
SBED Weekly Update 16-Oct-18

Dear,                   
SBED team is pleased to inform you that                   new FSCA/recalls posted on 
(Please note:  below list of FSCA/ recalls for the period of                                to 
In order to view more details, click the links and for ECRI alerts see the attachments 

32 SFDA website
10/8/2018 10/14/2018

NOTE:
FSCA / Recalls are classified into three categories, representing the potential risk to public health:  
Class I  : High Risk, Class II : Medium Risk and Class III: 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

Ref: WU1842

Hospital Name

MedicalDevice Post Date Manufacturer Class LinkDistrbutorType Affected

 Yes/No

Active Implantable Devices

8-Channel Lead for the 

St. Jude Medical Infinity™ 

DBS (Deep Brain 

Stimulation) System

10/11/201

8

St. Jude Medical Inc FSN https

://nc

mdr.

sfda.

Al-Jeel Medical & 

Trading Co. LTD

New

Anaesthetic and respiratory devices

Suction Catheters, 

Gastro-enteral Tubes

10/11/201

8

ConvaTec FSN https

://nc

Salehiya Trading Est.Update

Assistive products for persons with disability

X-Short anti-tip tubes on 

certain TiLite manual 

wheelchairs

10/10/201

8

TiSport 2 https

://nc

mdr.

N/ANew

Diagnostic and therapeutic radiation devices

http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13289
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13288
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13279


MedicalDevice Post Date Manufacturer Class LinkDistrbutorType Affected

 Yes/No

Connex Spot Monitors 

with Masimo Sp02

10/8/2018 Welch Allyn Protocol Inc FSN https

://nc

ABDULREHMAN AL 

GOSAIBI GTB

New

StealthStation S7 and i7 

Systems with Synergy 

Cranial StealthStation 

Cranial Software

10/10/201

8

Medtronic SA 2 Attac

hed

Medtronic Saudi Arabia# New

Electro mechanical medical devices

ATRIUM OCEAN, OASIS, 

EXPRESS and EXPRESS 

MINI CHEST DRAINS

10/11/201

8

Atrium Medical 

Corporation

FSN https

://nc

mdr.

Gulf Medical Co.New

Drill Bit 10/8/2018 Orthofix FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13268Arabian Health Care Supply Co. (AHCSC)New

Espiner Tissue Retrieval 

System

10/8/2018 Fannin UK Ltd FSN https

://nc

TRUSTMEDNew

Shoulder arthroscopy 

plate for schaerer axis

10/8/2018 Schaerer Medical AG FSN https

://nc

ATTIEH MEDICO LTDNew

The Hemotherm Dual 

Reservoir Cooler/Heater

10/10/201

8

Cincinnati Sub-Zero 

Products Inc

2 https

://nc

Al Shoumoukh Trading 

for Technical and 

New

Healthcare facility products and adaptations

ekamove 300 lateral 

positioning systems

10/8/2018 ekamed GmbH & Co. 

KG

FSN https

://nc

N/ANew

In vitro diagnostic devices

Access Cortisol Reagents ########## Beckman Coulter… FSNAttachedBeckman Coulter Saudi Arabia Co Ltd# New

Aptio Automation 10/8/2018Siemens Healthcare Diagnostics GmbH FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13269ABDULREHMAN AL GOSAIBI GTBNew

BECKMAN COULTER 

MicroScan MICroSTREP 

Plus Panel,MicroScan 

MuellerHinton Broth with 

3 lysed horse b

10/10/201

8

Beckman Coulter UK Ltd 2 https

://nc

mdr.

sfda.

gov.s

Beckman Coulter Saudi 

Arabia Co Ltd

New

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13265
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13290
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13268
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13271
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13264
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13284
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13275
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13269
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13285



[High Priority ] - A31458 : Medtronic—StealthStation S7 and i7 Systems with Synergy Cranial StealthStation Cranial Software: Use of Navigate
Projection Feature May Lead to Display of Inaccurate Information


[High Priority ] - A31458 : Medtronic—StealthStation S7 and i7 Systems with Synergy Cranial
StealthStation Cranial Software: Use of Navigate Projection Feature May Lead to Display of
Inaccurate Information
Medical Device Ongoing Action
Published: Tuesday, October 2, 2018
Last Updated: Thursday, October 4, 2018


UMDNS Terms:
•  Stereotactic Systems, Image-Guided, Surgical, Intracranial [18179]
•  Stereotactic Systems, Image-Guided, Surgical, Otorhinolaryngology [20387]
•  Software, Stereotactic System, Image-Guided Biopsy [26971]


Product Identifier:
[Capital Equipment]


Product Medtronic Navigation Inc
Model Software Version


Surgical Navigation Systems StealthStation S7, StealthStation i7 Synergy Cranial, StealthStation Cranial


Geographic Regions: �(Impact in additional regions has not been identified or ruled out at the time of this posting), &#160;U.S.


Manufacturer(s): Medtronic Navigation Inc826 Coal Creek Circle, Louisville, CO 80027, United States 


Suggested Distribution: Clinical/Biomedical Engineering, OR/Surgery, Orthopedics, Information Technology, Neurology, Otolaryngology


Problem: In a September 21, 2018, Urgent Medical Device Correction letter submitted by ECRI Institute member hospitals, Medtronic states that when
the above systems are used in navigated biopsy procedures, in which the Navigate Projection feature is used and the projection is longer than the length
of the plan, the graphical Biopsy Depth Gauge feature may display inaccurate information. The Biopsy Needle Depth Gauge is a numerical and graphical
representation of the needle cutting window in the Guidance view quadrant to assist in visualization of the cutting window position. During a biopsy
procedure, the monitor shows four quadrants (Trajectory 1, Trajectory 2, Guidance, and Probe's Eye views) and the Biopsy Depth Gauge. The overlay of
the Biopsy Needle within the anatomic views accurately indicates the correct tip location of the instrument. However, if Navigate Projection is selected
and the projection is longer than the length of the plan, the Biopsy Depth Gauge graphical display inaccurately depicts that the tip of the instrument has
not yet reached the plan target. Medtronic states that since 2011, it has received seven reports potentially related to this software anomaly, including one
in which healthy tissue was biopsied. See the image on page two of the letter  for an example of the error use case. In the example, all views correctly
show that the instrument is past the target, and the Depth Gauge correctly displays the past-target measurement of -63, which indicates the instrument tip
has advanced 63 mm beyond the intended target. However, the graphical Biopsy Needle cut window appears not to have advanced to the target position.
If the surgical team relies solely on the graphical representation in the Biopsy Depth Gauge feature and disregards other factors (e.g., setting the
Mechanical Depth Stop on the Biopsy Needle to the indicated length, using the correct display within the Trajectory views, and using the "distance to
target" values within the anatomical views), the Biopsy Needle could be inserted too deeply, potentially resulting in biopsy of healthy brain tissue or
damage to critical structures. The manufacturer has not confirmed the information provided in the source material.


Action Needed:
Identify any affected systems in your inventory. If you have affected systems, verify that you have received the September 21, 2018, Urgent Medical
Device Correction letter and Consignee Response Form from Medtronic. Medtronic recommends the following mitigations to eliminate the risk of this
problem occurring:


● Do not set a projection longer than the length of the surgical plan.
● Per the Cranial Software Pocket Guide, always use the Biopsy Needle Mechanical Depth Stop.
● Ensure that the Navigate Instrument Tip setting is selected before locking the trajectory and subsequently navigating the instrument (see the


image in the letter ).
Complete the Consignee Response Form, and return it to Medtronic using the information in the letter. Report any adverse events related to affected
product to the Medtronic using the information below. 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 
website .
For Further Information:
Medtronic technical services department
Tel.: (888) 826-5603
E-mail: rs.navtechsupport@medtronic.com
Website: Click here
Comments:


● This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2018 Oct 1. Member Hospital. Medtronic letter submitted by ECRI Institute member hospitals (includes reply form) Download
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/180246/20180921MedtronicStealthStationClient_Redacted.pdf?option=80F0607

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/180246/20180921MedtronicStealthStationClient_Redacted.pdf?option=80F0607

http://www.fda.gov/Medwatch/getforms.htm

http://www.fda.gov/MedWatch/report.htm

http://www.fda.gov/MedWatch/report.htm

mailto:rs.navtechsupport@medtronic.com

http://www.medtronic.com/us-en/index.html

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/180479/20180921MedtronicStealthStationClient_Redacted.pdf



(A31458) Medtronic-StealthStation S7.pdf




[High Priority ] - A31441 : Beckman Coulter—Access Cortisol Reagents: May Have Cross-Contamination between Wells


[High Priority ] - A31441 : Beckman Coulter—Access Cortisol Reagents: May Have Cross-
Contamination between Wells
Medical Device Ongoing Action
Published: Monday, October 1, 2018


UMDNS Terms:
•  IVD Test Reagent/Kits, Immunoassay, Renal Metabolism, Cortisol [19131]


Product Identifier:
[Consumable]


For use with the Access Family of Immunoassay Systems including: (1) Access 2, (2) UniCel DxI 600, (3) UniCel DxI 800, (4) UniCel DxC 600i, (5)
UniCel DxC 660i, (6) UniCel DxC 680i, (7) UniCel DxC 860i, (8) UniCel DxC 880i


Product Beckman Coulter Inc
Reference No. Lot No. Expiration Date


Access Cortisol Reagents 33600 831755 2019 Dec 31


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


Manufacturer(s): Beckman Coulter Inc250 S Kraemer Blvd, Brea, CA 92821-6232, United States


Suggested Distribution: Clinical Laboratory/Pathology, Materials Management


Problem:
�In a September 18, 2018, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Beckman Coulter states that cross-
contamination may have occurred between wells for the above reagent packs, potentially leading to patient results being negatively affected (falsely
decreased) by up to 16%. The manufacturer has not confirmed the information provided in the source material.
 


Action Needed:
�Identify, isolate, and discard any affected reagent packs in your inventory. If you have or use affected reagent packs, verify that you have received the
September 18, 2018, Urgent Medical Device Recall letter and Response Form from Beckman Coulter. At the discretion of your medical director, consider
whether a review of all cortisol results generated with the use of affected reagent packs is necessary. Beckman Coulter states that it is no longer
distributing the affected reagent lot number. Notify all relevant personnel at your facility of the information in the letter, and forward a copy of the letter
to any facility to which you have further distributed affected product. Retain a copy of the letter as part of your laboratory quality system documentation.
Acknowledge that you have received the letter electronically (if you received the letter through e-mail), or complete the Customer Response Form, and
return it to Beckman Coulter.
 
For Further Information:
Beckman Coulter
Website: Click here
Comments:


● �This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2018 Oct 1. Member Hospital. Beckman Coulter letter submitted by an ECRI Institute member hospital: FA-000092 Download
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http://www.beckmancoulter.com/customersupport/support/

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/180277/20180918BeckmanCoulterAccessCortisolReagentPacksClientRedacted.pdf



(A31441) Beckman Coulter-Access Cortisol.pdf



MedicalDevice Post Date Manufacturer Class LinkDistrbutorType Affected

 Yes/No

FlexLab Automation 10/8/2018Siemens Healthcare Diagnostics GmbH FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13274ABDULREHMAN AL GOSAIBI GTBNew

Pastorex Meningitis - 

reagent R4 

(Streptococcus 

pneumoniae latex - 

green cap bottle).

10/8/2018 Bio Rad. 2 https

://nc

mdr.

sfda.

gov.s

Al-Jeel Medical & 

Trading Co. LTD

Update

Non-active implantable devices

ePTFE Small Beading 

Vascular Graft Products

10/10/201

8

Bard Pcripheral 

Vascular (BPV)

2 Attac

hed

C.R. BARD Saudi Arabia# New

Equinoxe Reverse Drill Bit 

Kit

10/10/201

8

Exactech 2 https

://nc

N/ANew

LifeStream Balloon 

Expandable Vascular 

Covered Stent

10/8/2018 C R Bard Inc FSN https

://nc

mdr.

C.R. BARD Saudi ArabiaNew

Ovation Abdominal Stent 

Graft System Platform

10/8/2018 Endologix international 

holding B.V.

FSN https

://nc

Tart MedicalNew

Single-Use, Colpo-

Pneumo Occluder

10/8/2018 CooperSurgical Inc.. FSN https

://nc

ATTIEH MEDICO LTDNew

Ophthalmic and optical devices

ellex I.Science iTRACK 

250A

10/10/201

8

Ellex iScience, Inc. 2 https

://nc

Albasar For Medical 

Supplies

New

Integrated Gate 

Controller PCB 

(component of AlignRT 

Plus) Truebeam variant 

only

10/10/201

8

Vision RT Ltd	. 2 https

://nc

mdr.

sfda.

gov.s

Varian Medical 

Systems Arabia 

Commercial Limited

New

Vitrectomy Cutter , ##########Abbott Medical Optics Inc. 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13281Gulf Medical Co.Update

Reusable devices

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13274
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13272
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13282
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=13278
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13266
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13276
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13283
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13286
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=13281



[High Priority ] - A31479 : �Bard—ePTFE Small Beading Vascular Graft Products: Removal of Beading May Result in Small Tears in Graft Material When
Removal Technique in Instructions for Use Is Not Followed


[High Priority ] - A31479 : �Bard—ePTFE Small Beading Vascular Graft Products: Removal of
Beading May Result in Small Tears in Graft Material When Removal Technique in Instructions for
Use Is Not Followed
Medical Device Ongoing Action
Published: Thursday, October 4, 2018


UMDNS Terms:
•  Stent/Grafts, Vascular  [18585]


Product Identifier:
[Consumable]


Product
Bard Peripheral Vascular Inc., a wholly
owned subsidiary of BD
Code No.


Dimensions


DISTAFLO Bypass Grafts, Flex Small Beading
with Standard Cuff


DF5006SC 6 mm x 50 cm


DF5007SC 7 mm x 50 cm


DF5008SC 8 mm x 50 cm


DF6006SC 6 mm x 60 cm


DF6007SC 7 mm x 60 cm


DF6008SC 8 mm x 60 cm


DF7006SC 6 mm x 70 cm


DF7007SC 7 mm x 70 cm


DF7008SC 8 mm x 70 cm


DF8006SC 6 mm x 80 cm


DF8007SC 7 mm x 80 cm


DF8008SC 8 mm x 80 cm


DFM5006SC 6 mm x 50 cm


DFM6006SC 6 mm x 60 cm


DFM7006SC 6 mm x 70 cm


DFM8006SC 6 mm x 80 cm


DISTAFLO Mini Cuff Bypass Grafts, Flex Small
Beading with Mini Cuff


DFX6006SC6 6 mm x 60 cm


DFX7006SC 6 mm x 70 cm


DFX8006SC 6 mm x 80 cm


DFX9006SC 6 mm x 90 cm
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DYNAFLO Bypass Grafts, Flex Small Beading DNF5007SC 7 mm x 50 cm


DNF5008SC 8 mm x 50 cm


DNF6007SC 7 mm x 60 cm


DNF6008SC 8 mm x 60 cm


DNF7007SC 7 mm x 70 cm


DNF7008SC 8 mm x 70 cm


DNF8007SC 7 mm x 80 cm


DNF8008SC 8 mm x 80 cm


IMPRA ePTFE Vascular Grafts, Flex Small
Beading


F2006S 6 mm x 20 cm


F4008S 8 mm x 40 cm


F5008S 8 mm x 50 cm


F7006S 6 mm x 70 cm


F7008S 8 mm x 70 cm


F8006S 6 mm x 80 cm


F8008S 8 mm x 80 cm


IMPRA ePTFE Vascular Grafts, Flex Tapered
Small Beading


F70T74S 7 - 4 mm x 70 cm


F70T85S 8 - 5 mm x 70 cm


IMPRA ePTFE Vascular Grafts, Flex Thinwall
Small Beading


F1006TWS 6 mm x 10 cm


F5006TWS 6 mm x 50 cm


F5008TWS 8 mm x 50 cm


F6006TWS 6 mm x 60 cm


F7006TWS 6 mm x 70 cm


F7007TWS 7 mm x 70 cm


F7008TWS 8 mm x 70 cm


F8006TWS 6 mm x 80 cm


F8007TWS 7 mm x 80 cm


F8008TWS 8 mm x 80 cm


F70T74TWS 7 - 4 mm x 70 cm


IMPRA CARBOFLO ePTFE Vascular Grafts, Flex
Small Beading


F5006SC 6 mm x 50 mm
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F7006SC 6 mm x 70 cm


F7008SC 8 mm x 70 cm


F8006SC 6 mm x 80 cm


F8008SC 8 mm x 80 cm


IMPRA CARBOFLO ePTFE Vascular Grafts, Flex
Thinwall Small Beading


F3006TWSC 6 mm x 30 cm


F3008TWSC 8 mm x 30 cm


F5006TWSC 6 mm x 50 cm


F5008TWSC 8 mm x 50 cm


F6006TWSC 6 mm x 60 cm


F7005TWSC 5 mm x 70 cm


F7006TWSC 6 mm x 70 cm


F7007TWSC 7 mm x 70 cm


F7008TWSC 8 mm x 70 cm


F8006TWSC 6 mm x 80 cm


F8007TWSC 7 mm x 80 cm


F8008TWSC 8 mm x 80 cm


IMPRA CARBOFLO ePTFE Vascular Grafts, Flex
Thinwall Tapered Small Beading


F70T74TSC 7 - 4 mm x 70 cm


F70T85TSC 8 - 5 mm x 70 cm


F80T74TSC 7 - 4 mm x 80 cm


Geographic Regions: Africa, Canada, China, Europe, India, Indonesia, Japan, Korea, Malaysia, Middle East, New Zealand, Philippines, Singapore,
Taiwan, Thailand, U.S., Vietnam


Manufacturer(s): Bard Peripheral Vascular Inc., a wholly owned subsidiary of BD PO Box 1740, Tempe, AZ 85280-1740, United States


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


Problem:
�In a September 26, 2018, Urgent Medical Device Notification letter submitted by ECRI Institute member hospitals, Bard states that removal of the
beading of the above products may result in small tears at the interface of the beading and graft material when the removal technique noted in the
Instructions for Use (IFU) is not followed. Bard also states that some variability is observed in the strength of the beading adherence to the surface of the
graft; however, the variability presents no concerns when following the beading removal technique in the IFU. Bard further states that if the graft were to
tear from not following the proper beading removal technique, the immediate or long-term health consequence may cause bleeding because of sub­-
optimal anastamosis. This problem is more likely to occur at the time the vascular graft is being placed and therefore noticed intraoperatively. During
preparation of the vascular graft, the user may remove and trim off enough beading to cut the graft to the appropriate length. This process allows the user
to be aware of any graft tears caused by removal of the beading before use; therefore, any defect or tear will likely be noticed at the time of preparation or
procedure. Any bleeding will likely be seen during the procedure, because it is common practice to assure a proper placement of the graft includes a
viable seal.


Action Needed:
�Identify any affected product in your inventory. If you have affected product, verify that you have received the September 26, 2018, Urgent Medical
Device Notification letter and Attachment 1 from Bard. Review the proper beading removal technique in the IFU, Figure 1 in the letter , and outlined
below: 


● When removing the external spiral support (beading) of the vascular graft, the beading must be removed slowly and at a 90° angle to the
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/180386/20180926BardBDDistafloClient.pdf?option=80F0607





graft, as shown in Figure 1. Rapid unwinding and/or removal at less than a 90° angle may result in graft damage. Do not use surgical blades
or sharp, pointed instruments to remove the beading as this may damage the graft wall. If damage occurs, that segment of the graft should
not be used. Refer to "Anastomotic Preparation" within the IFU for further instructions.


 
After successfully removing the beading from the graft, thoroughly inspect the graft for tears or damage before use. No further action is necessary. If the
affected unit does not meet your needs, contact the Bard customer service department by telephone at (800) 321-4254 (select option 2) for a return
authorization number and to place a new order.
For Further Information:
Bard
Website: Click here  
Comments:


● �This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2018 Oct 4. Member Hospital. Bard letter submitted by ECRI Institute member hospitals Download
● 2018 Oct 4. Manufacturer. The manufacturer has confirmed the information provided in the source material.
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https://www.crbard.com/Peripheral-Vascular/About/Contact-Us

https://www.crbard.com/Peripheral-Vascular/About/Contact-Us

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/180434/20180926BardBDDistafloClient.pdf



(A31479) Bard-ePTFE.pdf



MedicalDevice Post Date Manufacturer Class LinkDistrbutorType Affected

 Yes/No

Perifix Catheter 

Connector.

10/14/201

8

B. BRAUN MEDICAL 

INC…

FSN Attac

hed

Medical supplies & 

Services Co.Ltd 

# Update

Single-use devices

BridgeMaster medical 

Fetal Scalp Blood 

Sampling Kits

10/8/2018 BridgeMaster medical 

Limited

FSN https

://nc

mdr.

MEDICAL 

INNOVATIONS EST.

New

EpiPen and EpiPen Jr 

Auto-Injectors   ,

10/14/201

8

Pfizer Limited 2 Attac

hed

N/A# New

EXACTAMIX Empty EVA 

Bags

10/10/201

8

Baxter Healthcare 2 Attac

hed

Baxter AG# New

GHIATAS Beaded Breast 

Localization Wires

10/9/2018 Bard Pcripheral 

Vascular (BPV)

FSN Attac

hed

C.R. BARD Saudi Arabia# New

INFUSE X Small Bone 

Graft Kits

10/10/201

8

Medtronic SA 2 Attac

hed

Medtronic Saudi Arabia# New

Micro-Fine Ultra 0,25mm 

(31G) x 5mm

10/8/2018 Becton Dickinson & Co. 

(BD)

FSN https

://nc

Becton Dickinson B.V.New

Various Thermacare Heat 

Wraps

10/14/201

8

Pfizer Limited FSN Attac

hed

N/A# New

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.

*      Indicates that medical devices subject to  removal and/ or destroyed action. 

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

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

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=13267
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13277
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx
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B. Braun Medical Inc. 
901 Marcon Blvd. 
Allentown, PA 18109 
Telephone:     (610)-266-0500 
Fax:              (610)-849-1197 
Email: PA_QualityAssurance.BBMUS_Service@bbraunusa.com 


  
July 20, 2018 
 


URGENT MEDICAL DEVICE CORRECTION – RECALL NOTIFICATION 
 
Dear Valued Customer: 
 
B. Braun Melsungen AG (BBMAG), manufacturer of the Perifix Catheter Connector, which is a component 
of various regional anesthesia convenience kits manufactured and distributed by B. Braun Medical Inc. 
(BBMI), has notified BBMI that the connector may not remain closed during use.  In some cases this has led 
to leakage or disconnection of the catheter from the Perifix Catheter Connector.   
 
As a result of this issue, B. Braun issuing a voluntary medical device recall of the Perifix Catheter Connector, 
which is distributed as a single sterile packaged unit, and bulk non-sterile packaged units, and in various sterile 
anesthesia procedural trays.  This recall is being executed as a correction and not a product removal; please 
read this letter in its entirety as it provides you with important information regarding the continued safe use of 
this product.   
 
Please reference Attachment 1 for the full list of affected product that utilized one of the below affected 
components: 
 
 


Component 
Number: Component Description: Distribution Date Range: 


8451290 PERIFIX CATH.CON. 2.0 G20-G24 YELLOW 


Since October 2017 


8451699 PERIFIX CATH.CON. 2.0 G19 TRANSLUCENT 


8456216 PERIFIX CATH.CONN. NL 19G TRANSLUCENT 


8456224 PERIFIX CATH.CONN. NL G20-G24 YELLOW 


8455783 CONTIPLEX C SET US, SH, 30°,25Gx7 1/2" 


8455784 CONTIPLEX C SET US, SH,15°,25Gx7 1/2" 


 
 
Perifix Catheter Connector is a connection device used by clinicians to provide various anesthetic and fluid 
administration devices with a single, common access point to a catheter for delivery of anesthetics.  The 
connector is used in conjunction with the catheter for continuous administration of anesthetic fluids. 
 
 
 
 
 
 
Reason for the recall: 
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BBMAG has become aware that Perifix Catheter Connectors may not stay closed during use and in some cases 
leakage or disconnection of the catheters from the Perifix Catheter Connector has been observed. While no 
serious injuries to patients, users, or third parties have been reported to date, there is a possibility of 
contamination of the catheter or delay of anaesthesia of different severity.  
 
Risk to Health: 
If the catheter connector leaks or opens and another connector is not readily available as a replacement, 
the clinician may remove the catheter and convert the analgesia to systemic analgesia or the anesthesia 
to general anesthesia. This could expose the patients (or fetus in the case of labor/C-section) to the risks 
associated with the new procedure.  In addition, if the catheter disconnects from the connector it may 
become contaminated, with the possibility of infection. To date there have been no reported serious 
injuries to patients, users, or third parties associated with the identified issue. 
 
 
Actions to be taken by the Customer/User: 


1. Review this Medical Device Correction Notification in its entirety and ensure that all users of the 
mentioned products in your organization and other concerned persons are informed about this Medical 
Device Correction – Recall Notification.  If you are a distributor, please forward this recall notification 
to your customers. 


2. For continued safe use of the Perifix Catheter Connector as part, review and follow the instructions 
described in Attachment 2, “Step-by-Step Correction of the Perifix Catheter Connector using Label”.   


3. For continued safe use of the Perifix Catheter Connector, review and follow the instructions described in 
Attachment 3, “Step-by-Step Correction of the Perifix Catheter Connector using Cloth/Silk Medical 
Tape”. This method can be applied to the Perifix Catheter Connector in Procedural Trays.  


4. Utilizing the attached “Medical Device Correction – Recall Notification Acknowledgement” form, 
please acknowledge that you have received and reviewed this information. 
 


5. Return the completed “Medical Device Correction – Recall Notification Acknowledgement” form to B. 
Braun Medical Inc. Quality Assurance department by faxing or e-mailing the form within two (2) weeks 
of receipt of this notice.  It is important this form is returned so B.  Braun Medical Inc. can meet 
regulatory requirements of the United States Food and Drug Administration.   


 
6. If you have any affected products as identified in attachment 1 that you choose to return instead of 


following the continued safe use instructions within Attachment 2 and 3, please identify on the “Medical 
Device Correction – Recall Notification Acknowledgement” form that you will be returning the product 
and submit the form to BBMI Quality Assurance Department.  A BBMI Customer Support 
Representative will contact you to provide instructions for handling the affected product and arrange for 
return to BBMI. A credit will be given due to no replacement product at this time.  


 
Actions being taken by B. Braun: 
B. Braun is actively working to implement a corrective action that assures secure closure of the Perifix Catheter 
Connector. BBMI will provide a communication to customers on the status of this corrective action by end of 
September 2018.   
 
Should you experience any adverse reactions or quality problems with the product, please report the event 
promptly to BBMI by contacting our Medical Affairs Department at 1-800-854-6851.   
 
Additionally, any adverse reactions or quality problems experienced during the use of this product may also be 
reported to the FDA’s MedWatch Adverse Event Reporting Program either online, by regular mail or by fax: 


• Complete and submit the report Online:  www.fda.gov/medwatch/report.htm 



http://www.fda.gov/MedWatch/report.htm
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ATTACHMENT 1 
Affected Items Utilizing Components 


 
Product Catalog Number: Product Description: 


331640 CONTI TUOHY ULTRA 360 2 IN CONT PNB SET 
331641 CONTI TUOHY ULTRA 360 4 IN CONT PNB SET 
331642 CONTI TUOHY ULTRA 360 6 IN CONT PNB SET 
331670 CNBFX350O CONTIPLEX CONT NERVE BLOCK 
331672 CNBFX350C CONTIPLEX CONT NERVE BLOCK 
331673 CONTIPLEX TUOHY ULTRA 2 IN CONT. PNB SET 
331674 CONTIPLEX TUOHY ULTRA 4 IN CNB400TU, LF 
331676 CONTIPLEX TUOHY ULTRA 6 IN CNB600TU 
331691 CNB200T CONTIPLEX TUOHY SET 2 IN 
331693 CONTIPLEX TUOHY SET, 18GX4", 1.3X100MM 
331694 CONTIPLEX TUOHY SET, 18GX6", 1.3X150MM 
331695 CONTIPLEX TUOHY SET, 18GX11/2X 1,3X40MM 
331697 CNB200S CONTIPLEX INSULATED TUOHY NDL 
331698 CNB400S 18GA X 4 CONTIPLEX STRAIGHT NDL 
331701 CNB200TK CONTIPLEX CONT NERVE BLOCK 
331706 CNB400TK CONTIPLEX CONT NERVE BLOCK 
331711 CONT FX CNB SET OT W/STYLET 17G X 3.5 IN 
331714 CONT FX CNB SET CT W/STYLET 17G X 3.5 IN 
331751 CONT STIM FULL KIT W/2 IN INSUL TUOHY 
331752 CONT STIM FULL KIT W/4 IN INSUL TUOHY 
331754 CONT STIM BASIC KIT W/4 IN INSUL TUOHY 
331755 SCNB2TK CONT STIM W/2 INCH INSUL TUOHY 
331756 SCNB4TK CONT STIM W/4 INCH INSUL TUOHY 
331757 CONT STIM BASIC KIT W/2 IN INSUL TUOHY 
331758 CONT STIM BASIC KIT W/4 IN INSUL TUOHY 
331761 CONTIPLEX ECHO CT  W/2" TUOHY ULTRA SET 
331762 CONTIPLEX ECHO OT  W/4" TUOHY ULTRA SET 
331763 CONTIPLEX ECHO CT  W/4" TUOHY ULTRA SET 
331764 CONTIPLEX ECHO OT  W/2" TUOHY ULTRA SET 
331766 CONTI ECHO OT  W/4IN TUOHY ULTRA 360 SET 
331767 CONTI ECHO CT  W/2IN TUOHY ULTRA 360 SET 
331768 CONTI ECHO CT  W/4IN TUOHY ULTRA 360 SET 
331771 CNB350TUEC CONT ECHO CLSD TIP NERVE BLK 
332075 CE17TKFCY 17GA SAFETY TUOHY NEEDLE TRAY 
332077 CE17TBFC EPIDURAL BASIC TRAY 17G TOUHY 
332078 CE17TKFCPS EPIDURAL FULL TRAY 
332079 CE17TKFC EPIDURAL TRAY W/ 17GA TUOHY 
332080 CE17TKFSA FULL TRAY W/17G TUOHY 19G SPRW 
332081 CE18TKST CONT EPID W/SOFT TIP 
332082 CE17TKST CONT EPID W/SOFT TIP 


Product Catalog Number: Product Description: 
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332084 CE18HKST CONT EPID 20G SOFTIP 
332086 CE17TKF PERIFIX CONTIN. EPIDURAL TRAY 
332087 CE17TKFPS PERIFIX FX CONT. EPID TRAY-LF 
332093 CE17TKFSDT EPID TRAY W/17GA FIXED WING 
332095 CE17TKFSDTD EPID TRAY W/17GA FIXED WING 
332096 CE17TKFMHDT 17 GA X 4 FULL EPID KIT 
332097 CE17TKFCS CONT EPID TRAY W/17G TUOHY-LF 
332098 CE17TKFS EPIDURAL TRAY 
332124 CONTIPLEX CONT.  2" TUOHY ULTRA PNB TRAY 
332127 CNB200TKU NON-STIM CATH FULL KIT 
332128 CNB400TKU NON-STIM CATH FULL KIT 
332129 CONTIPLEX CONT 4 IN TUOHY ULTRA PNB TRAY 
332132 CONT FX CNB TRAY, CT W/STYLET 
332133 CONT FX CNB TRAY, OT W/STYLET 
332142 CONTI  CONT  2inTUOHY ULTRA 360 PNB TRAY 
332143 CONTI  CONT  4inTUOHY ULTRA 360 PNB TRAY 
332170 CNB400TU3KUE 18GX4 CONTI THY ULTRA 360 
332200 CE18T CONT EPIDURAL SET 
332201 CE18TIN CONT EPIDURAL SET  LF 
332202 CE17T CONT EPIDURAL SET 
332204 CE17TO CONT EPIDURAL SET LF 
332206 CE18HKCD CONT EPIDURAL TRAY 
332209 CE18TKCDLS CONT EPIDURAL TRAY 
332210 CE18H CONT EPIDURAL SET 
332211 CE18TKCD CONT EPIDURAL TRAY 
332212 CE17TKCDLS CONT EPIDURAL TRAY 
332215 CE18TKDP CONT EPID/DURAPREP 
332216 CE18TKPS CONT EPIDURAL TRAY (LF) 
332217 CE18TKCD10L 18GA TUOHY/10CC GLAS 
332219 CE18TBLS CONT EPIDURAL TRAY 
332220 CE18TK ACCU-BLOC PERIFIX KIT 
332221 CE17TK CONT EPIDURALTUOHY 
332222 CE18TB CONT EPIDURAL TRAY 
332223 CE18HB CONT EPIDURAL HUSTEAD 
332224 CE17TB CONT EPIDURAL TUOHY 
332229 CE17TKCD CONT EPIDURAL ANESTHESIA KIT 
332230 CE18HK ACCU-BLOC PERIFIX KIT 
332231 CE18HKPS CONTIN. EPIDURAL TRAY 
332233 CE17TKPS CONTINUOUS EPIDURAL ANES TRAY 
332234 CE17TF PERIFIX FX CONTIN. EPIDURAL SET 
332235 CE17TOD CONT EPIDURAL TRAY  LF 
332236 CE18TOD CONT EPIDURAL TRAY  LF 
332238 CE17TFC CONTINUOUS EPID SET W/17G TUOHY 
332239 CE18TBPS CONT EPIDURAL TRAY 
332242 CE17TB19C CONT EPIDURAL TRAY 
332262 CE17TK19CDP CONT EPIDURAL TRAY 
332264 CCE18HK10L CONT EPIDURAL TRAY 


Product Catalog Number: Product Description: 
332266 CE18TKY 18GA SAFETY TUOHY NEEDLE TRAY 
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332282 CE18TKO PERIFIX ONE EPIDURAL FULL TRAY 
332283 CLAMP STYLE CATHETER CONNECTOR 20GA- LF 
332285 CLAMP STYLE CATH. CONNECTOR 18-19 GA- LF 
332290 CEP18TKO CONT. EPIDURAL PEDIATRIC KIT 
332291 CEP18TO CONT. EPIDURAL PEDIATRIC SET 
332292 EPID PAED FULL KIT 24GA CT NG CATH LF 
332293 CEP20TO CONT EPID PEDIATRIC SET 
332294 CE18TO PERIFIX ONE CONT EPIDURAL SET 
332301 18 GA. TUOHY TRAY - NO TEST DOSE 
332302 18GA. TUOHY TRAY - NO TEST DOSE CE18HDCD 
332303 17GA. TUOHY TRAY - NO TEST DOSE CE17TDFC 
332304 CE18TDST WITHOUT TEST DOSE 
332305 CE18TKCD10L WITHOUT TEST DOSE 
332306 CE17TD WITHOUT TEST DOSE 
332307 CE17TDFCS WITHOUT TEST DOSE 
332308 CE18TDCDLS WITHOUT TEST DOSE 
332309 CE18TDPS WITHOUT TEST DOSE 
332600 GOVCE18TK ACCU-BLOC PERIFIX KIT 
332602 GOVCE17TKFC EPIDURAL TRAY W/ 17GA TUOHY 
332604 GOVCE18TKST CONT EPID W/SOFT TIP 
332605 GOVCE18HK ACCU-BLOC PERIFIX KIT 
332610 GOVCE17TK CONT EPIDURALTUOHY 
332614 GOVES1827K SPINAL/EPIDURAL TRAY (LF) 
332615 GOVCE17TKFCS CONT EPID TR W/17G TUOHY-LF 
333165 ES1725K SPINAL/EPIDURAL TRAY 
333182 ES1827QK ESPOCAN COMBINED 27GA 
333192 ES1827K SPINAL/EPIDURAL TRAY (LF) 
333193 ESPOCAN SPINAL/EPID TRAY W/ 18G TUOHY 
333194 ES1827KDS SPINAL/EPIDURAL FULL KIT 
333196 ES1725KFX ESPOCAN SPINAL/EPID. TRAY 
333197 NES1727KFX  W /17GA TUOHY 19GA SPRW OT 
333501 EC19O 19G X 100CM CATHETER OPEN TIP 
333511 EC19C 19G X 100CM CATHETER CLOSED 
333512 EC19CF 19G X 100CM CATH CLOSED TIP  LF 
333514 EC19OF SPRINGWOUND 19G EPID CATHETER 
333520 EC20O 20G X 100CM CATH OPEN  TIP LF 
333521 EC20CST 20G CLSD SOFT TIP CATH 
333532 EC20CS EPIDURAL CATHETER 
333538 EC24CPNG PEDIATRIC CATH CLSD TIP NG-LF 
333539 EC20CPNG, 20G NEXT GENERATION PED CATH 
333540 EC20C 20G X 100CM CATH CLOSED 
333541 EPID. CATH. NG, 20GA. CLOSED TIP-LF 
333696 CONTIPLEX C CATHETER SET, 20 GA. 
333697 CONTIPLEX C 30 DEGREE 
339114 ES1725KFXN ESPOCAN SPINAL/EPID TRY NRFIT 
339115 ES1827KN SPINAL/EPIDURAL TRAY NRFIT 


Product Catalog Number: Product Description: 
339120 EC19CFN 19G X 100CM CATH CLOSE TIP NRFIT 
339121 EC20CN 20G X 100CM CATH CLOSED NRFIT 
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339163 PCC1900N 19GA CATH CONN NRFIT 
339164 PCC2000N 20GA - 24GA CATH CONN NRFIT 
339183 CE17TKN CONT EPIDURALTUOHY NRFIT 
339184 CE17TKFN PERIFIX CONT EPID TRAY NRFIT 
339185 CE17TKFSN EPIDURAL TRAY NRFIT 
339186 CE17TKFCN EPID TRAY W/ 17GA TUOHY NRFIT 
339187 CE17TKFCSN CON EPI TRAY W/17G TUHY NRFIT 
339188 CE18TKN ACCU-BLOC PERIFIX KIT NRFIT 
339189 CE18HKN ACCU-BLOC PERIFIX KIT NRFIT 
339190 CE18TKON PERIFIX ONE EPID FULL TRY NRFIT 
339191 CE18TKSTN CONT EPID W/SOFT TIP NRFIT 
339194 CEP20TON CONT EPID PEDIATRIC SET NRFIT 
339194 CEP20TON CONT EPID PEDIATRIC SET NRFIT 
530024 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
530029 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
530031 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
530035 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
530041 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
530048 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
530068 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
530071 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
530083 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
530108 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
530112 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
530122 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
530123 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
530124 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
530132 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
530133 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
530134 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
530138 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
530141 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
530142 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
530144 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
530148 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
530149 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
530152 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
530153 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
530155 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
530156 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
530157 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
530159 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
530160 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
530162 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
530163 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 


Product Catalog Number: Product Description: 
530164 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
530165 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
530168 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
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530169 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
530170 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
530171 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
530172 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
530173 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
530174 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
530175 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
530177 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
530178 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
530179 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
530180 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
551008 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
551028 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
551062 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
551266 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
551342 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
551344 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
551394 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
551411 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
551437 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
551474 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
551554 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
551572 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
551576 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
551624 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
551630 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
551645 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
551669 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
551671 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
551672 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
551714 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
551731 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
551732 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
551749 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
551769 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
551771 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
551773 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
551791 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
551810 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
551816 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
551849 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
551859 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
551875 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
551879 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 


Product Catalog Number: Product Description: 
551889 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
551920 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
551922 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
551938 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
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551942 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
551950 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
551951 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
551971 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
551986 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
551994 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
551996 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
551997 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
551998 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552006 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552007 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552008 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552011 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552013 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552014 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552020 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552021 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552022 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552025 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552028 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552029 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552030 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552031 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552032 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552038 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552041 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552044 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552045 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552047 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552048 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552051 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552072 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552073 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552074 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552074 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552076 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552077 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552078 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552079 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552083 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552085 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552086 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552087 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 


Product Catalog Number: Product Description: 
552088 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552089 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552099 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552100 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552101 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
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552103 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552112 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552113 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552115 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552116 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552117 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552119 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552120 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552121 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552122 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552123 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552124 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552125 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552126 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552132 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552133 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552134 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552135 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552136 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552147 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552148 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
552149 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555030 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555040 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555051 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555061 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555063 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555067 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555070 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555076 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555079 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555083 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555091 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555098 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555100 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555110 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555170 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555172 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555175 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555202 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555204 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555214 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 


Product Catalog Number: Product Description: 
555215 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555217 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555259 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555271 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555277 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555290 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
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555295 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555296 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555299 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555325 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555340 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555357 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555374 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555392 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555392 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555421 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555422 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555438 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555449 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555450 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555482 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555483 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555484 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555498 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555525 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555551 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555569 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555578 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555579 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555601 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555647 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555660 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555704 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555706 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555757 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555779 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555854 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555857 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555884 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555904 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555931 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555951 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
555987 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
570180 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
570204 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
570205 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
570207 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 


Product Catalog Number: Product Description: 
570218 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
570222 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
570231 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
570234 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
570241 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
570241 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
570245 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
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570246 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
570249 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
570249 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
570257 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
570259 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
570265 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
570269 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
570272 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
570282 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
570283 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
570285 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
570287 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
570288 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
570289 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
570290 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
570292 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
570295 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
570297 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 
570301 DESIGN OPTIONS® PAIN MANAGEMENT TRAY 


8451699N BULK NONSTERILE PERIFIX CATHETER CONN. 
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ATTACHMENT 2 


 
Step-by-Step Correction of the Perifix Catheter Connector using Label 


 
1. Ensure the Perifix Catheter Connector is in the fully open position and insert catheter per IFU. 


 
2. Remove one of the labels from the kit as per normal procedure. Instead of placing the label on 


the catheter or the filter, place the dotted line of the label on the side of the connector.  Line the 
edge of the label with the proximal end of the connector (see figures 1-3). 


 


                           
                       Figure 1        Figure 2                            Figure 3 


 
3. Fold the label in half, creating the usual “flag” and secure label onto the connector. 


 
                                 Figure 4     Figure 5    


 
 
 
  


Proximal 
End 
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ATTACHMENT 3 
Step-by-Step Correction of the Perifix Catheter Connector using Cloth/Silk Medical Tape 


 
 


1. Ensure the Perifix Catheter Connector is in the fully open position and insert catheter per IFU. 
 


2. Cut a 2.5 inches long piece of cloth/silk medical tape. 


 
Figure 1 


 
3. Wrap the cut piece of cloth/silk tape around the distal end of the catheter connector. Make sure 


the cloth tape is secure against the sides of the connector. The 2.5 inches piece of cloth tape 
should wrap fully around the catheter connecter approximately two times. 


 
Figure 2                                         Figure 3 


 
 


                       Top View                        Bottom View                             Side View 


 
                       Figure 4                             Figure 5                              Figure 6 


 
*Note: This method can be applied to the Perifix Catheter Connector in Procedural Trays. 
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B. Braun Medical 
901 Marcon Blvd. 


Allentown, PA 18109 


MEDICAL DEVICE CORRECTION 
ACl<NOWLEDGEMENT 


Catheter Connector 


Please complete and return this form by one of the below options: 


Fax: 610-849-1197 or 
E-mail: PA_ Quality Assurance.BBMUS _Service@bbraunusa.com 


Checking this box indicates you confirm that you have read and understand the recall instructions provided 


Checking this box indicates you have zero inventory of affected items 


*DISTRIBUTORS ONLY* - Checking this box indicates you have contacted affected customer, if applicable 


Checking this box indicates that you are electing not to continue to use the product in accordance with the "continued 
safe use" as described in Attachment 2 and 3 of the Medical Device Correction Notice and will be returning product. 
Returning affected product will result in a credit and no replacement product. 


COMPLETE THE TABLE BELOW ONLY IF YOU ARE ELECTING TO RETURN PRODUCT 


Catalog No. Lot Number Quanity of Eaches 
(if Returning) 


Name of Person Completing Notice 


Signature Fax Number 


Title 
Email Address 


Date Contact Number 





		Final Approved - US Catheter Connector Notification Letter - Review V10.1 20JULY2018

		Medical Device Correction Acknowledgment - Catheter Connectors



(A31092 06) B Braun - Perifix Catheter.pdf




[High Priority ] - A31478 : Pfizer—EpiPen and EpiPen Jr Auto-Injectors: Device Label May Stick to the Inside of the Carrier Tube, Potentially
Delaying or Preventing Treatment


[High Priority ] - A31478 : Pfizer—EpiPen and EpiPen Jr Auto-Injectors: Device Label May Stick to the
Inside of the Carrier Tube, Potentially Delaying or Preventing Treatment
Medical Device Ongoing Action, Pharmaceuticals Ongoing Action
Published: Friday, October 5, 2018
Last Updated: Thursday, October 11, 2018


UMDNS Terms:
•  Injectors, Medication/Vaccine, Syringe [12132]


Product Identifier:
[Consumable]


Product Pfizer Canada
DIN Expiration Date


0.3 mg EpiPen Auto-Injectors 00509558 2018 Apr to 2019 Oct


0.15 mg EpiPen Jr Auto-Injectors 00578657 2018 Apr to 2019 Oct


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


Manufacturer(s): Pfizer Canada 17300 Trans-Canada Highway, Kirkland, QC H9J 2M5, Canada 


Suggested Distribution: Critical Care, Emergency/Outpatient Services, Nursing, Pediatrics, Home Care, EMS/Transport, Pharmacy, Materials
Management


Problem: Health Canada states that a small number of the above auto-injector devices may not slide out of their carrier tube easily or at all because the
device label has been improperly applied, delaying or preventing emergency treatment and potentially leading to patient disability or death. Health
Canada further states that the manufacturer initiated an advisory on September 28, 2018.


Action Needed:
Identify any affected product in your inventory and patients in your practice who use affected product. Affected product may expire between April 2018
and October 2019. If you have affected product and patients, verify that you have been contacted by Pfizer Canada. Pfizer states that this is not a
recall. The risk can be mitigated by pharmacists and patients by doing the following:


● Ensure that affected auto-injectors slide out easily from their carrier tube. To check the device, flip open the carrier tube cap, gently turn the
tube upside down and let the device slide out into your hand (do not shake or drop it). Visually inspect the device to make sure the device
label has no unglued edges that may catch on the tube.


● Do not remove the blue safety release from the auto-injector device. The blue safety release should be kept on the auto-injector
until the time of use.


● Return the EpiPen device to its carrier tube, and close the carrier tube flip cap once you have confirmed that the device slides out
easily and that the device label has no unglued edges.


● If you are unsure about how to check your device, your pharmacist can check your device for you.
● If your device sticks or does not slide out easily from its tube, or the device label has unglued edges, return it to your pharmacist for


replacement. Do NOT attempt to remove or reattach the label under any circumstances.
Report adverse events involving health products to Health Canada by telephone at (866) 234-2345, or by reporting online here , by mail using the
postage paid label available here , or by fax at (866) 678-6789. Report complaints about health products to Health Canada by telephone at (800) 267-
9675 or complete an online complaint form .
 
For Further Information:
Pfizer
Website: Click here
Health Canada
Tel.: (613) 957-2983
Website: Click here
 


�References:
● Health Canada. Recalls and safety alerts. EpiPen and EpiPen Jr auto-injectors may stick in their carrier tube [online]. 2018 Sep 28 [cited


2018 Oct 2]. Available from Internet: Click here .


Comments:


● This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2018 Oct 2. Health Canada Recall Listings. Advisory RA-67860 Download
● 2018 Oct 2. Manufacturer. The manufacturer confirmed the information in the source material.
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[High Priority ] - A31493 : Baxter—EXACTAMIX Empty EVA Bags: May Leak after Use for Compounding


[High Priority ] - A31493 : Baxter—EXACTAMIX Empty EVA Bags: May Leak after Use for
Compounding
Medical Device Ongoing Action
Published: Thursday, October 4, 2018


UMDNS Terms:
•  Intravenous Fluid Containers [12172]


Product Identifier:
[Consumable]


Product Baxter Healthcare Corp
Product No. UDI Lot No.


250 mL EXACTAMIX Empty Ethylene
Vinyl Acetate (EVA) Bags


H938737 00085412477213 60064550, 60070834,
60075460, 60083515,
60088184, 60089783,
60091143, 60097820,
60098862, 60106876


500 mL EXACTAMIX Empty Ethylene
Vinyl Acetate (EVA) Bags


H938738 00085412477220 60055343, 60080326,
60081686, 60084628,
60084630, 60091155,
60098887, 60103959


1,000 mL EXACTAMIX Empty
Ethylene Vinyl Acetate (EVA) Bags


H938739 00085412477237 60066021, 60069101,
60072119, 60075857,
60080377, 60084632,
60095474


2,000 mL EXACTAMIX Empty
Ethylene Vinyl Acetate (EVA) Bags


H938740 00085412477244 60049816, 60049819,
60051309, 60051792,
60051793, 60051794,
60053089, 60053090,
60053843, 60059169,
60061937, 60063161,
60066271, 60066272,
60068167, 60068168,
60069705, 60070832,
60073335, 60074714,
60078334, 60078390,
60078970, 60080309,
60081656, 60081677,
60081679, 60086988,
60091144, 60098870,
60101111, 60105444,
60108266, 60108272


2, 000 mL EXACTAMIX Empty
Ethylene Vinyl Acetate (EVA) Bags


H938741 00085412477251 60056339, 60066281,
60066284, 60066289,
60073320, 60099757,
60103967


Geographic Regions: Australia, Brazil, Canada, Chile, China, Hong Kong, New Zealand, Puerto Rico, U.S., Uruguay


Manufacturer(s): Baxter Healthcare CorpOne Baxter Pkwy, Deerfield, IL 60015-4625, United States


Suggested Distribution: Infection Control, Nursing, Pharmacy, IV Therapy, Materials Management


Problem:
In a September 28, 2018, Urgent Product Recall letter submitted by ECRI Institute member hospitals, Baxter states that the above bags may leak after use
for compounding. Baxter also states that an undetected leak in a compounded IV solution may allow microbial contamination of the solution, which may
lead to a bloodstream infection or an air embolism caused by air entering the fluid path. Baxter further states that it has received no reports of serious
injuries associated with this problem.
 


Action Needed:
Locate and remove any affected bags in your inventory. Affected bags were distributed between September 8, 2017, and June 15, 2018, in the U.S. The
product code and lot number can be found on the individual product or shipping carton. If you received the Customer Reply Form directly from Baxter,
complete and return it to Baxter using the instructions on the form. If you did not receive a letter and reply form directly from Baxter, do not return a
reply form to Baxter. To arrange for product return and to receive credit, contact the Baxter Healthcare center for service by telephone at (888) 229-0001,
7 a.m. to 6 p.m. Central time, Monday through Friday. Notify all relevant personnel at your facility of the information in the letter, and forward a copy of
the letter to any facility to which you have further distributed affected product. Report any adverse events associated with the use of affected product to
the Baxter Corporate Product Surveillance department by telephone at (800) 437-5176, from 8 a.m. to 5 p.m. Central time, Monday through Friday, or by
e-mail at corporate_product_complaints_round_lake@baxter.com ( click here ). U.S. customers should also report serious adverse events or product
quality problems relating to the use of affected product to FDA's MedWatch Adverse Event Reporting program by telephone at (800) 332-1088; fax at
(800) 332-0178; by mail (using postage-paid FDA form 3500, available here ) at MedWatch, FDA, 5600 Fishers Lane, Rockville, MD 20852-9787; or
online at the MedWatch website .
 
For Further Information:


www.ecri.org . Printed from Health Devices Alerts on Wednesday, October 10, 2018 Page 1


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



mailto:corporate_product_complaints_round_lake@baxter.com

mailto:corporate_product_complaints_round_lake@baxter.com

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

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





Baxter product surveillance
Tel.: (800) 437-5176, 8 a.m. to 5 p.m. Central time, Monday through Friday
Website: Click here
Comments:


● This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2018 Oct 3. Member Hospital. Baxter letter submitted by an ECRI Institute member hospital: FA-2018-045 Download
● 2018 Oct 4. Manufacturer. Baxter confirmed the information provided in the source material.
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[High Priority ] - A31459 : Medtronic—INFUSE X Small Bone Graft Kits: May Contain Two Absorbable Collagen Sponges Instead of One


[High Priority ] - A31459 : Medtronic—INFUSE X Small Bone Graft Kits: May Contain Two Absorbable
Collagen Sponges Instead of One
Medical Device Ongoing Action
Published: Tuesday, October 2, 2018


UMDNS Terms:
•  Dressings, Nonimpregnated, Biological, Collagen [24837]
•  Bone Graft Substitutes [37286]


Product Identifier:
[Consumable]


Product Medtronic Spinal and Biologics
Product No. Lot No.


INFUSE X Small Bone Graft Kits 7510100 M111806AAA


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


Manufacturer(s): Medtronic Spinal and Biologics1800 Pyramid Pl, Memphis, TN 38132, United States


Suggested Distribution: OR/Surgery, Orthopedics, Materials Management


Problem:
�In a September 25, 2018, Urgent Voluntary Market Removal Recall letter submitted by ECRI Institute member hospitals, Medtronic states that the
above kits may contain two absorbable collagen sponges (ACSs) instead of one. This problem could cause confusion in the operating room, potentially
leading to the following:


1. Delays in the procedure
2. Discarding the entire product
3. Discarding one of the two ACS sponges and following the provided material preparation instructions
4. Preparation of the product that differs from the provided material preparation instructions


In the case of (4) above, if each of the two ACSs were wetted inappropriately with 0.7 cc of reconstituted rhBMP-2, and both sponges were implanted,
the concentration of rhBMP-2 will still provide the correct 2.1 mg rhBMP-2 dose as prescribed in the above kits. In this scenario, it is possible that the
presence of additional collagen could take longer to resorb, resulting in a negative effect on bone formation. However, an animal study in sheep has
demonstrated complete resorption of the ACS by eight weeks as confirmed by histology. Medtronic also states that the effectiveness of the product may
be decreased, resulting in failed fusion and necessitating revision surgery. However, this risk is low and is mitigated by the available animal data and by
following labeling and material preparation instructions that instruct the user to use only one 1 x 2 ACS with the BMP provided in an extra small
INFUSE bone graft kit. Medtronic also states that it has received no reports of patient harm related to this problem. The manufacturer and distributor have
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
September 25, 2018, Urgent Voluntary Market Removal Recall letter and Customer Confirmation Form from Medtronic. Complete the Customer
Confirmation Form, and return it to Medtronic using the information on the form. A Medtronic sales representative will contact your facility to arrange
for product return and replacement. 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. Maintain a copy of the letter in your records. U.S. customers should report any 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 Food and Drug Administration, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the Med
Watch website .
For Further Information:
Medtronic
Website: Click here
Comments:


● ��This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2018 Oct 1. Member Hospital. Medtronic letter submitted by ECRI Institute member hospital (includes reply form) Download
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[High Priority ] - A31548 : Pfizer—Various Thermacare Heat Wraps: Ingredients May Leak


[High Priority ] - A31548 : Pfizer—Various Thermacare Heat Wraps: Ingredients May Leak
Medical Device Ongoing Action, Pharmaceuticals Ongoing Action
Published: Thursday, October 11, 2018


UMDNS Terms:
•  Compresses/Packs, Cold/Hot [25806]


Product Identifier:
[Consumable]


Product Pfizer Inc
Lot No. Distribution Date


Muscle Pain Therapy 8-HourThermacare HeatWraps T26686 2017 Sep to 2018 Aug


Thermacare Menstrual Pain Therapy 8-Hour HeatWraps None listed 2017 Sep to 2018 Aug


Bundles containing 1 package of Thermacare Muscle Pain Therapy
8-Hour (3 count) Lot No. T26686 and 2 packages of Joint Therapy
8-Hour (4 count) HeatWraps


None listed 2017 Sep to 2018 Aug


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


Manufacturer(s): Pfizer Inc235 E 42nd St, New York, NY 10017, United States 


Suggested Distribution: Anesthesia, Critical Care, Nursing, Obstetrics/Gynecology/Labor and Delivery, Orthopedics, Home Care, Dentistry/Oral
Surgery, Pain Clinic, EMS/Transport, Pharmacy, Materials Management


Problem:
In an October 2, 2018, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Pfizer states that ingredients in the above
heat wraps may leak, potentially leading to burns, blisters, and/or skin irritation on the wrap-applied area. Pfizer also states that the product label warns
against use if the heat cell contents leak and/or the wrap is damaged or torn. Pfizer further states that Joint Therapy HeatWraps, 8-Hour, which are
included in a bundle along with Muscle Pain Therapy HeatWraps, are not affected. 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. Pfizer recommends that you visit the Value Drug Hub  (note that a login
is required) under the Recalls tab for a list of recalled product. If you have affected product, verify that you have received the October 2, 2018, Urgent
Medical Device Recall letter and prepaid UPS label. Using the UPS label, return affected product to Stericycle by mail at 2670 Executive Dr. Suite A,
Indianapolis, IN 46241, United States, Attn: Event 5276. For additional UPS labels, business reply cards (BRCs), and instructions on returning recalled
product from facilities to which you have further distributed affected product, contact Stericycle by telephone at (800) 805-3093. Pfizer will provide your
facility with credit for returned product only from affected lot numbers. Forward a copy of the letter to any facility to which you have further distributed
affected product, and have them contact Stericycle by telephone using the above number. 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:
Pfizer Consumer Healthcare information line
Tel.: (800) 323-2282
Website: Click here
Stericycle
Tel.: (800) 805-3093, 8 a.m. to 5 p.m. Eastern time, Monday through Friday
Website: Click here
 
Comments:


● This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2018 Oct 11. Member Hospital. Pfizer letter submitted by an ECRI Institute member hospital. Download
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[High Priority ] - A31424 : Bard�—GHIATAS Beaded Breast Localization Wires: May Incorrectly Contain 5 cm Introducer Needles Instead of 9 cm Introducer Needles


[High Priority ] - A31424 : Bard�—GHIATAS Beaded Breast Localization Wires: May Incorrectly
Contain 5 cm Introducer Needles Instead of 9 cm Introducer Needles
Medical Device Ongoing Action
Published: Tuesday, October 2, 2018


UMDNS Terms:
•  Breast Lesion Localization Wires [17906]


Product Identifier:
[Consumable]


Product
Bard Peripheral Vascular, Inc., a wholly
owned subsidiary of BD
Product No.


Lot No.


GHIATAS Beaded Breast Localization Wires 47920 REBW0024


Geographic Regions: Africa, Europe, Korea, Malaysia, Middle East, Singapore, Taiwan, U.S.


Manufacturer(s): Bard Peripheral Vascular, Inc., a wholly owned subsidiary of BD1625 West 3rd Street Tempe, AZ 85281, United States


Suggested Distribution: Obstetrics/Gynecology/Labor and Delivery, Oncology, OR/Surgery, Materials Management


Problem:
�In a September 10, 2018, Urgent Medical Device Recall Notification letter submitted by an ECRI Institute member hospital, Bard states that the above
products may incorrectly contain 5 cm introducer needles instead of 9 cm introducer needles. Bard also states that immediate or long-term health
consequences related to this problem are unlikely because the user would notice that the needle is nearly half the desired length and would request
another needle before proceeding with the procedure; however, if an unsuspecting user inserted the 5 cm needle and realized that it was not long enough
to reach the lesion, the user would have to withdraw the needle and reinsert a longer needle under imaging guidance.


Action Needed:
Identify, isolate, and discontinue use of any affected products in your inventory. If you have affected product, verify that you have received the
September 10, 2018, Urgent Medical Device Recall Notification letter, Instructions for Completing Required Actions (Attachment 1), and the Recall and
Effectiveness Check Form (Attachment 2) from Bard. Complete the Recall and Effectiveness Check Form, and return it to Bard using the instructions on
the form. If you have used affected product, indicate on the form that no product will be returned. To obtain a return authorization (XC) number for
product return, contact the Bard customer support center by telephone at (800) 321-4254 (select option 5), or 
e-mail  BPV.CustomerSupportCenter@crbard.com . To return affected product, use the mailing label provided by Bard. Mark the package as "Recalled
Product", include the XC number, and return it to Bard Peripheral Vascular, Inc., 1415 W. 3rd St, Tempe, AZ, 85281, United States. Upon receipt of
affected product, Bard will provide your facility with 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. 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:
Bard
Website: Click here
Comments:


● �This alert is a living document and may be updated when ECRI Institute receives additional information.


Source(s):


● 2018 Oct 2. Member Hospital. Bard letter submitted by an ECRI Institute member hospital (includes reply form) Download
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