017, Urgent Device Recdll letter and Business Reply Form from CONMED. Regardless of whether you have affected product, complete the Business
Reply Form and return it to CONMED using the instructions in the letter. Return unused affected product to CONMED, along with a completed copy of
the Business Reply Form, to CONMED, Attn: Ed Kovac, at the above address using the UPS account number in the letter. Inform 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:
CONMED field action support team
Tel.: (800) 448-6506

E-mail: stat2@conmed.com
Website: Click here

Comments:

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

Source(s):
e 2017 Jun 27. Member Hospital. CONMED letter submitted by ECRI Institute member hospital (includes reply form) Download
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