
SBED Weekly Update 17-Jul-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 

43 SFDA website
7/9/2018 7/15/2018

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: WU1829

Hospital Name

MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type Affected? (Yes/No)

Active Implantable Devices

Master Keys Used with AeroForm Tissue 

Expanders

7/9/2018 AirXpanders Inc FSN AttacN/A# New

Platinium Implantable Cardiac 

Defibrillator (ICD) and Resynchronisation 

Therapy Defibrillator (CRT-D)

7/11/2018 LivaNova PLC 2 https

://nc

cigalah groupNew

http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12906



[High Priority ] - A30939 : AirXpanders�—Master Keys Used with AeroForm Tissue Expanders: May Be Inadvertently Programmed with the Incorrect Patient Fill Limits


[High Priority ] - A30939 : AirXpanders�—Master Keys Used with AeroForm Tissue Expanders: May
Be Inadvertently Programmed with the Incorrect Patient Fill Limits
Medical Device Ongoing Action
Published: Friday, June 29, 2018
Last Updated: Thursday, July 5, 2018


UMDNS Terms:
•  Skin Expansion Implants [16045]


Product Identifier:
[Consumable]


Product AirXpanders Inc
Catalog No. FGS No. Lot No. Distribution Date


Master Keys provided
with Small 400 cc
AeroForm Tissue
Expanders


BR125-400 FGS-0014-01 F05085 2018 May 14 to 2018 Jun 19


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


Manufacturer(s): AirXpanders Inc 3047 Orchard Parkway, San Jose, CA 95134, United States


Suggested Distribution: Obstetrics/Gynecology/Labor and Delivery, OR/Surgery, Home Care, Dermatology, Materials Management


Problem:
�In a June 26, 2018, Urgent Product Recall Notice letter submitted by an ECRI Institute member hospital, AirXpanders states that the master keys
provided with the above product were inadvertently programmed with the incorrect patient fill limits. AirXpanders also states that the master keys
provided in the small tissue expanders were programmed for a medium-size tissue expander. The incorrectly programmed master key allows the tissue
expander to dose/fill beyond the labeled volume, up to 80 cc greater than the labeled total volume of 400 cc (for a total potential volume of approximately
480 cc). AirXpanders further states that patient risk is minimal; however, if an affected master key is used, patients may observe that the tissue expander
reaches labeled volume of 400 cc before the dosage controller displays that it has reached full volume. The AeroForm tissue expander may start to feel
unnaturally firm when the dosage controller displays five green lights, the indication that the tissue expander is full. The manufacturer has not confirmed
the information provided in the source material.


Action Needed:
�Identify any affected product in your inventory. If you have affected product, verify that you have received the June 26, 2018, Urgent Product Recall
Notice letter and Customer Acknowledgment Form from AirXpanders. For tissue expanders not currently implanted: regardless of whether you have
affected product, complete the Customer Acknowledgment Form, and return it to AirXpanders using the instructions on the form. To obtain a returned
materials authorization (RMA) number for affected product return, contact the AirXpanders customer service department using the information below.
Return affected product to the address above. AirXpanders will provide your facility with replacement product. For tissue expanders currently implanted,
AirXpanders recommends one of the following actions:
(1) Return of dosage controller (for patients at any stage of expansion)


● If the AeroForm tissue expander from this lot has been implanted, the paired dosage controller(s) may be returned to AirXpanders for
reprogramming. Record the number of dosage controllers planned for return on the Customer Acknowledgment Form.


● An AirXpanders sales representative will provide your facility with return kits for the paired dosage controller(s).
● The returned dosage controllers will be reprogrammed with the correct fill limits, taking into account already delivered doses, and returned


to physicians within 'approximately five business days.
● Upon return of the reprogrammed dosage controllers, patients/physicians may continue with regularly scheduled dosing.


 
(2) Retain dosage controller (for patients in late stages of expansion)


● When four green lights are illuminated, stop dosing, because the Expander has reached full volume.
● Stop dosing when patients experience any discomfort


 
Current labeling instructs patients to dose to the patient's comfort level, up to 30 cc per day. If the patient feels discomfort, they should contact their
physician for further instruction. Implanted tissue expanders do not require removal/explantation as a result of this problem.
For Further Information:
AirXpanders customer service department
Tel.: (877) 349-2479
Website: Click here
Comments:


● ��This alert is a living 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):


● 2018 Jun 29. Member Hospital. June 26, 2018, AirXpanders letter submitted by an ECRI Institute member hospital (includes reply 
form) Download
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MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type Affected? (Yes/No)

Anaesthetic and respiratory devices

DORO LUCENT Base Unit,  Locking 

Transitional Member, Transitional 

Member

7/15/2018 Pro Med Instruments GmbH FSN https

://nc

Al Amin Medical Instruments 

Co. Ltd.

New

PushToSet Intermittent Suction Units 7/12/2018 Ohio Medical Corporation 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12907ABDULREHMAN AL GOSAIBI GTBNew

Suction Catheters, Gastro-enteral Tubes 7/15/2018 ConvaTec FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12920Salehiya Trading Est.New

Unitque Temp° Pflege Set 1 7/10/2018 GERATHERM MEDICAL AG. FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12898Al Arfaj Commercial and importing Co.Update

Assistive products for persons with disability

FREI AG portable and height adjustable 

training table

7/12/2018 Frei AG Aktive Reha FSN httpsN/ANew

Diagnostic and therapeutic radiation devices

Leksell GammaPlan 11.1 7/9/2018 Elekta Inc 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12889Medical Regulations GateNew

Proteus 235, ProteusPLUS 7/15/2018 Ion Beam Applications S.A. FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12919N/ANew

Electro mechanical medical devices

10mm 0Deg Infrared Telescope and 

10mm 30Deg Infrared Telescope

7/9/2018 Olympus 2 httpsSalehiya Trading Est.New

BARD MYPICC Kit, REF CK000095B 7/10/2018 Medline Industries, Inc. 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12893Cure Development International LtdNew

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12918
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12907
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12920
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12898
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12911
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12889
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12919
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12887
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12893


MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type Affected? (Yes/No)

Edwards SAPIEN 3 Transcatheter Heart 

Valve (THV)

7/15/2018 Edwards Lifesciences 2 httpsArabian Health Care Supply Co. 

(AHCSC)

New

GETINGE EDS8 (Endoscope Drying and 

Storage Cabinet) Compressor

7/10/2018 Getinge Disinfection AB 2 httpsGulf Medical Co.New

Reliance 1227 Cart and Utensil 

Washer/Disinfector

7/11/2018 STERIS Corporation.. 2 httpsAl-Jeel Medical & Trading Co. 

LTD

New

Healthcare facility products and adaptations

P2131 AUTOMATED FIELD STEAM 

STERILIZER

7/12/2018 Fort Defiance Industries, LLC 2 httpsN/ANew

In vitro diagnostic devices

AdvanDx QuickFISH Slides 7/15/2018 Opgen Inc 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12924N/ANew

Alinity ci‐series System Control Module 

(SCM)   ,

7/12/2018 Abbott FSN httpsMedical supplies & Services 

Co.Ltd Mediserv

New

Alinity s System 7/10/2018 Abbott Laboratories Inc FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12891Medical supplies & Services Co.Ltd MediservNew

AmniSure ROM Test 7/15/2018 QIAGEN Inc.. 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12923Rokn AI Madaen EstNew

BD FACS Universal Loader 7/12/2018 BD Biosciences FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12912Becton Dickinson B.V.New

CK-MB, opt. DGKC / IFCC; GLDH, DGKC 7/10/2018 DIALAB GmbH FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12899Abdullah A. BaghaffarNew

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12926
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12903
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12905
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12909
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12924
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12913
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12891
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12923
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12912
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12899


MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type Affected? (Yes/No)

Dimension Vista® LOCI® Reaction 

Vessels

7/11/2018 Siemens Healthcare 

Diagnostics GmbH

FSN httpsABDULREHMAN AL GOSAIBI 

GTB

New

InfectCheck NeoPT 7/10/2018 concile GmbH FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12900N/ANew

PDL1 IHC 22C3 pharmDx 7/15/2018 Dako Denmark A/S 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12914Dar Al-Zahrawi Medical Co. LLCNew

Medical software

Guardian Connect Mobile App    , 7/9/2018 Medtronic SA 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12888Medtronic Saudi ArabiaNew

Non-active implantable devices

AperFix Femoral Implant 7/12/2018 Cayenne Medical Inc. 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12910ProMedExNew

Apollo XT Suture Anchors 7/15/2018 Valeris Medical, LLC 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12922N/ANew

Müller Straight Stem size 6.25 Lateral 7/10/2018 OHST Medizintechnik AG FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12897N/ANew

RT-PLUS MOD FEMORAL COMPONENT 

RIGHT 4R

7/10/2018 Smith & Nephew inc FSN httpsSmith & Nephew incNew

VISIONAIRE LIGHTWEIGHT ALIGNMENT 

ROD

7/15/2018 Smith & Nephew inc FSN httpsSmith & Nephew incNew

Zimmer M/L Taper Hip Prosthesis 7/10/2018 Zimmer Biomet, Inc. 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12892Isam Economic Co.New

Ophthalmic and optical devices

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12904
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12900
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12914
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12888
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12910
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12922
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12897
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12896
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12917
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12892


MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type Affected? (Yes/No)

XION Endoscopy Systems with Windows 

10 Pro / LTSB

operating systems

7/15/2018 Xion GmbhH FSN https

://nc

ATTIEH MEDICO LTDNew

Reusable devices

Perifix Catheter Connector. 7/10/2018 B. BRAUN MEDICAL INC… FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12890Medical supplies & Services Co.Ltd MediservNew

Single-use devices

Ancora 375 Normal 7/9/2018 Eurogine S.L. FSN AttachedRegulatory Standards# Update

Coro-Set Bonn Marien-Krankenhaus 

Custom Kits (5/bx)

7/10/2018 Smiths Medical ASD Inc.. FSN httpsMEDICARE DRUG STORE 

COMPANY

New

Craniotomy Kits Containing Symmetry 

Surgical Electrocautery Forceps, Pencils, 

and Cords  ,

7/9/2018 Medline Industries Inc…. 2 Attac

hed

Ikar Establishment# New

Gas In-Line Filters   , 7/9/2018Labotect Labor-Technik-Goettingen GmbH 2 AttachedGT Medical# New

Hyalomatrix 7/15/2018 Anika Therapeutics Inc. 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12915Pharmaserve Ltd.New

MEDRX, Ref 541650R 5Fr X 16" (40cm) 

Polyurethane Feeding Tube For Pediatric 

Use

7/15/2018 Canadian Hospital Specialties 2 https

://nc

N/ANew

Nutriline and Nutriline Twinflo 

Peripherally inserted central catheters 

(PICC)

7/9/2018 Vygon UK Ltd 2 https

://nc

Al-Jeel Medical & Trading Co. 

LTD

New

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12916
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12890
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12895
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12915
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12927
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12885



[High Priority ] - A30061 01 : Eur�ogine—Various Intrauterine Contraceptive Devices: Horizontal Arms May Break During Extraction [Update]


[High Priority ] - A30061 01 : Eur�ogine—Various Intrauterine Contraceptive Devices: Horizontal
Arms May Break During Extraction [Update]
Medical Device Ongoing Action
Published: Thursday, July 5, 2018


UMDNS Terms:
•  Intrauterine Devices, Contraceptive [12156]


Product Identifier:
[Consumable]


Product EUROGINE SL
Reference No. Lot No.


ANGORA 250 Cu Mini Intrauterine Devices 01030200 0216


ANGORA 375 Ag Normal Intrauterine Devices 01030400 0216


ANGORA 375 Cu Normal Intrauterine Devices 01030000 0216


GOLD T Maxi Intrauterine Devices 01040000 0114, 0216, 0217, 0415, 0417,
0614, 0616, 0917, 1114, 1115,
1116


GOLD T Mini Intrauterine Devices 01040200 0114, 0216, 0217, 0415, 0417,
0614, 0616, 0917, 1114, 1115,
1116


GOLD T Normal Intrauterine Devices 01040100 0114, 0216, 0217, 0415, 0417,
0614, 0616, 0917, 1114, 1115,
1116


NOVAPLUS T 380 Ag Mini Intrauterine Devices 01010600 0114, 0216, 0217, 0415, 0417,
0614, 0616, 0917, 1114, 1115,
1116


NOVAPLUS T 380 Cu Normal Intrauterine Devices 01020100 0114, 0216, 0217, 0415, 0417,
0614, 0616, 0917, 1114, 1115,
1116


NOVAPLUS T 380 Ag Maxi Intrauterine Devices 01010700 0114, 0216, 0217, 0415, 0417,
0614, 0616, 0917, 1114, 1115,
1116


NOVAPLUS T 380 Ag Normal 01010500 0114, 0216, 0217, 0415, 0417,
0614, 0616, 0917, 1114, 1115,
1116


NOVAPLUS T 380 Cu Mini Intrauterine Devices 01020200 0114, 0216, 0217, 0415, 0417,
0614, 0616, 0917, 1114, 1115,
1116


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


Manufacturer(s): EUROGINE SLC Raurell 21-29, Nave 3, 08860 Castelldefels, Barcelona, Spain


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


Summary:
��Update Reason: U.K. distribution, additional product. This Alert provides updated information based on a December 2017 Urgent Medical Device
Correction letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA) regarding Alert A30061 . New product
information has been added to the Product Identifier field, and the U.K. has been added to the Geographic Regions Field.
Problem:
��In a February 19, 2018, Field Safety Notice letter posted by the German Federal Institute for Drugs and Medical Devices (BfArM), Eurogine states
that barium sulfate agglomeration in the torsion zone in combination with the extraction system (torsion of the arms) may lead to breakage of the
horizontal arms of the above intrauterine devices (IUDs) during extraction. Eurogine also states that reported breakages have occurred at the moment of
extraction and at the place where the horizontal arms join the vertical axis. Eurogine further states that the problem has no impact on the efficacy of the
IUDs. The manufacturer has not confirmed the information provided in the source material. or previously listed affected product, see Alert A30061 .


Action Needed:
The following actions are those listed in Alert A30061 . Identify and discontinue insertion of any affected product in your inventory. If you have affected
product, verify that you have received the February 19, 2018, Field Safety Notice letter from Eurogine. Contact Eurogine to confirm receipt of the
letter. Premature removal of successfully inserted IUDs is not recommended. Planned removals of affected IUDs should be performed with slow and
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www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1633553
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constant traction when pulling the threads. If breakage occurs and a fragment remains inside the uterus, monitor by ultrasound and, at the physician's
discretion, wait for a sufficient period of time to allow the spontaneous expulsion of the fragment during menstruation. If this does not occur, remove the
fragment with a Mathieu Extractor Gripper or similar tool through the cervical canal. If necessary, assess the need to perform a hysteroscopy to remove
the fragment. Contact your distributor 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 distributed affected product.
For Further Information:
Carlos Falcón, Eurogine
E-mail: cfalcon@eurogine.com
Eurogine
E-mail: eurogine@eurogine.com
Website: Click here
References:


● Germany. Federal Institute for Drugs and Medical Devices. Urgent field safety notice for Ancora 375 Normal by Eurogine S.L. [online].
2018 Feb 20 [cited 2018 Feb 21]. Available from Internet: Click here


● Great Britain. Medicines and Healthcare Products Regulatory Agency. Eurogine [online]. London: Department of Health; 2018 Jun
11 [cited 2018 Jun 12]. (Field safety notice; reference no. 2018/003/015/478/020). Available from Internet: Click here .


Comments:


● �This alert is a living 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):


● 2018 Jun 12. MHRA FSN. 2018/003/015/478/020 Download
● 2018 Jun 12. MHRA FSN. FSCA No. 14022018 Download
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[High Priority ] - A30900 : �Medline—Craniotomy Kits Containing Symmetry Surgical Electrocautery Forceps, Pencils, and Cords: Sterility May Be Compromised


[High Priority ] - A30900 : �Medline—Craniotomy Kits Containing Symmetry Surgical Electrocautery
Forceps, Pencils, and Cords: Sterility May Be Compromised
Medical Device Ongoing Action
Published: Friday, June 29, 2018


UMDNS Terms:
•  Forceps, Electrosurgical [11502]
•  Electrodes, Electrosurgical, Active, Hand-Controlled [11499]
•  Electrodes, Electrosurgical, Active, Foot-Controlled [16206]
•  Procedure Kit/Trays [28961]


Product Identifier:
[Consumable]


Craniotomy Kits containing Symmetry Surgical Electrocautery Forceps, Pencils, and Cords


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


Manufacturer(s): Symmetry Surgical3034 Owen Dr, Nashville, TN 37013, United States (electrocautery forceps, pencils, cords manufacturer)
Medline Industries IncOne Medline Pl, Mundelein, IL 60060, United States (kit manufacturer)


Suggested Distribution: Emergency/Outpatient Services, Infection Control, OR/Surgery, Neurology, Materials Management


Problem:
�In a June 6, 2018, Immediate Action Required letter submitted by an ECRI Institute member hospital, Medline states that the above kits contain
electrocautery forceps, pencils, and cords that were recalled by Symmetry Surgical because the products may encroach into the sterile pouch seal,
increasing the risk of the seal being compromised. 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 Immediate Action Required
letter, Urgent Remedial Action Verification Form, and stickers from Medline. Affix the stickers to the affected kits, and return the kits to stock. Do not
use the affected electrocautery forceps, pencils, and cords; pull another approved product from your facility's sterile supply. To request additional
stickers, contact Medline by telephone using the number below. Complete the Urgent Remedial Action Verification Form, and return it to Medline using
the instructions on the form.
For Further Information:
Kassandra Cotner, Medline recall coordinator
Tel.: (866) 359-1704
Website: Click here
Symmetry Surgical
Website: Click here
Comments:


● �For information regarding the action initiated by Symmetry Surgical, see Alert A30631 .
● This alert is a living 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):


● 2018 Jun 25. Member Hospital. R-18-075 SPT (includes reply form) Download
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https://www.medline.com/pages/about-us/contact-us/

https://www.symmetrysurgical.com/en/content/contact-us

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1634666

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1634666

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/175375/20180606MedlineSymmetrySurgicalElectrocauteryForcepsPencilsCordsClient_Redacted.pdf
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(A30900) Medline-Craniotomy Kits Containing Symmetry Surgical Electrocaute.pdf




[High Priority ] - A30741 : Labotect—�Gas In-Line Filters: Quick Couplings May Leak, Potentially Causing Exposure to Carbon Dioxide or Nitrogen


[High Priority ] - A30741 : Labotect—�Gas In-Line Filters: Quick Couplings May Leak, Potentially
Causing Exposure to Carbon Dioxide or Nitrogen
Medical Device Ongoing Action
Published: Tuesday, July 3, 2018
Last Updated: Thursday, July 5, 2018


UMDNS Terms:
•  Filters, Gas [15649]


Product Identifier:
[Consumable]


Product Labotect Labor-Technik-Goettingen GmbH
Reference No. Lot No.


Gas In-Line Filters 16586 25153, 25904


Geographic Regions: Austria, France, Germany, Spain, Thailand


Manufacturer(s): Labotect Labor-Technik-Goettingen GmbH Kampweg 12, 3 7124 Rosdorf, Deutschland, Germany


Suggested Distribution: Clinical Laboratory/Pathology, Facilities/Building Management, Materials Management


Problem:
�In a May 28, 2018, Urgent Safety Information Recall letter posted by the German Federal Institute for Drugs and Medical Devices (BfArM), Labotect
states that the quick couplings on the above filters may leak, potentially causing uncontrolled exposure to CO2 or N2,, which may lead to a hypoxic
hazard for laboratory personnel.


Action Needed:
�Identify, isolate, and discontinue use of any affected filters in your inventory. If you have affected filters, verify that you have received the May 28,
2018, Urgent Safety Information Recall letter from Labotect. Return affected filters to Labotect.
For Further Information:
Pablo Marin Perera
Tel.: 49 (551) 5050132 or 49 (0176) 24323337
E-mail: qm@labotect.com
Website: Click here
References:


● Germany. Federal Institute for Drugs and Medical Devices. Urgent field safety notice for gas in-line-filter by Labotect Labor-Technik-
Göttingen GmbH [online]. 2018 May 30 [cited 2018 Jul 3]. Available from Internet: Click here .


Comments:


● �This alert is a living 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):


● 2018 Jul 3. BfArM (Germany). 06614/18 Download
● 2018 Jul 3. BfArM (Germany). Labotect letter Download
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https://www.bfarm.de/SharedDocs/Kundeninfos/EN/12/2018/06614-18_kundeninfo_en.html

https://www.bfarm.de/SharedDocs/Kundeninfos/EN/12/2018/06614-18_kundeninfo_en.html

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/175951/20180530LabotectGasInLineFilterBfarMCP.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/175952/20180528LabotectGasInLineFilterBfArM.pdf
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MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type Affected? (Yes/No)

Premicath Neonatal PICC with Stylet   . 7/9/2018 Vygon UK Ltd 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12884Al-Jeel Medical & Trading Co. LTDNew

Safil Sutures     , 7/15/2018 B Braun Surgical SA 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12921Gulf Medical Co.Update

VPS Rhythm ECG , VPS Rhythm ECG , 

Peripherally Inserted Midline Catheter Kit

7/10/2018 Arrow International Inc 2 httpsGulf Medical Co.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=10&rid=12884
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12921
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12894
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx

