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Dear,
SBED team is pleased to inform you that 29 new FSCA/recalls posted on SFDA website
(Please note: below list of FSCA/ recalls for the period of 5/28/2018 to 6/3/2018

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 I : High Risk, Class Il : Medium Risk and Class Ill: 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

Hospital Name

Anaesthetic and respiratory devices

New Branded Resuscitator Bags 6/3/2018 Medline Industries Inc.... Ikar Establishment 2  ttache



http://www.sfda.gov.sa
http://Attached
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[High Priority ] - A30712 : Medline—SunMed Medline-Branded Resuscitator Bags: Patient Port May

Detach during Use
Medical Device Ongoing Action

Published: Wednesday, May 30, 2018
Last Updated: Thursday, May 31, 2018

UMDNS Terms:

® Resuscitators, Pulmonary, Manual [13367]
Product Identifier:

[Consumable]
Product ll\'ileen(i“l\rl]g Industries Inc Lot No. Manufacture Date
Resuscitator Bags CPRM1116 313058, 313060, 313125, 2018 Jan 23
313173, 313297, 313298,
313516, 313588, 313589,
313714, 313715, 313774
CPRM1116F 313238 2018 Jan 23
CPRM1116FC 313239, 313444 2018 Jan 23
CPRM116P 313545 2018 Jan 23
CPRM1116PC 313235 2018 Jan 23
CPRM1116PD5 313049, 313326, 313436 2018 Jan 23
CPRM1116WM 313499 2018 Jan 23
CPRM1126 313176, 313546, 313717, 2018 Jan 23
313772
CPRM1126C 313080, 313193, 313321, 2018 Jan 23
313437
CPRM1126F 313471, 313627, 313696 2018 Jan 23
CPRM1126FL 313363, 313738 2018 Jan 23
CPRM1126FP 313031, 313093, 313190, 2018 Jan 23
313272, 313323, 313355,
313739
CPRM1126FPC 313315 2018 Jan 23
CPRM1126P 313502, 313741 2018 Jan 23

Geographic Regions: OO(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): SunMed2710 Northridge Dr NW Suite A, Grand Rapids, M| 49544, United States
Medline Industries IncOne Medline PI, Mundelein, IL 60060, United States

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

Problem:

OInaMay 25, 2018, Sub-Recall Immediate Action Required letter submitted by an ECRI Institute member hospital, Medline initiated a subrecall of the
above resuscitator bags, which were recalled by SunMed because the patient port retaining ring may not fully seat, potentially allowing the patient port to
detach during use; bags from the affected |ots may not deliver air through the elbow to the patient, potentially resulting in adelay in treatment. The
distributor 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 May 25, 2018, Sub-Recall
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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
send return labels, if applicable, to your facility for product return. Return affected product to Medline using the return labels. Upon receipt of affected
product, Medline will provide your facility with credit. 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:

Medline

Tel.: (866) 359-1704

Website: Click here

Comments:

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

Source(s):
e 2018 May 29. Member Hospital. Medline Reference No. R-18-080 (includes reply form) Download
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https://www.medline.com/pages/about-us/contact-us/

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/174080/20180525MedlineSunMedResuscitatorBagsClient.pdf



AFHajlan
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New Dynarex CGA870 All Brass Oxygen 5/31/2018 Dynarex Corporation arabianbalsam 2 https
RegulatorAll Brass 025 LPM, Barb & 2DISS ://nc
Outlet
# Update ETCO2 OxyMask Oxygen Masks 5/28/2018 Southmedic Inc Healthcare Systems Trading Est. 2  ttache
New PARI NaCl Inhalation Solution (NaCl 0,9 %, 5/30/2018 PARI electronic technicains est FSN  https
lot 052C)

Dental devices

New Respire Pink Hard/Soft 5/31/2018 Respire Medical N/A 2  A/Ca\

Diagnostic and therapeutic radiation devices

# New EMU40/EMUA40EX Breakout Boxes 6/3/2018 Natus Medical Inc. Saudi Health Services Co. Ltd. 2 ttache

# New Panasonic Toughbook CF-C2 and CF-SX 6/3/2018 KONICA MINOLTA, INC Ahmed Abdulwahed Trading Co 2 Attac

Laptops
New Siemens Biograph Horizon 5/29/2018 @ Siemens Medical Solutions Siemens Medical Solutions 2 A/Ca\
# New Various CT and PET Systems 6/3/2018 GE Healthcare GE Healthcare 2 ttache
# New  Vectris SureScan and Vectris Trial Screening  6/3/2018 Medtronic SA Medtronic Saudi Arabia 2 Attac
Lead Kits

Electro mechanical medical devices


https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12700
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12684
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12702
http://Attached
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12692
http://Attached
http://Attached
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[High Priority ] - A30096 02 : * Southmedic—ETCO2
OxyMask Oxygen Masks: CO2 Diffuser May Be Loose or Missing [Update]
Medical Device Ongoing Action

Published: Tuesday, May 22, 2018
Last Updated: Thursday, May 24, 2018

UMDNS Terms:

® Masks, Air-Oxygen [12448]
Product Identifier:

[Consumable]

Southmedic Inc

Product Part No. Lot No.

ETCO2 OxyMask Oxygen Masks OK-2125-8 W39852, W40051
OK-2125-8SLM W36957, W39164, W39695, W41454
OM-2125-14 W36512
OM-2125-14SLM W35876, W39251, W40873
OM-2125-8 W36432, W37099, W37605, W37742,

W37743, W38477, W38641, W39023,
W39850, W40056, W40056, W40161,
W40161, W40162, W40162, W40317,
WA40317, W40556, WA40556, W40645,
W40645, W40668, W40668

OM-2125-8SLM W36956, W37342, W37488, W37899,
W38700, W38905, W39252, W39545,
W39546

OP-2125-14 W37273, W39697

OP-2125-8 W37031, W38190, W39851

OP-2125-8SLM W37901, W38692, W39253, W41447

Geographic Regions: Canada, Europe, U.S.
Manufacturer(s): Southmedic Inc50 Alliance Blvd, Barrie, ON L4M 5K 3, Canada

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

Summary:

OUpdate Reason: New product numbers. This Alert provides new information based on FDA source material regarding Alert A30096 . FDA states that
the manufacturer initiated arecall on October 17, 2017. New part and lot numbers are provided in the Product Identifier field. For previously listed
product, see Alert A30096 .

Problem:

In aFebruary 14, 2018, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA) and the
German Federal Institute for Drugs and Medical Devices (BfArM), Southmedic states that above oxygen masks may have loose or missing CO2
diffusers, potentially resulting in a nonfunctioning mask.

Action Needed:

The following actions are those listed in Alert A30096 . Identify, isolate, and destroy any affected product in your inventory. If you have affected
product, verify that you have received the February 14, 2018, Urgent Field Safety Notice |etter, Voluntary Recall Notification Form, and Certificate of
Destruction form from Southmedic. Complete the Voluntary Recall Notification Form, and return it to Southmedic using the information on the form.
Once you destroy affected product, complete the Certificate of Destruction form and return it to Southmedic. Inform 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:

For questions regarding product disposition:

Genna Woodrow, Southmedic customer service department

Tel: (800) 463-7146, ext. 307

E-mail: gwoodrow@southemedic.com

For regulatory questions:

Tish Whitehead, Southmedic vice president of quality affairs

Tel.: (800) 463-7146, ext. 342

E-mail: O tanger@southmedic.com

Website: Click here
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References:

e Germany. Federd Institute for Drugs and Medical Devices. Urgent field safety notice for EtCO2 OxyMask by Southmedic, Inc. [online].
2018 Feb 20 [cited 2018 Feb 26]. Available from Internet: Click here.

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Southmedic: EtCO2 OxyMask [online]. London: Department of
Health; 2018 Feb 26 [cited 2018 Feb 26]. (Field safety notice; reference no. 2018/002/019/478/007). Available from Internet: Click here.

e United States. FDA Enforcement Rep. Event ID: 78568 [online]. 2018 Apr 11 [cited 2018 May 21]. Available from Internet: Click here.

Comments:
e For aertsregarding similar products distributed by Vyaire and Cardinal Health, see Alerts A29519 and A29519 01 .

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

Source(s):
e 2018 May 21. FDA Enforcement Report. Class 1. Z-1288-2018 Download
e 2018 May 22. Manufacturer. Manufacturer confirmed information
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[High Priority ] - A30690 : Natus—EMU40/EMU40EX Breakout Boxes: Degradation of Internal

Electronic Component May Occur If Expected Product Lifespan Is Exceeded
Medical Device Ongoing Action

Published: Thursday, May 31, 2018

UMDNS Terms:

® Electric Signal Amplifiers, Biosignal, Brain [36486]
Product Identifier:
[Capital Equipment] For alist of affected serial numbers, see the letter sent to your facility.

Natus Medical Incorporated DBA Excel-Tech

Product Ltd (XITek) Distribution Date
Model
Breakout Boxes EMU40, EMU40EX <=2011 Aug 31

Geographic Regions: O(Impact in specific regions has not been identified or ruled out at the time of this posting), Worldwide
Manufacturer(s): Natus Medical Incorporated DBA Excel-Tech Ltd (XI1Tek) 2568 Bristol Circle, Oakville, ON L6H 551, Canada

Suggested Distribution: Clinical/Biomedical Engineering, Critical Care, Nursing, Pulmonology/Respiratory Therapy, Home Care, Neurology,
Sleep Laboratory

Problem:

OInan Advisory Notification |etter posted by the German Federal Institute for Drugs and Medical Devices (BfArM), Natus states that an internal
electronic component on the above product may fail when the product exceeds its expected lifespan of seven years. Natus also states that in some cases,
this problem may cause blackening of breakout box enclosure, smoke, and burning smells; however, Natus has received no reports of patient harm
associated with this problem.

Action Needed:

Oldentify any affected amplifiersin your inventory. For alist of affected serial numbers, see the letter sent to your facility. If you have

affected amplifiers, verify that you have received the Advisory Notification letter and Verification Form from Natus. Complete the Verification Form,
and return it to Natus using the instructions on the form. If affected product exhibits any of the above signs of degradation, discontinue use of the product
and contact Natus for replacement product. 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:

Natus

Website: Click here

References:

e Germany. Federal Ingtitute for Drugs and Medical Devices. Urgent field safety notice for EMUA40 by Natus Medical Incorporated DBA
Excel-Tech Ltd. (XLTEK) [online]. 2018 May 24 [cited 2018 May 31]. Available from Internet: 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 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 2018 May 31. BfArM (Germany). 05857/18 Download

e 2018 May 31. BfArM (Germany). April 24, 2018, Natus letter (includes reply form) Download

e 2018 May 31. Member Hospital. Natus letter submitted by an ECRI Institute member hospital (includes reply form) Download
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[High Priority ] - A30679 : Konica Minolta—Panasonic Toughbook CF-C2 and CF-SX Laptops:

Battery Pack May Ignite
Medical Device Ongoing Action

Published: Friday, May 25, 2018
Last Updated: Thursday, May 31, 2018

UMDNS Terms:
® Batteries[16640]

® Computers, Personal, Laptop [21949]
Product Identifier:
[Capital Equipment]

Panasonic Corp North America
Product Model Model No.
Laptops Toughbook CF-C2
CF-SX

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

Distributor(s): ® KonicaMinoltaMedica Imaging Inc411 Newark Pompton Tpk, Wayne, NJ 07470, United States
Manufacturer(s): Panasonic Corp North America 2 Riverfront Plaza, Newark, NJ 07102, United States
Suggested Distribution: Clinical/Biomedical Engineering, Information Technology

Problem:

InaMay 3, 2018, Important Product Recall Information letter submitted by an ECRI Institute member hospital, Konica Minolta states that it has received
reports of the battery packsin the above laptops igniting, potentially causing afire. Konica Minolta also states that the root cause is contamination from a
degraded battery. Konica Minolta further states that batteries that ignited in the reported instances had been in use for long periods. In areport to Konica

Minolta, Panasonic states that it has received no reports of human injury as aresult of this problem. The manufacturer and distributor have not confirmed
the information provided in the source material.

Action Needed:

Identify any affected laptops in your inventory. O1f you have affected laptops, verify that you have received the May 3, 2018, Important Product Recall
Information letter from Konica Minolta and a copy of the Panasonic March 28, 2018, Urgent Mandatory Safety Bulletin letter. Panasonic is developing a
software update that will correct the problem. Until the update is complete, users can make a change to the "ECO/High Temp mode" Basic | nput/Output
System (BIOS) setting, which will limit the charging capacity of the laptop battery to 80%, preventing increasesin internal battery pressure and lowering
therisk of ignition. There are two options for updating the BIOS settings:

e Update the BIOS environmental setting using the utility tool:
e Download the BIOS tility tool from the Panasonic website .
e | oad the utility tool onto the CF-C2 desktop.
e Double-click to run batch file ChgCtrlUty.bat.
e Optional tool: If Integrated Portable, an external keyboard may be required.
e Visitthe KM University website for video instructions.

e Manual change to the BIOS environmental setting (Note: for Integrated Portable, an external keyboard will be required):

o |f the power ison, turn the power off and restart before following instructions.

e Upon boot-up, at the Panasonic splash screen, continuously hit the F2 key on the keyboard to access the BIOS.
e Go to the MAIN tab associated with the BIOS setting.
o Select the ENVIRONMENT Current Status setting.
e Ensure HIGH TEMPERATURE is selected. Otherwise, change this setting to high and click ENTER.
e Gotothe EXIT tab associated with the BIOS setting.
e Select SAVE VALUES AND REBOOT and hit ENTER on the keyboard.
o A SAVE VALUES prompt will appear. Select YES and hit ENTER.

Konica Minoltafield engineers will perform the interim maintenance on all devices they service for regular maintenance. An authorized Konica Minolta
service engineer will contact your facility to schedule the update. If battery ignition occurs, follow the typical operation of fire management as mandated
inyour facility. Extinguish thefire or call the appropriate personnel. If ignition occurs, the laptop should not be used. Contact Konica Minoltafor a
replacement.

For Further Information:

Konica Minoltatechnical support

Tel.: (800) 945-0456

E-mail: Technical Call Center@gcp.konicaminolta.com

Website: Click here

Panasonic

©2018 ECRI Ingtitute
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Tel.: (844) 633-1030
E-mail: Toughbook_Tech_Support@us.panasonic.com
Website: Click here

Comments:

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

Source(s):
e 2018 May 24. Member Hospital. May 3, 2018, Konica Minoltaletter Download
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[High Priority ] - A30687 : GE—Various CT and PET Systems: Remote Emergency Power off

Buttons Installed outside Al Panel May Not Shut off All Power to Entire System as Intended
Medical Device Ongoing Action

Published: Tuesday, May 29, 2018

UMDNS Terms:
® Scanning Systems, Computed Tomography/Single Photon Emission Computed Tomography [24013]
® Scanning Systems, Computed Tomography, Axial, Full-Body [15956]
® Scanning Systems, Computed Tomography, Axial, Head [15955]
® Scanning Systems, Computed Tomography, Electron Beam [16899]
® Scanning Systems, Computed Tomography, Spiral [18443]
® Scanning Systems, Computed Tomography [13469]

® Scanning Systems, Computed Tomography/Positron Emission Tomography [20161]
Product Identifier:
[Capital Equipment]

GE Healthcare

Product Model Model No. GTIN
Computed Tomography (CT) Discovery RT 2374682-17 00840682118699
Systems
Optima CT 520 5392848-3 00840682102568
Optima CT 540 447929-3 00840682102551
Revolution EVO 5375965-32, 5375965-232, 5375965-132 00840682109796
Revolution Discovery CT 5232084-100 00840682102490
Revolution CT 5595000-6 00840682118552
Revolution CT 5595000-15 00840682123471
GoldSeal BrightSpeed 16 Power, Not listed Not listed
GoldSeal Brightspeed 16 Select,
GoldSeal CT750 HD, GoldSeal
Lightspeed 16 hp60, GoldSea
Optima540, GoldSeal Optima 660,
GoldSeal RT16, GoldSeal VCT 64,
Silver Preferred Optima 580, Silver
Preferred Optima 590, Silver
Preferred Optima660, Silver
Preferred Rev CT
Positron Emission Tomography Discovery Ml 5990025, 5990020, 5990015 00840682108218
(PET)/CT Systems

©2018 ECRI Ingtitute
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Discovery MI Digital Ready 5986030 00840682120975
Discovery 710 5856030 00840682102995
Discovery IQ 5900025 00840682103107
Discovery I1Q 5900020 00840682103107
Discovery IQ 5900015 00840682103107
Discovery I1Q 5900025-20 00840682125703
GoldSeal Discovery STE 16, Not listed Not listed

GoldSeal DST 16 (Fixed),
GoldSeal DST 16 (Mobile),
GoldSeal DSTE 16 (Fixed),
GoldSeal DSTE 16 (Mobile), Silver
Preferred D690 64 Slice, Silver
Preferred Discovery 1Q 4 Ring,
Silver Preferred Discovery 1Q 5
Ring, Silver Preferred Discovery
ST 16, Sliver Preferred Discovery
RX VCT, Silver Preferred
Discovery VCT

Geographic Regions: U.S.
Manufacturer(s): GE Healthcare3000 N. Grandview Blvd, Waukesha, W1 53188, United States
Suggested Distribution: Clinical/Biomedical Engineering, Diagnostic Imaging, Facilities/Building Management

Problem:

OInan Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, GE states that the above systems may have been
installed with a GE-supplied A1 electrical panel that may not be properly wired to the partial system uninterruptible power supply (UPS). GE also states
that when affected systems were installed, any remote emergency power off (EPO) buttons that were installed outside the A1 panel may not have been
wired correctly, potentially resulting in the EPO buttons not shutting off all power to the entire system as intended, resulting in a potential electric hazard.
Specifically, power may still be applied by the partial UPS despite the user pressing the remote EPO button(s). GE further states that the red EPO button
on the Al panel and the main disconnect switch on the A1 panel will power off the system as expected. Emergency stop (E-stop) switches, which are
used to stop system motion and x-ray generation, are not affected by this problem and will function as intended.

Action Needed:

Oldentify any affected systemsin your inventory. The systems are potentially affected if they had anew A1 panel installed since December 2017. If you
have affected systems, verify that you have received the Urgent Medical Device Correction letter from GE. In the unlikely event of a system fire or other
event that requires all power to be removed from the system, shut off power at the A1 panel instead of the remote EPO button. During normal operation,
there is no hazard for patients or CT and PET/CT operators/technicians. Y ou can continue to use your system until GE corrects this problem. Ensure that
the organization that services your system is made aware of this potential hazard. GE will contact your facility to arrange to correct 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. 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 2018 May 25. Member Hospital. GE Reference No. 26860 Download
e 2018 May 29. Manufacturer Letter. GE Reference No. 26860 Download

e 2018 May 29. Manufacturer. The manufacturer confirmed the information provided in the source material .
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[High Priority ] - A30715 : Medtronic—Vectris SureScan and Vectris Trial Screening Lead Kits:

Curved Tip Introducer Needle May Be Defective
Medical Device Ongoing Action

Published: Thursday, May 31, 2018

UMDNS Terms:

® Stimulators, Electrical, Spinal Cord [18469]
Product Identifier:

[Consumable]
Medtronic Neuromodulation s
Product Model No. Expiration Date
Vectris SureScan Lead Kits 977A160, 977A 175, 977A190, 977A260, 977A275, 977A290 2021 Oct 31 to 2022 Mar 8
Vectris Trial Screening Lead Kits 977D160, 977D260 2021 Oct 31 t0 2022 Mar 8

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

Manufacturer(s): Medtronic Neuromodulation7000 Central Ave NE, Fridley, MN 55432, United States

Medtronic Coronary Div Medtronic Inc3576 Unocal Pl Fountaingrove A, Santa Rosa, CA 95403,

Medtronic Inc Cardiac Rhythm Disease Management (CRDM) Div8200 Cora Sea St NE, Mounds View, MN 55112,
Medtronic Minimally Invasive Therapies Group (MITG) 710 Medtronic Pkwy, Minneapolis, MN 55432-5604,

St Jude Medical Neuromodulation Div6901 Preston Rd, Plano, TX 75024,

Boston Scientific Corp 300 Boston Scientific Way, Marlborough, MA 01752-1234,

Philips Healthcare 3000 Minuteman Rd, Andover, MA 01810,

Medtronic Surgica Technologies Div Medtronic Inc6743 Southpoint Dr, Jacksonville, FL 32216,

Boston Scientific Neuromodulation Corp 25155 Rye Canyon Loop, Valencia, CA 91355,

Suggested Distribution: OR/Surgery, Neurology, Materials Management

Problem: In aMay 2018 Urgent Medical Device Recall Notification letter submitted by an ECRI Institute member hospital, Medtronic states that the
curved tip introducer needle contained in the above kits may have a manufacturing defect, potentially causing difficulty advancing or withdrawing the
Vectris lead through the curved tip introducer needle. If this occurs, it may result in the inability to complete the procedure with the initial kit, associated
surgical delays, and the potential for an additional epidural puncture to place the lead. Medtronic also states that this problem does not affect the
reliability or performance of alead that has been implanted with an affected curved tip introducer needle. 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 May 2018 Urgent Medical
Device Recall Notification letter, Affected Product Lot Number attachment, and Customer Confirmation Form from Medtronic. CJRegardless of whether
you have affected product, complete the Customer Confirmation Form and return it to Medtronic. To arrange for product return and credit, contact the
Medtronic customer service by telephone at (888) 854-0978 and reference "FA19-02." Return affected product to Medtronic using the information on the
Customer Confirmation 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. Report any adverse reactions or quality problems experienced with affected product to

the Medtronic technical services department. U.S. customers should &l so 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:

Medtronic technical services department

Tel.: (800) 707-0933, 7 am. to 6 p.m. Central time, Monday through Friday

Website: Click here

Comments:

e Thisalertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
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 2018 May 31. Member Hospital. Medtronic letter submitted by ECRI Institute member hospital Download

©2018 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
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[High Priority ] - A30681 : IMMY— Cryptococcal Antigen Lateral Flow Assays: LFA Strips May Wick

Improperly, Potentially Causing Weak Test and Control Lines
Medical Device Ongoing Action

Published: Tuesday, May 29, 2018

UMDNS Terms:
® |VD Test Reagent/Kits, Serology, Bacteria, Neisseria meningitidis [19343]

® |VD Test Reagent/Kits, Serology, Fungi/Y east, Cryptococcus Species, Antigen [22483]
Product Identifier:

[Consumable]
IMMY L
Product Reference No. Lot No. Distribution Date
Cryptococcal Antigen Lateral Flow CR2003 1102802, L103012 2018 Jan 8 to 2018 Mar 12

Assays (CrAg LFAS)

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): IMMY 2700 Technology Pl, Norman, OK 73071, United States
Suggested Distribution: Clinical Laboratory/Pathology, Materials Management

Problem:

OlnaMarch 30, 2018, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, IMMY statesthat it has received two
reports that the LFA strips from the above devices were found to wick improperly, causing very weak test and control lines. IMMY also states that a
small number of tests that give weak control lineswill also give artificially weak test lines, which may cause a negative result for weak-positive patients
on adefective strip, potentialy leading to adelay in anti-fungal therapy. IMMY further states that titers may be difficult to interpret if one of the dilutions
were tested while using a strip that wicked improperly. IMMY states that it has received no reports of patient injury or death related to this problem. 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 May 30, 2018, Urgent Medical Device
Recall letter and Acknowledgment and Receipt Form from IMMY . Regardless of whether you have affected product, complete the Acknowledgment
and Receipt Form, and return it to IMMY using the instructions on the form. To determine whether the device may fail, IMMY recommends the
following action: If the sample wicks up the strip in less than three minutes and/or the control line is faint, then the device is defective. See examples of
good and defective stripsin the |letter . Affected product may continue to be used; any testing performed on defective strips should be considered
"invalid" and should be repeated. To obtain free-of-charge replacement product after finding defective strips, contact the IMMY customer service
department by e-mail at customerservice@immy.com, and akit will be shipped to your facility. To obtain replacement kits, return affected product to
IMMY with assistance from the IMMY customer service department. Provide IMMY with approval to receive a no-charge replacement and/or a no-
charge PO and the shipping information, including an attention line. Notify lab personnel to ook for defective strips (as seen by fast wicking and/or very
wesak control lines). Inform all relevant personnel at your facility of the information in the letter and forward a copy of the |etter to any facility to which
you have further distributed affected product, and inform IMMY of the transfer. Retain a copy of the letter for your records. 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:

IMMY quality assurance department

Tel.: (405) 360-4669, 8:30 am. to 5:00 p.m., Centra time, Monday through Friday

E-mail: joy-pelfrey@immy.com

Website: Click here

Comments:

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

Source(s):

e 2018 May 29. Member Hospital. March 30, 2018, IMMY letter submitted by an ECRI Institute member hospital (includes reply
form) Download
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[High Priority ] - A30686 : RTI Surgical/Tutogen—CopiOs Cancellous Particulate Xenografts: Inner

Packaging May Be Mislabeled
Medical Device Ongoing Action

Published: Thursday, May 31, 2018

UMDNS Terms:

® Bone Graft Substitutes, Cell-based [37288]
Product Identifier:

[Consumable]
Product i-rl-tlicslgﬁécal Inc Lot No. Expiration Date Manufacture Date
CopiOs Cancellous 97200, 97201 K18796 2023 Jan 31 2018 Mar 14

Particulate X enografts

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), Europe
Manufacturer(s): RTI Surgical Inc11621 Research Circle, Alachua, FL 32615, United States
Suggested Distribution: OR/Surgery, Orthopedics, Dentistry/Oral Surgery, Materials Management

Problem:

OInan Urgent Safety Information letter posted by the German Federal Institute for Drugs and Medical Devices (BfArM), RTI Surgical states that the
above product may be packed in a carton bearing the incorrect imprint of “Puros Allograft." RTI Surgical also states that the outer label of the carton
bears the correct product name and information, and the correct documentation sticker and leaflet are also included. RTI Surgical further states that this
error should be visible to users before use; however, if overlooked, this problem may cause reaction in patients who are allergic to bovine collagen. 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 Urgent
Safety Information letter and User Confirmation Form from RTI Surgical. Complete the User Confirmation Form, and return it to RTI Surgical using the
instructions on the form. To arrange for return of incorrectly labeled cartons, contact RTI Surgical using the information below. If affected product has
aready been implanted, observe the patient for any allergic reactions and determine any necessary additional treatments. Inform 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. Retain
acopy of the letter with your records.

For Further Information:

Andreas Batna, RTI Surgical director of regulatory affairs and compliance management, RTI Surgical

Tel.: 49 (9134) 9988850

E-mail: vigilance@rtix.com

Website: Click here

References:

Germany. Federal Institute for Drugs and Medical Devices. Urgent field safety notice for CopiOs cancellous particul ate xenograft by Tutogen
Medical GmbH [online]. 2018 May 24 [cited 2018 May 31]. Available from Internet: Click here .

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to 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 2018 May 31. BfArM (Germany). 05806/18 Download
e 2018 May 31. BfArM (Germany). RTI Surgical/Tutogen Medical letter (includes reply form) Download
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[High Priority ] - A30707 : Hospira—Carpuject Luer-Lock Glass Syringes: Needle Hubs May Be

Cracked; Syringes May Contain Particles
Medical Device Ongoing Action, Pharmaceuticals Ongoing Action

Published: Thursday, May 31, 2018

UMDNS Terms:

® |ntravenous Fluid Containers[12172]
Product Identifier:

[Consumable]

Product Hospira Inc Lot No.

1 mg/mL Carpuject Luer-Lock Hydromorphone HCI Injection 0409-1283-31 80570LL, 80650LL, 80795LL,

Glass Syringes USP Cl| 81555L L, 81560LL, 82520LL,
82565L L, 82580LL, 83625LL, 83660L L

2 mg/mL Carpuject Luer-Lock Hydromorphone HCI Injection 0409-1312-30 82740LL

Glass Syringes USP Cl|

2 mg/mL Carpuject Luer-Lock Lorazepam Injection Glass Syringes 0409-1985-30 82760LL, 83520LL, 83695LL

USPCIV

2 mg/mL Carpuject Luer-Lock Morphine Sulfate Injection Glass 0409-1890-01 78580L L, 8064SLL, 80740LL,

Syringes USP ClI (Preservative- and Antioxidant-Free) 81550LL, 82525L L, 82745LL,
83620LL, 83690LL

20 mg/4 mL Carpuject Luer-Lock Labetalol Injection Glass 0409-2339-34 74630LL, 76640LL, 77670LL,

Syringes USP 77725LL, 77775L1, 78590LL, 7860SLL,
7951SLL, 81545L L, 83535LL, 83560L L

5, 000 USP Heparin Units/0.5 mL Carpuiject Luer-Lock Heparin 0409-1316-32 81530LL, 81580LL, 81585LL,

Sodium Injection Glass Syringes USP Cl| (Preservative-Free) 81600LL, 81605LL, 82505LL,

82655LL, 82665LL, 82730LL,
82735LL, 82755LL, 82770LL,
83610LL, 83665LL, 83670LL,
83705LL, 84505LL, 84595L L

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Hospiralnc 275 N Field Dr, Lake Forest, IL 60045, United States

Suggested Distribution: Critical Care, Emergency/Outpatient Services, Infection Control, Nursing, Pain Clinic, EM S/Transport, Pharmacy, 1V
Therapy, Materials Management

Problem: In aMay 2018 Urgent Important Safety Information letter submitted by ECRI Institute member hospitals, Hospira states that the above glass
syringe needle hubs may be cracked and that the syringes may contain particles. Hospira aso states that a damaged needle hub assembly may affect the
sterile path during product delivery and that injection of particulate matter may lead to local inflammation, phlebitis, tissue damage, or microembolic
effectsin other tissue, most commonly the lungs, potentially leading to chest pain or respiratory symptoms. Chronically, following sequestration,
granuloma formation is possible. Hospira further states that subcutaneous or intramuscular injection of particulate may result in local inflammation or
tissue injury. 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 Urgent Important Safety Information letter
from Hospira. After opening the carton or box containing affected product, visually inspect the cartridge to confirm that the needle hub is not cracked or
damaged and that particulate matter is not visible. For amagnified illustration of a cracked needle hub and an illustration of a potential particle, see
Figures1 and 2 inthe letter , respectively. The package insert instructs users to inspect parenteral drug products visualy for particulate matter and
discoloration before use, wherever the solution or container allows. The following instruction to use the Carpuject cartridge asavial is not routineand is
advised because of the critical drug shortage. Hospira recommends that, as a precaution, you use a 5-micron filter needle (BO REF 305200 or equivalent)
to prepare the above drugs for administration. To remove the Carpuject cartridge from the Carpuject hub assembly and prepare the drug solution for
administration using afilter needle with these products, do the following (refer to respectiveillustrationsin the letter ):

(1) Remove the Carpuject cartridge from its packaging.

(2) Visually inspect the Carpuiject cartridge before use.

e |f particles are visible, do not use the cartridge, and discard the cartridge. Use a new Carpuject cartridge.
e |f no particles are visible, attach afilter needle with 5-micron filter to an empty sterile syringe as a precaution.

(3) Remove the white needle hub from the Carpuject cartridge, and discard it.
(4) Swab the septum of the Carpuject cartridge with a sterile acohol pad.
(5) Insert the syringe into the Carpuject cartridge septum.
(6) Withdraw the intended dose from the Carpuject cartridge, purging the air from the filter to help maximize the amount withdrawn.
7) Remove the 5-micron filter, and discard according to hospital procedure.
(8) Attach aneedle, if applicable, or connect the syringe to a port that does not require needle access, and administer the drug.
(9) Note: Immediately before intravenous use, dilute lorazepam injection, USP, CIV, with an equal volume of compatible solution.
Hospira states that the letter is not intended as a complete description of the benefits and risks related to the use of affected Carpuject products. Full
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prescribing information, including the BOXED WARNING (if applicable) isavailable here . Notify all relevant personnel at your facility of the
information in the letter. 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:

Hospira customer service department

Tel.: (844) 646-4398, 8 am. to 5 p.m. Eastern time, Monday through Friday

Website: Click here

Comments:

e Thisalertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
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 2018 May 29. Member Hospital. Hospira letter submitted by ECRI Institute member hospitals (includes reply form) Download

©2018 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



https://www.pfizerinjectables.com/products

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

https://www.pfizerinjectables.com/contact_us

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/173956/201805xxHospiraCarpujectClient_Redacted.pdf
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[High Priority ] - A30682 : Medline—ReadyFlush Protect Wipes with 3.2% Dimethicone: May Be

Contaminated with Microbial Growth
Medical Device Ongoing Action, Pharmaceuticals Ongoing Action

Published: Friday, May 25, 2018
Last Updated: Thursday, May 31, 2018
UMDNS Terms:

® Towelettes, Personal, Cleansing [18770]
Product Identifier:

[Consumable]
Medline Industries Inc
Product Item No. Lot No.
ReadyFlush Wipes with 3.2% Dimethicone MSC263811 18BE0005, 18BE0006

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 Inc One Medline Pl, Mundelein, IL 60060, United States
Suggested Distribution: Critical Care, Infection Control, Nursing, Home Care, Pharmacy, Materials Management

Problem:
OInaMay 22, 2018, Urgent Recall Immediate Action Required |etter submitted by an ECRI Institute member hospital, Medline states that the above
wipes may be contaminated with microbia growth. 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 May 22,
2018, Urgent Recall Immediate Action Required letter and Urgent Remedial Action Response Form from Medline. Regardless of whether you have
affected product, complete the form and return it to Medline using the instructions on the form. Upon receipt of the form, Medline will send return labels,
if applicable, to your facility for product return. Return affected product to Medline using the return labels. Upon receipt of affected product, Medline will
provide your facility with credit. 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:

Medline

Tel.: (866) 359-1704

Website: Click here

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determinethat it is appropriate for customers to 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 2018 May 24. Member Hospital. Medline Recall Reference No. R-18-074 (includes reply form) Download

©2018 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



https://www.medline.com/pages/about-us/contact-us/

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/174079/20180522MedlineReadyFlushWipesClient.pdf
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[High Priority ] - A30368 : Fresenius—Alyx Component Collection Systems: Software May

Underreport Donor Red Blood Cell Loss
Medical Device Ongoing Action

Published: Thursday, May 24, 2018

UMDNS Terms:

® Apheresis Units[16405]
Product Identifier:
[Capital Equipment, Consumabl €]

Fresenius Kabi USA

Product Model Product No.
Apheresis Collection Systems Alyx Component 4R5725, 6R5725
Alyx Kits Used with Alyx Systems 4R5700, X4R5700

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Fresenius Kabi USAThree Corporate Dr, Lake Zurich, IL 60047, United States

Suggested Distribution: Clinical/Biomedical Engineering, Clinical Laboratory/Pathology, Information Technology, Immunohematol ogy/Blood
Bank

Problem: FDA states that when the above systems are used for the red blood cell (RBC)/plasma procedure with the above kits, the system may exhibit
pre-leukoreduced RBC volumes as low as 172 mL for a 200 mL target. When this occurs, donor RBC loss may be underreported by up to 28 mL. FDA
also states that Alyx 2RBC procedures are not affected by this problem. The firm'sinvestigation has found that the pneumatic pumps are within
specifications, but operating at the lower end of acceptable efficiency. Asaresult, at the end of an RBC/plasma collection procedure, transfer of RBCs
from the centrifuge to the collection container is ended before completion. FDA further states that the manufacturer initiated a correction on March 29,
2018. The manufacturer has not confirmed the information provided in the source material.

Action Needed: Oldentify any affected systemsin your inventory. OIf you have affected systems, verify that you have been contacted by Fresenius. A
Fresenius service representative will contact your facility to arrange to update the system software to version 3.2B.

For Further Information:
Fresenius
Website: Click here

OReferences:
e United States. Food and Drug Administration. Vaccines, Blood & Biologics. Urgent: 4R5725 and 6R5725 recall/field action [online]. 2018
Apr 6 [cited 2018 May 22]. Available from Internet: Click here.

Comments:

e [IThisalertisaliving 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 2018 May 22. FDA. Download

©2018 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



https://www.fresenius-kabi.com/us/contact

https://www.fda.gov/BiologicsBloodVaccines/SafetyAvailability/Recalls/ucm604016.htm?utm_campaign=What%27sNew2018-04-06&amp;utm_medium=email&amp;utm_source=Eloqua

https://www.fda.gov/BiologicsBloodVaccines/SafetyAvailability/Recalls/ucm604016.htm?utm_campaign=What%27sNew2018-04-06&amp;utm_medium=email&amp;utm_source=Eloqua

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/173711/20180329FreseinusAlyxSoftwareFDA.pdf
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[High Priority ] - A30492 04 : Medtronic—Covidien Endo GIA Articulating Loading Units: May Be

Missing Sled Component [Update]

Medical Device Ongoing Action

Published: Thursday, May 24, 2018

UMDNS Terms:

® Suture Units, Automated [15065]
Product Identifier:

[Consumable]
Product

30 mm Endo GIA Gray Articulating Vascular
Reload with Tri-Staple Technology

30 mm Endo GIA Gray Curved Tip Articulating
Vascular Reload with Tri-Staple Technology

45 mm Endo GIA Articulating Medium/Thick
Reload with Tri-Staple Technolgy

45 mm Endo GIA Articulating Vascular/Medium
Loading Unit with Tri-Staple Technology

45 mm Endo GIA Curved Tip Articulating
Vascular/Medium Reload with Tri-Staple
Technology

45 mm Endo GIA ExtraThick Black Articulating
Reload with Tri-Staple Technology

45 mm Endo GIA Gray Curved Tip Articulating
Vascular Reload with Tri-Staple Technology

60 mm Endo GIA Articulating Medium/Thick
Reload with Tri-Staple Technology

60 mm Endo GIA Articulating Vascular/Medium
Loading Unit with Tri-Staple Technology

60 mm Endo GIA Extra Thick Black Articulating
Reload with Tri-Staple Technology

Tri-Staple 2.0 Black Intelligent Reload for use with
45 mm Signia Stapling System Extra Thick

Tri-Staple 2.0 Black Intelligent Reload for use with
60 mm Signia Stapling System Extra Thick

Tri-Staple 2.0 Curved Tip Gray Intelligent Reload
for use with 30 mm Signia Stapling System Extra
Thin/Vascular

Tri-Staple 2.0 Curved Tip Intelligent Reload for use

with 30 mm Signia Stapling System
Vascular/Medium

Medtronic Inc
Item No.

EGIA30AV

EGIA30CTAV

EGIA45AMT

EGIA45AVM

EGIA45CTAVM

EGIA45AXT

EGIA45CTAV

EGIAGOAMT

EGIAG0AVM

EGIAGOAXT

SIG45AXT

SIGE0AXT

SIG30CTAV

SIG30CTAVM

©2018 ECRI Institute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA

Lot No.

N7G0757KX

N7G0756K X, N7L0O819K X

N7L0521KX, N7L0975K X, N7L1057KX,
N7L1098KX, N7L1099K X, N7MO047K X,
N7M0434K X, N7M0528K X,
N7M0529K X, N7TM0592K X,
N7MO0683K X, N7TM0937K X,
N7M0949K X, N7M1001K X, N8A0203K X,
NBA0677K X, N8C0144K X

N7L0551KX, N7TM0877K X

N7L1041KX, NBAO199K X

N8A0146K X, NBA0327K X, NBAO9O7K X

N7G0796K X, N7L0818K X

N7L0711KX, N7L0912K X, N7L0973K X,
N7L1038KX, N7L0807K X, N7L1050K X,
N7L1125KX, N7L1141KX, N7M0241K X,
N7M0353K X, N7M0366K X,
N7M0548K X, N7TM0617K X,
N7M0745K X, N7M0853K X, N8A0271K X,
NBA0684K X, N8A0924K X, N8A1143K X,
N8B0161K X, N8B0283K X, N8B0419K X,
N8C0012K X, N8C0143K X, N7M0996K X,
N8A0173K X, NBA0488K X, N8C0136K X

N7M0045K X, N7M0070K X,
N7MO0398K X, NBA0255K X, NBA0523K X,
N8B008OK X, N8B0O088K X

N7L0974KX, N7M0486K X, N7TM0O762K X,
N8A0363KX

N7M0669X

N7L0852X, N7L0931X, N7M0130X,
N7M0639X, NBA0145X, N8AO796X,
N8A0336X, N8B0993X

N7M0128X

N7L1163X, N7M0156X

May be reproduced by subscribing institution for internal distribution only.
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Tri-Staple 2.0 Curved Tip Intelligent Reload for use SIG45CTAVM N7L1049X, N7M0723X
with 45 mm Signia Stapling System
Vascular/Medium

Tri-Staple 2.0 Intelligent Reload for use with 30 mm SIG30AMT N7L0915X, N7M0468X
Signia Stapling System Medium/Thick

Tri-Staple 2.0 Intelligent Reload for use with 30 mm SIG30AVM N7L1019X, N7M0129X, N7L0734X
Signia stapling System Vascular/Medium

Covidien Best Practices Procedure Kits containing 0022096, 0022117, 0022200, 0022201, 0022286, 0022287, None listed
Auto Suture Endo GIA Devices 0022293, 0022366, 0022408, 0022419, 0022429, 0022450,

0022451, 0022452, 0022482, 0022516, 0022544, 0022556,

00Z22577A, 0022582, 0022610, 0022648, 0022651, 0022706,

0022707, 0022745, ADAPTRE12, IDRIVEXLAMT,

IDRIVEXLAMTAXT, SIGEVAL4

45 mm Endo GIA Gray Articulating Vascular EGIA45AV N7L0823KX, N8AO799K X, N8B1008K X
Reload with Tri-Staple Technology

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Medtronic Inc710 Medtronic Pkwy, Minneapolis, MN 55432-5604, United States

Suggested Distribution: Emergency/Outpatient Services, Obstetrics/Gynecology/Labor and Delivery, OR/Surgery, Gastroenterology, Materials
Management

Summary:

OOUpdate Reason: Additional affected product. This Alert provides new information based on aMay 22, 2018, Updated Urgent Medical Device Recall
letter submitted by ECRI Institute member hospitals regarding Alerts A30492 and A30492 03 . New information is provided in the Product Identifier
fieldblFor previously listed product, see Alerts A30492 and A30492 03 .

Problem:

Inan April 2018 Urgent Medical Device Recall letter submitted by ECRI Institute member hospitals, Medtronic states that the above loading units may
be missing the sled component, which is responsible for staple deployment. Without the sled, no staples will be deployed. Use of aloading unit with this
problem may result in failure to form a staple line when tissue is divided, leading to bleeding or leakage of luminal contents. Medtronic also states that it
has received four reports related to 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 May 22,
2018, Updated Urgent Medical Device Recall letter, Attachment A, and Recalled Product Return Form from Medtronic. The following actions are those
listed in AlertA30492 . Regardless of whether you have affected product, complete the Recalled Product Return Form and return it to Medtronic using
the instructions on the form. To obtain a return goods authorization (RGA) number for product return, contact the Medtronic customer service department
using the information below. Once you receive the RGA number, return affected product to Medtronic, Attn: Field Returns, at 195 McDermott Road,
North Haven, CT 06473, United States. If you purchased affected product through a distributor, contact them directly for instructions on returning
affected product. Inform 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. U.S. customers should report any adverse events or quality problems with 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, HF-2, FDA, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website . Report any adverse events to
Medtronic post market vigilance at guality.assurance@covidien.com .

For Further Information:

Medtronic customer service department

Tel.: (800) 962-9888 (select option 2)

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 2018 May 23. Member Hospital. Medtronic letter submitted by ECRI Institute member hospitals (includes reply form) Download

©2018 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.fda.gov/MedWatch/getforms.htm

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

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

mailto:quality.assurance@covidien.com

http://medtronicsolutions.medtronic.com/sp

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/173855/20180522MedtronicEndoGiaUpdateClientRedacted.pdf
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# New Various Intravenous Infusion Sets 5/28/2018 Didactic SAS 7 N/A 2 rttache

*  The sign (#) on the left side of the FSN's indicates that the source of this FSN is ECRI
* Dndicates that medical devices subject to removal and/ or destroyed action.

* SBED Team Recommend ensuring The listed Distributors in this report as they may differ from the distributors you
are dealing with

SBED is devoted to receive the adverse event report and feedback information about any medical devices
malfunction from hospitals and healthcare facilities all around KSA, studying them and collaborative working with
manufacturers, authorized representatives and distributors to take the right action and assuring the proper safe
performance.

To see recent recalls kindly visit the following link:

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

In case you find an effected medical devices by any of the published FSN/Recalls, we
urges you to contact the local representative and the National Center for Medical
Device Reporting in order to ensure corrective or planed action been implemented.


http://Attached
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx
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[High Priority ] - A30359 : Didactic—Various Intravenous Infusion Sets: Flow Regulator Roller May

Disengage from its Groove, Potentially Reducing Clamp Efficiency
Medical Device Ongoing Action

Published: Tuesday, May 22, 2018

UMDNS Terms:

® |nfusion Pump Administration Sets [16579]
Product Identifier:

[Consumable]
Didactic SAS
Product Reference No. Lot No. Manufacture Date
1-Way DEHP-Free Infusion Sets PER1F003 WT005028 > 2017 dul
PER1FX25 TG005281, TG005600, WT004945, > 2017 Jul
WT004946, WT004947
1-Way DEHP-Free Infusion Sets PERLYFX25 WT004948 > 2017 Jul
with Y-Site
3-Way BPA- and DEHP-Free PER3FBPAF AE170721439, AE170912472 > 2017 Jul
Infusion Sets
3-Way DEHP-Free Infusion Sets PER3FX25 WTO005166 > 2017 Jul
3-Way BPA- and DEHP-Free PER3YFBPAF AE170727403, AE170901441, >2017 Jul
Infusion Setswith Y Site AE170913473
3-Way DEHP-Free Infusion Sets PER3YFX25 WT004944 > 2017 Jul
with Y Site
210 cm 3-Way DEHP-Free PERY 3210F AE170728444 > 2017 Jul

Infusion Setswith Y Site

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): Didactic SAS1800 Route des bleuets, F-76430 Etainhus, France
Suggested Distribution: Anesthesig, Critical Care, Nursing, Home Care, 1V Therapy, Materials Management

Problem: In aJanuary 31, 2018, Urgent Action of Prevention Safety Medical Devices Recall letter posted by the U.K. Medicine and Healthcare
Products Regulatory Agency (MHRA), Didactic states that the roller of the above intravenous (1) sets may be defective and partially disengage from its
groove, which may lead to decreased effectiveness. Didactic states that this problem is easily detectable when you remove the blister with the device still
empty. For an illustration, see the appendix in the letter . 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 January 31, 2018,
Urgent Action of Prevention Safety Medical Devices Recall |etter, copy of the November 27, 2017, Field Safety Notice letter (Appendix), and Form for
Acknowledgment from Didactic. Regardless of whether you have affected product to return, complete the Form for Acknowledgment and return it to
Didactic using the information on the form. Retain a copy for your records. Upon receipt of the form, Didactic will provide your firm with replacement
product at no cost.

For Further Information:
Didactic quality department
Tel.: 33 (2) 76895000
Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. DIDACTIC S.A.S.: infusion sets [online]. London: Department of
Health; 2018 Apr 9 [cited 2018 May 21]. (Field safety notice; reference no. 2018/012/013/000/003). Available from Internet: Click here.

Comments:

e Thisalertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to 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):

©2018 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/173671/20180131DidacticIVSetsMHRA.pdf?option=80F0607

http://www.didactic.fr/modules/liaise/

https://www.gov.uk/drug-device-alerts/field-safety-notice-02-06-april-2018?utm_source=4aa5026f-4fa1-4e31-a60f-8ca88d63bda4&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notice-02-06-april-2018?utm_source=4aa5026f-4fa1-4e31-a60f-8ca88d63bda4&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

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

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf
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e 2018 May 21. MHRA FSN. 2018/012/013/000/003 Download

e 2018 May 21. MHRA FSN. Didactic Reference No. R-2018-1 (includes reply form) Download

©2018 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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