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SBD Weekly Update 2010-:55-25

Dear,
SBD team is pleased to inform you that 44 new recalls posted on SFDA website
(Please note: below list of recalls for the period of 18/10/2010 to 24/10/2010

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

NOTE:

Recalls are classified into three categories, representing the potential risk to public
health: Class | : High Risk, Class Il : Medium Risk and Class llI: 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

/ARRAY and POLARIS Spinal System | 23/10/2010 Ebi, Llc | DA

‘ ‘ 2 HOctobé
BeneHeart D6 18/10/2010 || Shenzhen Mindray Bio-Medical ECRI 2 Attach
Defibrillator/Monitors Electronics Co.Ltd

| CELL-DYN 1700 Analyzer | 20/10/2010 | Abbott | NCMDR | 2 | s/Octol

| Cholestech LDX | 24/10/2010 | edical Device Safety Service (MDS||  MHRA | FSN | /recalls

COBAS Glucose Hexokinase 18/10/2010 Roche Diagnostics Corp ECRI 2 Attach

(reagent)

| cobasIT 3000 Software || 18/10/2010 |  Roche Diagnostics Corp | ECRI | 2 | \ttache

‘ Digital image processing unit H 24/10/2010 H E-COM Technology Limited H MHRA ‘ ‘ FSN ‘ Is[Octd

Dual-Chamber External 20/10/2010 Medtronic Inc NCMDR 2 http://

Temporary Pulse Generator

‘ EasyLink Informatics Systems H 23/10/2010 H Siemens Healthcare Diagnostics H FDA ‘ ‘ 2 ‘ ents[ré

EasyRA Cuvette Segment for 19/10/2010 Medica Corporation FDA 2 http://
EasyRA Clinical Chemistry Analyzer

Elance Vital Signs Monitor H 23/10/2010 H Spacelabs Healthcare Inc H MHRA ‘ ’ FSN HIIS(Oct

ENDOPATH XCEL with OPTIVIEW || 18/10/2010 Ethicon Endo Surgery Inc ECRI 2 Attach

Technology Trocars



http://www.sfda.gov.sa
http://www.sfda.gov.sa/En/MedicalEquipments/recalls/October+2010/23-2%29ARRAYandPOLARISSpinalSystem.htm
http://Attached
http://www.sfda.gov.sa/En/MedicalEquipments/recalls/October+2010/20-NCMDR%29CELLDYN1700Analyzer.htm
http://www.sfda.gov.sa/En/MedicalEquipments/recalls/October+2010/24-MH%29CholestechLDX.htm
http://Attached
http://Attached
http://www.sfda.gov.sa/En/MedicalEquipments/recalls/October+2010/24-MH%29Digitalimagprocessingunit.htm
http://www.sfda.gov.sa/En/MedicalEquipments/recalls/October+2010/20-NCMDR%29DualChamberExternalTemporaryPulseGenerator.htm
http://www.sfda.gov.sa/En/MedicalEquipments/recalls/October+2010/23-2%29EasyLink.htm
http://www.sfda.gov.sa/En/MedicalEquipments/recalls/October+2010/19-2%29EasyRACuvetteSegmentforEasyRAClinicalChemistryAnalyzer.htm
http://www.sfda.gov.sa/En/MedicalEquipments/recalls/October+2010/23-MH%29ElanceVitalSignsMonitor.htm
http://Attached
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| EXaCT Targeting Couch || 24/10/2010 |  Varian Medical Systems | NCMDR | 2 |ls/Octo
‘ Excelsior Disposable Syringe H 24/10/2010 H Excelsior Medical Corp H FDA ‘ ‘ 1 ‘ IIsZOcti
flush syringes in Cook Central 18/10/2010 Cook Medical ECRI 2 Attcah
Venous Catheter Trays
GE Centricity Laboratory 24/10/2010 GE Healthcare FDA 2 http://
Instrument Interface Software
‘ Hematology Analyzers H 18/10/2010 ‘ ‘ Sysmex Europe GmbH ‘ ‘ ECRI ‘ ‘ 2 Httachel
‘ hole long plate H 24/10/2010 H Biomet Microfixation H FDA ‘ ‘ 2 ‘ﬁs[reca
‘ Hush Slush Unit H 18/10/2010 H OR Solutions Inc H ECRI ‘ ‘ 2 Httachel
Image-intensified fluoroscopic X- || 20/10/2010 GE Medical Systems NCMDR 2 http://
ray system
| IMMULITE® 2500 System | 23/10/2010 mens Healthcare Diagnostics Prod  MHRA || FSN  talls/O«
’ Intra-Aortic Balloon Catheters H 18/10/2010 H Arrow International Inc H ECRI ‘ ‘ 2 Httachel
i-STAT Celite and Kaolin Activated || 18/10/2010 Abbott Point of Care ECRI 2 Attach
Clotting Time Test Cartridges
‘ MagNa Pure LC 2.0 Instruments H 18/10/2010 H Roche Diagnostics Corp H ECRI ‘ ‘ 2 Httachei
’NexGen® Complete Knee SqutionH 23/10/2010 H Zimmer inc H FDA ‘ ’ 2 HZOctoﬂ
Panocell®-20 20/10/2010 Immucor GmbH NCAR 1 http://
(mmnunoheamatology (Blood WWW.S
Grouping)
PathFinder end screw extender 19/10/2010 Zimmer inc FDA 2 http://
sleeve.
Philips IntelliVue Information 20/10/2010 Philips Medical Systems NCMDR 2 http://
Center
R3 Constrained Acetabular 19/10/2010 Smith & Nephew inc FDA 2 http://
Liner(Hip prosthesis)
ScanPoint Communication Cradles || 18/10/2010 Verathon Inc ECRI FSN | |Attach
Used with ed
BladderScan Ultrasound Systems
Sequencer (Sequencer Verify & || 19/10/2010 IMPAC Medical Systems Inc FDA 2 http://
Record System
| Servo-i Ventilators | 18/10/2010 | MAQUET Inc | EGRL | 2 | tache
| SoftMic (Software) | 20/10/2010 | SCC Soft Computer | FDA | 2 ents/re
| SoftPath GUI (Software) | 24/10/2010 | SCC Soft Computer | DA 2 ats/rec
Symbig OneChannel and Two 23/10/2010 Hospira Inc FDA 1 http://

Channel Infuser



http://www.sfda.gov.sa/En/MedicalEquipments/recalls/October+2010/24-NCMDR%29EXaCTTargetingCouch.htm
http://www.sfda.gov.sa/En/MedicalEquipments/recalls/October+2010/24-1%29ExcelsiorDisposableSyringe.htm
http://Attcahed
http://www.sfda.gov.sa/En/MedicalEquipments/recalls/October+2010/24-2%29GECentricityLaboratoryInstrumentInterfaceSoftware.htm
http://Attached
http://www.sfda.gov.sa/En/MedicalEquipments/recalls/October+2010/24-2%29holelongplate.htm
http://Attached
http://www.sfda.gov.sa/En/MedicalEquipments/recalls/October+2010/20-NCMDR%29ImageintensifiedfluoroscopicXraysystem.htm
http://www.sfda.gov.sa/En/MedicalEquipments/recalls/October+2010/23-MH%29IMMULITE250System.htm
http://Attached
http://Attached
http://Attached
http://www.sfda.gov.sa/En/MedicalEquipments/recalls/October+2010/23-2%29NexGenCompleteKneeSolution.htm
http://www.sfda.gov.sa/En/MedicalEquipments/recalls/October+2010/20-NCAR%29Panocell20.htm
http://www.sfda.gov.sa/En/MedicalEquipments/recalls/October+2010/19-2%29PathFinderendscrewextendersleeve.htm
http://www.sfda.gov.sa/En/MedicalEquipments/recalls/October+2010/20-NCMDR%29PhilipsIntelliVueInformationCenter.htm
http://www.sfda.gov.sa/En/MedicalEquipments/recalls/October+2010/19-2%29R3ConstrainedAcetabularLiner.htm
http://Attached
http://www.sfda.gov.sa/En/MedicalEquipments/recalls/October+2010/19-2%29Sequencer.htm
http://Attached
http://www.sfda.gov.sa/En/MedicalEquipments/recalls/October+2010/20-2%29SoftMic.htm
http://www.sfda.gov.sa/En/MedicalEquipments/recalls/October+2010/24-2%29SoftPathGUI.htm
http://www.sfda.gov.sa/En/MedicalEquipments/recalls/October+2010/23-1%29SymbiqOneChannelandTwoChannelInfuser.htm
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’ Test Cartridges H 24/10/2010 H Bio-Rad Laboratories Inc H FDA ‘ ’ 2 Hs[recal

Tosoh AIA-PACK B12 | 24/10/2010 | Tosoh Corporation | MHRA | FSN recalls/

’ TrueBeam and TrueBeam STx H 24/10/2010 H Varian Medical Systems H FDA ‘ ’ 2 ‘ IIs(Octi

TruLink Pre-wired Neonate ECG || 23/10/2010 Spacelabs Healthcare Inc MHRA FSN | http://
Electrodes

Universal Flat Panel Yoke H 23/10/2010 H Stryker Communications H MHRA ‘ ’ FSN ‘blls[Oci

Vacutainer Push Button Blood 18/10/2010 Becton Dickinson & Co. (BD) ECRI 2 Attach

Collection Sets
Various REALIZE/SAGB 18/10/2010 Ethicon Endo Surgery Inc ECRI FSN | |attach
Adjustable Gastric Banding ed

Products:

Vertex Max Reconstruction 18/10/2010 Medtronic Navigation Inc ECRI 2 Attach

System Drill Guides
Vision Alpha Ventilators || 18/10/2010 | Novalung GmbH | ECRL | 2 \ttache
D Indicates that medical devices subject to removal and/ or destroyed action.

SBD 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://www.sfda.gov.sa/services/md_Recalls/recallsDispaly.aspx

SFDA urges all hospitals that have medical devices subjected to these recalls to

contact the local representative in order to ensure corrective or planed action been
implemented.


http://www.sfda.gov.sa/En/MedicalEquipments/recalls/October+2010/24-2%29TestCartridges.htm
http://www.sfda.gov.sa/En/MedicalEquipments/recalls/October+2010/24-MH%29TosohAIPACKB12.htm
http://www.sfda.gov.sa/En/MedicalEquipments/recalls/October+2010/24-2%29TrueBeamandTrueBeamSTx.htm
http://www.sfda.gov.sa/En/MedicalEquipments/recalls/October+2010/23-MH%29TruLink+PrewiredNeonateECGElectrodes.htm
http://www.sfda.gov.sa/En/MedicalEquipments/recalls/October+2010/23-MH%29UniversalFlatPanelYoke.htm
http://Attached
http://attached
http://Attached
http://Attached
http://www.sfda.gov.sa/services/md_Recalls/recallsDispaly.aspx
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A14731 - High Priority Medical Device Alert

Medical Device
Ongoing Action
Updated: October 11,
2010

UMDNS Terms:

o Defibrillator/Monitors
[11128]

o Defibrillators,
External, Manual
[11134]

o Defibrillators,
External,
Semiautomated
[18500]

Suggested Distribution:

o Cardiology/Cardiac
Catheterization
Laboratory

o Clinical/Biomedical
Engineering

o Critical Care

e Emergency/Outpatient
Services

o Nursing

o OR/Surgery

o Home Care

e EMS/Transport

Geographic Regions:

o (Impact in
has not been
identified or ruled out at
the time of this posting)

o Europe

ECRI Institute

The Discipline of Science. The Integrity of Independence.

Shenzhen Mindray—BeneHeart D6 Defibrillator/Monitors:
Printed Circuit Board Assembly May Short, Potentially
Causing Failure to Deliver Therapy

Product Identifier:

BeneHeart D6 Defibrillator/Monitors [Capitaf Equipment]
Affected serial numbers are listed in the letter sent to your facility

Manufacturer: Shenzen Mindray Bio Medical Electronics Co Ltd [453646], Mindray
Building Keji 12th Road South, High-Tech Industrial Park Nanshan, Shenzhen
518057, People's Republic of China

Problem: In a September 21, 2010, Urgent Field Safety Notice letter posted by the
German Federal Institute for Drugs and Medical Devices (BfArM), Shenzhen
Mindray states that a component in a printed circuit board assembly of the above
defibrillator/monitors may cause an electrical short, potentially resulting in a failure to
deliver therapy. Shenzhen Mindray states that it has received no reports of
defibrillator/monitor failures related to this problem. The manufacturer has pol
Eonfirmed the information provided in the source material.

Regulatory Agency: Designation:

BfArM

Reference No. 3470/10

Action Needed:

Verify that you have received the September 21, 2010, Urgent Field Safety Notice
letter and list of affected product from Shenzhen Mindray. ldentify any affected
product in your inventory. A Shenzhen Mindray representative or distributor will
contact your facility to arrange to update affected product. Until the update is
performed, Shenzhen Mindray states that you may continue to use the devices and
recommends that you perform the following:

(1) Keep the devices away from high-humidity, dusty and/or high-vibration
environments.

(2) Ensure correct function of the devices by performing the following routine test
and energy delivery test every day:

(a) Press the main menu button and select “User Test ».” A dialog box will appear and
inform you that beginning the user test will end patient monitoring.

(b) Select “Yes” to enter the user test main menu.

(c) Select “Routine Test” and then “Energy Delivery Test.”

(d) Follow the device instructions to complete the tests.

(e) Check the result to ensure that all tests are passed.

Inform all relevant personnel of the Urgent Field Safety Notice letter and forward a

copy of the letter to any facility to which you have further distributed affected
product.

For Further Information:

Geographic Contact: Telephone

Location: No.: Website:

Fax No.:

Shen

Shaonan, |86 (755) |86 (755)

Burope |shenzhen|81887298 |26582934
Mindray

Outside Shenzhen Mindray local

Europe representative

©2007 ECRI Institute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.




https://members2.ecri.org/Components/AlertsTrackerHelp/Documents/Comment%20-%20Impact%20in%20additional%20regions.pdf

https://members2.ecri.org/Components/AlertsTrackerHelp/Documents/Comment%20-%20Impact%20in%20additional%20regions.pdf

https://members2.ecri.org/Components/AlertsTrackerHelp/Documents/Comment%20-%20Impact%20in%20additional%20regions.pdf

https://members2.ecri.org/Components/AlertsTrackerHelp/Documents/PI%20-%20Capital%20Equipment.pdf

https://members2.ecri.org/Components/AlertsTrackerHelp/Documents/PI%20-%20Capital%20Equipment.pdf

https://members2.ecri.org/Components/AlertsTrackerHelp/Documents/Comment%20-%20Unconfirmed%20Information.pdf

https://members2.ecri.org/Components/AlertsTrackerHelp/Documents/Comment%20-%20Unconfirmed%20Information.pdf

http://www.mindray.com/en/aboutus/global.html



www.ecri.org e Printed from Health Devices Alerts on Monday, October 18, 2010 Page 2

Source:

Germany. Federal Institute for Drugs and Medical Devices. Field safety
notice concerning BeneHeart D6 defibrillator/monitor, Shenzhen Mindray
Bio-Medical Electronics Co., Ltd. [online]. 2010 Sep 30 [cited 2010 Oct
5]. Available from Internet;

Comment:

This alert is a 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.

This alert is based on information that nay not be independently verified

as to its accuracy, completeness, or causal relationship to the product or its
supplier.

The manufacturer has not confirmed the peographic distributior] of
affected product. ECRI Institute recommends that you check your
inventory for this product regardless of where you are located.

Verification History: Alert Confirmed by Non-U.S. Regulatory Agency[10/5/2010
4:47:42 PM]

ECR,I Institute

The Discipline of Science. The Integrity of Independence.

©2007 ECRI Institute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



http://www.bfarm.de/SharedDocs/1_Downloads/EN/medDev/fca/10/2010/3470-10_Kundeninfo_en.html

http://www.bfarm.de/SharedDocs/1_Downloads/EN/medDev/fca/10/2010/3470-10_Kundeninfo_en.html

https://members2.ecri.org/Components/AlertsTrackerHelp/Documents/Comment%20-%20Living%20Document.pdf

https://members2.ecri.org/Components/AlertsTrackerHelp/Documents/Comment%20-%20Unconfirmed%20Information.pdf

https://members2.ecri.org/Components/AlertsTrackerHelp/Documents/Comment%20-%20Unconfirmed%20Geo%20Information.pdf
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A14782 - High Priority Medical Device Alert
Ethicon Endo Surgery—Various REALIZE/SAGB
Adjustable Gastric Banding Products: Tubing Strain
Relief Component of Injection Port May Displace from
Locking Connector, Potentially Migrating on the Tubing

Product Identifier:

Medical Device
Ongoing Action
Updated: October 14,
2010
UMDNS Terms:
o Gastroplasty Bands
[17649]

Suggested Distribution:
o OR/Surgery
o Gastroenterology
e Materials Management

Geographic Regions:
o Worldwide

REALIZE/SAGB

Gastric Band
Products:

Product Nos.:

Lot Nos.:

(1) Individual
Bands

(1) BD2XV

(1) 01040602, 01040603, 10270503, 11020504,
11030502, 11090510, 11090511, 11090512,
12030502, 12070502, 12070503, 12070504,
12200501, 12200502, 12200503, 12290505,
12290506, 01120603, 01200602, 01260601,
01260602, 01260603, 01260604, 02210605,
02210606, 02210607, 02280622, 02280623,
03080601, 03080602, 03080605, 03220611,
03220612, 05150601, 05150602, 05150603,
05150604, 05300613, 05300614, 06190606,
06190607, 06190608, 06190614, 06190615,
06190616, 06190617, 06190618, 06260601,
07060601, 07100605, 08140607, 08140608,
09050601, 09050602, 09050603, 09050604,
09050605, 09130601, 09130602, 09130603,
09130604, 09130605, 09180602, 09180603,
09180604, 09250602, 10110601, 10110602,
10110603, 20002024, 20002082, 20002185,
20002186, 20002193, 20002438, 20002439,
20002440, 20002441, 20002484, 20002485,
20003152, 20003153, 20003154, 20003155,
20003196, 20003362, 20003363, 20004437,
20004438, 20005244, 20005659, 20006819,
20006921, ZGNB43, ZGNB44, ZGNB45,
ZGPBCC, ZGPBCD, ZGPBCJ, ZGPBCK,
ZHBBBN, ZHBBBP, ZHBBBT, ZHCBBO,
ZHCBB1, ZHCBB2, ZHCBB3, ZHCBBS5,
ZHCBB6, ZHCBB7, ZHCBBS, ZHCBB9,
ZHDBF7, ZHFB76, ZHFB77, ZHFBT79,
ZHFBBW, ZHFBBY, ZHGBBJ, ZHGBDJ,
ZHGBDK, ZHGBDL, ZHHBD6, ZHHBD?7,
ZHHBDS8, ZHHBD9, ZHHBFB, ZHHBFC,
ZHJBBJ, ZHIBBK, ZHJBBL, ZHIJBBM,
ZHJBBN, ZHJBBP, ZHMBDP, ZHNBC1,
ZHNBC2, ZHPBBT, ZJBBBF, ZJBBDP, ZJCBBS,
ZJCBDP, ZJCBGL, ZJDBBD, ZJDBBF,
ZJDBBG, ZJDBBH, ZJDBBJ, ZJDBBK, ZJFBLS6,
ZJFBML, ZJHBCH, ZJHBK7, ZJJBC3, ZJKBC1,
ZJKBHC, ZJKBK2, ZJMBB4, ZJMBNG9,
ZINBBV, ZKDBM6, ZKDBM7, ZKFBDC,
ZKFBDH, ZKGBDY, ZKHBBJ, ZKHBCR,
ZKHBFG, ZKNBCK, ZKNBHC, ZLBBFK,
ZLDBB8, ZLFBBC, ZLFBGG, ZLGBFV,

(1) BD3XV

ZLGBG5

(1) 20008640, 20008641, 20008642, 20019968,
20019969, 20019975, 20019976, 20020378,
20024091, 20027139, 20027140, 20027141,
20027142, 20027143, 20028312, 20028313,
20028314, 20028315, 20047060, 20047061,
20051432, 20052462, 20052463, 20052464,
20052465, 20061807, 20061808, 20061809,

ECRI Institute

The Discipline of Science. The Integrity of Independence.

©2007 ECRI Institute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.
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20067417, 20072957, 20072958, 20072960,
20072961, 20072962, 20074075, 20074077,
20074078, 20074079, 20074681, 20086611,
20093420, 20093421, 20095603, 20095604,
20095605, 20095607, 20095662, 20095663,
20095889, 20099522, 20099523, 20099590,
20099591, 20099600, 20099601, 20106185,
20106186, 20106187, 20106188, 20113097,
20121631, 20125349, 20148010, 20148011,
20148012, 20148013, 20148014, 20148015,
20148016, 20148017, 20148018, 20148019,
20148020, 20148021, 20148022, 20148023,
20148024, 20150225, 20150226, 20150227,
20204442, 20204443, 20209202, 20216977,
20216978, 20217032, 20217033, 20217034,
20217035, 20220032, 20220033, 20227517,
20227518, 20227519, 20227520, 20227521,
ZJLBB3, ZINBB5, ZINBGK, ZINBGL, ZINBKY,
ZINBKZ, ZKBBCH, ZKBBGN, ZKBBLP,
ZKBBLR, ZKBBLT, ZKBBLV, ZKBBLW,
ZKBBMG, ZKBBMH, ZKCBBM, ZKFBCD,
ZKFBDN, ZKFBFL, ZKHBBG, ZKHBCS,
ZKHBC7, ZKHBCL, ZKJBCH, ZKJBC]J,
ZKJBDK, ZKJBDL, ZKJBFK, ZKJBFL,
ZKKBCH, ZKKBCV, ZKKBD1, ZKKBDT,
ZKKBDV, ZKLBBG, ZKLBCF, ZKLBD2,
ZKLBD3, ZKMBJT, ZKMBJV, ZKMBRN,
ZKNBBG, ZKNBBH, ZKNBCT, ZKNBDS,
ZKNBDS9, ZKNBGL, ZKNBHB, ZLDBDN,
ZLFBBD, ZLFBBF, ZLFBCK, ZLFBCL,
ZLFBD5, ZLFBD6, ZLFBD7, ZLFBGH,
ZLFBGJ, ZLGBBY, ZLGBC7, ZLGBCS,
ZLGBFW, ZLGBFY, ZLGBG2, ZLGBGS,
ZLGBG7, ZLHBBC, ZLHBBD, ZLHBBF,
ZLHBCM, ZLHBCN, ZLHBDR, ZLHBDT,
ZLHBFO, ZLJBBB

(1) PT2XV

(1) 1110603, 10060505, 11160512, 02090601,
03220609, 03220610, 06270601, 07170601,
09210601, 09270601, 20003156, ZHKBBB,
ZJFBDK, ZJFBF6, ZJJBLR, ZJMBCD, ZINBKW,
ZKBBJV, ZKBBLK, ZKDB0B, ZKFBDG,
ZKFBDJ, ZKGBBM, ZKGBDW, ZKHBCC,
ZKHBDH, ZKKBDZ, ZKLBD9, ZKMBK1,
ZKNBD7, ZLBBBJ, ZLCBC4, ZLCBGB,
ZLDBBC, ZLFBGL, ZLGBC9, ZL HBBJ

(1) RLZB22,
RLZB22D,
RLZB22DG

(1) ZHLBBB, ZHLBBC, ZHLBBD, ZHLBBF,
ZHLBBG, ZHLBCM, ZHNBC3, ZHPBBV,
ZHPBBY, ZJBBB1, ZJBBB2, ZJBBB3, ZJBBBG,
ZJBBBH, ZJBBBK, ZJBBCF, ZJBBCG,
ZJBBCH, ZJBBCJ, ZJBBD6, ZJBBD7, ZJBBDS,
Z)JBBDY, ZJBBDH, ZJBBDJ, ZJBBDK, ZJBBFB,
ZJBBFC, ZJCBBT, ZJCBBV, ZJCBBW,
ZJCBDL, ZJCBDM, ZJCBDN, ZJDBBL,
ZJDBDY, ZJFBBB, ZJFBBC, ZJFBBD, ZJFBDC,
ZJFBDD, ZJFBFO, ZJFBF1, ZJFBF2, ZJFBKH,
ZJFBMK, ZJGBCC, ZJGBCD, ZJGBGM,
ZJGBHJ, ZJGBHK, ZJGBTT, ZJHBCD, ZJHBCF,
ZJHBCG, ZJHBF5, ZJHBF6, ZJHBF7, ZJHBKS,
ZJHBKOY, ZJHBLB, ZJHBLC, ZJHBLD, ZJHBLF,
ZJJBC4, ZJIBCS5, ZJJBC6, ZJIBF9, ZJIBGB,
ZJIBGC, ZJJBHM, ZJJBHN, ZJJBHP, ZJJBHR,
ZJJBLK, ZJBLL, ZJJBNV, ZJJBNW, ZJKBBB,
ZJKBBC, ZJKBBD, ZJKBC2, ZJKBC3, ZJKBC4,

ECRI Institute

The Discipline of Science. The Integrity of Independence.

©2007 ECRI Institute
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ZJKBHD, ZJKBK4, ZJKBKS, ZJKBK®6, ZILBBR,
ZJLBBT, ZJLBBV, ZJMBB5, ZIMBCG,
ZIJMBCH, ZJMBCJ, ZJMBCK, ZJMBCL,
ZIJMBJC, ZJMBID, ZIMBJF, ZJPBD1, ZJPBD2,
ZJPBFT, ZJPBFV, ZKBBCC, ZKBBCD,
ZKBBCF, ZKBBCG, ZKBBGC, ZKBBGD,
ZKBBGJ, ZKBBIJN, ZKBBNV, ZKBBNW,
ZKBBNY, ZKCBBK, ZKCBDD, ZKCBJJ,
ZKMBK4, ZKMBKP, ZKNBBB, ZKNBCL,
ZLBBCH, ZLBBFJ, ZLBBFL, ZLCBCB,
ZLCBDS8, ZLDBCZ, ZLDBDM, ZLDBDV,
ZLFBF7, ZLFBFB

(1) RLZB32,
RLZB32D,
RLZB32DG

(1) ZIMBP7, ZIMBP8, ZIMBP9, ZJMBRB,
ZINBBG6, ZINBB7, ZINBB8, ZINBBY, ZINBF5,
ZIJNBGM, ZINBGN, ZINBGP, ZINBGR,
ZINBK4, ZJNBKS5, ZINBNH, ZJPBF3, ZKBBBS,
ZKBBB9Y, ZKBBCB, ZKBBCM, ZKBBGF,
ZKBBGG, ZKBBGH, ZKBBJR, ZKBBJT,
ZKBBLO, ZKBBL1, ZKBBL2, ZKBBLY,
ZKBBLZ, ZKBBMT, ZKBBNO, ZKBBNZ,
ZKCBBH, ZKCBBJ, ZKCBC8, ZKCBC9,
ZKCBDY, ZKCBHY, ZKCBHZ, ZKCBKK,
ZKCBKL, ZKCBKM, ZKDB05, ZKDB06,
ZKDBO07, ZKDBO08, ZKDBOD, ZKDBOF,
ZKDBO0G, ZKDBLY, ZKDBLZ, ZKDBMC,
ZKDBMD, ZKDBMF, ZKDBMG, ZKDBMH,
ZKFBB4, ZKFBBB, ZKFBBF, ZKFBCS,
ZKFBC9, ZKFBCL, ZKFBCV, ZKFBDD,
ZKFBFH, ZKFBFJ, ZKGBBN, ZKGBBP,
ZKGBBR, ZKGBCK, ZKGBCL, ZKGBCM,
ZKGBDM, ZKGBDN, ZKGBDP, ZKGBFF,
ZKHBBC, ZKHBCH, ZKJBC4, ZKJBCK,
ZKJBCL, ZKJBDM, ZKJBDN, ZKJBFV,
ZKIBG3, ZKIBGK, ZKJBGL, ZKJBHY,
ZKJBHZ, ZKKBB2, ZKKBB3, ZKKBBD,
ZKKBBF, ZKKBC6, ZKKBC7, ZKKBD?2,
ZKKBD3, ZKLBBK, ZKLBBL, ZKLBBM,
ZKLBC7, ZKLBCB, ZKLBCC, ZKLBCG,
ZKLBCH, ZKLBCJ, ZKLBCK, ZKMBBL,
ZKMBBM, ZKMBBN, ZKMBBP, ZKMBKJ,
ZKMBKK, ZKMBKL, ZKMBKYV, ZKMBKW,
ZKMBKY, ZKMBKZ, ZKMBMC, ZKMBMD,
ZKMBMF, ZKMBMG, ZKMBMH, ZKMBMJ,
ZKMBP4, ZKMBP5, ZKMBP6, ZKMBP?7,
ZKMBRP, ZKNBBJ, ZKNBBK, ZKNBBL,
ZKNBCV, ZKNBCW, ZKNBCY, ZKNBFC,
ZKNBGO, ZKNBGM, ZKNBGN, ZKNBGP,
ZKNBHH, ZKNBHJ, ZLBBBB, ZLBBBK,
ZLBBBL, ZLBBCL, ZLBBDP, ZLBBFN,
ZLBBFP, ZLCBBD, ZLCBBF, ZLCBCS,
ZLCBCF, ZLCBCG, ZLCBFC, ZLCBGC,
ZLDBBF, ZLDBBG, ZLDBBH, ZLDBBJ,
ZLDBBK, ZLDBC1, ZLDBC2, ZLDBCC,
ZLDBCD, ZLDBCF, ZLDBCG, ZLDBDW,
ZLDBDY, ZLFBBJ, ZLFBBK, ZLFBBL,
ZLFBCN, ZLFBFC, ZLFBFD, ZLFBGN,
ZLFBGP, ZLGBCG, ZLGBCH, ZLGBDD,
ZLGBF2, ZLGBF3, ZLGBHC, ZLGBHD,
ZLHBBM, ZLHBBN, ZLHBDN, ZLHBDW,
ZLHBDY, ZLHBF1, ZLJBBC, ZLJBBV,

(1) RLZPT2

ZLJBCV, ZLJBCW
(1) ZHLBCG, ZHPBBS, ZJBBBD, ZJBBBY,

ZJCBBO0, ZJCBBH, ZJCBDR, ZJJBMT, ZJKBCY,
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ZIJMBPB, ZINBB4, ZINBBJ, ZJPBB5, ZKBBCJ,
ZKBBGP, ZKBBLM, ZKCBDZ, ZKCBJH,
ZKDBK9, ZKDBM2, ZKDBMT, ZKFBCS,
ZKFBCW, ZKFBCZ, ZKFBDF, ZKFBFK,
ZKMBKR, ZKMBN1, ZKMBP2, ZKNBBF,
ZKNBFB, ZKNBHG, ZLCBC7, ZLCBG9,
ZLDBBD, ZLDBDZ, ZLFBCJ, ZLFBGR,
ZLGBCB, ZLGBDG, ZLGBHF, ZLHBF3,
ZLJBD1

@
RLZB22D1

(2) G4ARJ90, GARYOP, GAT15T, G4T289,
G4T49Z, GAT52H, G4AT861, GATA93, GATC3R,
GA4TD5R, GATF1X, GATG22, G4TH28, GATK21,
GATL1D, GATM3L, GATM84, GATPOW,
GATT4D, GATU2V, GATV3T, GATW6D

@
RLZB22DG1

(2) GARJ98, GAT42A, GAT88X, GATHI90,
G4TJ61, GATP6J, GATR76, GATV48, GATX1V

@
RLZB22DGT

(2) GARKOE

@
RLZB22DT

(2) GARK31, G4RR27, G4T28C

(2) RLZB22T

(2) G4RES2

. 2
(2) Physical Paks é%l)_ZB32D1

(2) GARKOM, G4RLI9X, G4ARM94, GARNOG,
G4RY2M, G4RY3E, G4RY56, GAT00G, G4T137,
GAT15H, GAT202, GAT224, GAT26M, G4T27Z,
GA4T31N, GAT31V, GAT34N, G4T385, GAT42F,
G4T43U, GAT52W, GATS6F, GAT68L, GAT74D,
GAT87X, GATI5Y, GAT992, GATASY, GATASW,
G4TC20, GATC48, GATD1C, G4TD20, GATE10,
G4TEL7, GATE7M, GATES87, GATE9Z, GATFOC,
GATF7A, GATFOM, G4TG25, GATG5A,
G4TH1V, GATHA48, G4TJ3F, G4TJ70, G4TK18,
G4TK1K, GATKG9, GATKGG, GATKGT, G4TK90,
GATKOD, GATL1U, GATL21, GATLAC, GATL5S,
GA4TL6Z, GATLT79, GATL7H, GATL7V,
G4TM2M, GATM5K, GATMS5N, G4TM66,
G4TM6N, GATM8A, GATN16, GATN86, GATP15,
G4TP39, GATP3N, G4TP6U, GATP77, GATP93,
G4TPIK, G4TR22, GATR4R, G4TR5E, G4TV69,
GA4TV6N, GATWA45, GATWG67, GATX6A,
G4TX8C, G4TY13

@
RLZB32DG1

(2) GARK2R, G4RN94, G4ARWO06, G4RY5C,
G4T160, G4T26C, G4T31A, G4T402, GAT46F,
G4T695, GAT80A, G4TI5G, GATEIK, GATF7K,
G4TJ0A, GATI6Z, GATL16, GATM2E, GATMIK,
G4TN3J, GATNTX, G4TP91, GATT4N, G4TU84,
G4TV1X, GATV7C

@
RLZB32DGT

(2) G4RES81, G4RK6N, G4RL6Z, G4T824,
GA4T98X, GATN3R, GATP1A, GATR4)

@
RLZB32DT

(2) G4RL1U, G4RL9A, G4ARM2V, G4ARMST,
G4RN6P, GARP1M, G4ARR5G, GARWOR, GATR72]

(2) RLZB32T

(2) G4ARK3F, G4RK51, G4ARM62, G4RR1P,
G4RW4H, G4RZ07, GATO1F, G4T290, GAT299,
G4T525, GAT821

[Consumabld]
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Manufacturer: Ethicon Endo Surgery Inc A Johnson & Johnson Co [149225], 4545
Creek Rd, Cincinnati, OH 45242, United States
Problem: In an October 8, 2010, Urgent Device Recall letter submitted by ECRI
Institute member hospitals, Ethicon Endo Surgery states that it has received reports of
the tubing strain relief component of the injection ports for the above
products becoming displaced from the locking connector and migrating from its
original position on the locking connector. Ethicon Endo Surgery states that this may
result in the following problems:

e The tubing strain relief may migrate on the tubing.

e  The tubing may kink, resulting in difficulty or inability to adjust the fluid
volume within the band, which may cause a need for additional surgery.

e The strain relief component may become free in the abdominal wall or
abdominal (peritoneal) cavity, which may result in the need for additional
surgery.

Ethicon Endo Surgery also states that the above problem does not necessitate removal
of already implanted devices.

Distributor: Reference No.:

Ethicon Event No. 2240

Action Needed: Verify that you have received the October 8, 2010, Urgent Device
Recall letter, reply form, and UPS shipping label from Ethicon Endo Surgery.
Identify, isolate, and discontinue use of any affected product in your inventory.
Ethicon Endo Surgery states that you do not need to remove already implanted
devices. While displacement of the strain relief component is highly unlikely to cause
any serious injury or adverse health consequences to the patient, an inability to

adjust fluid volume within the gastric band because of kinking may necessitate
exploration of the port, mobilization of the port from its surrounding tissue to relieve
kinking, and repositioning of the port. Standard instruction on repositioning

the port can be found in the product's instructions for use (IFU), also available on
Ethicon Endo Surgery's .

U.S. customers should perform the following. If you do not have affected product,
complete the reply form (reference event number 2240) and return it to Stericycle by
fax at (877) 597-9582. If you have affected product, make a copy of the reply form
for your records. Return affected product and the original reply form to Stericycle
using the enclosed UPS shipping label. Ethicon Endo Surgery states that it will
provide your facility with redesigned replacement product within 30 to 60 days of the
affected product’s return. Customers outside the U.S. should contact their local
Ethicon Endo Surgery representative to arrange for product return and replacement.

U.S. customers should also report serious adverse events or product quality problems
related 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 herd) at Food and Drug Administration,

HF-2, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the (MedWatch
[ivebsitd.

For Further Information:

Geographic

.77 |Contact: Website:
Location:

Ethicon Endo
Worldwide [Surgery local
representative

Source:
. Letters submitted by ECRI Institute member hospitals.

. Manufacturer.

©2007 ECRI Institute
E ( R I Institute 5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
The Discipline of Science. The Integrity of Independence. May be reproduced by subscribing institution for internal distribution only.



https://www.jnjgatewayifu.com/productList.jsp?cntry=US&amp;lng=ENG&amp;franch=Ees&amp;prod=&amp;Cont=&amp;nkey=/Entry/Home/ProductByCompany/ProductList&amp;sessionID=M0QJ66TzRTASFDXklYdITbvY0IFaioU16lzGwFXkwRbj21QWKDFn!1425161106!1286901769146

http://www.fda.gov/downloads/Safety/MedWatch/HowToReport/DownloadForms/UCM082725.pdf

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

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

http://www.ethiconendosurgery.com/clinician/support/customersupport



www.ecri.org e Printed from Health Devices Alerts on Monday, October 18, 2010 Page 6

Comment:

e Thisalertisa 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.

Verification History: One Member Submission[10/11/2010 3:25:41 PM]; Alert
Confirmed by Mfr./Dist.[10/14/2010 8:06:32 PM]; Fully verified[10/14/2010 8:06:35
PM]
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A14789 - High Priority Medical Device Alert

Medical Device
Ongoing Action
Updated: October 14,
2010

UMDNS Terms:

o Ventilators, Intensive
Care, Adult,
High-Frequency
[15783]

o Ventilators, Intensive
Care,
Neonatal/Pediatric,
High-Frequency
[18793]

Suggested Distribution:
o Clinical/Biomedical
Engineering
o Critical Care
o Pulmonology/Respirat
ory Therapy

Geographic Regions:

o (Impact in
has not been
identified or ruled out at
the time of this posting)

e Europe

Novalung—Vision Alpha Ventilators: Exhalation Valve

May Remain Open during Pressure Ventilation Mode
Product Identifier:

Vision Alpha Ventilators used with Version 3 Motor Driver Boards
Ecutoren]
Manufacturer: Novalung GmbH [455364], Egerten 3, D-74388 Talheim, Germany
Problem: In a September 22, 2010, Field Safety Corrective Action letter posted by
the German Federal Institute for Drugs and Medical Devices (BfArM), Novalung
states that it received 2 reports of the exhalation valve of the above ventilators
remaining stuck open during the rarely used pressure ventilation mode. Novalung also
states that this problem may be caused by a communication failure between the
sub-board and the main board. The manufacturer has the information
provided in the source material.

Manufacturer/Regulatory Agency: Designation:

Novalung Reference No. R100618
BfArM Reference No. 2450/10
Irish Medicines Board Reference No. V9872

Action Needed: Verify that you have received the September 22, 2010, Field Safety
Corrective Action letter from Novalung. Identify any affected product in your
inventory. Novalung states that a version 4 of the motor driver board is under
development.

For Further Information:

Geogr_aphlc Contact: Website:
Location:
Novalung
Worldwide [local
representative

Source:
. Germany. Federal Institute for Drugs and Medical Devices. Safety
information regarding malfunction of Novalung Vision alpha, Novalung

GmbH [online]. 2010 Oct 8 [cited 2010 Oct 13]. Available from Internet:
here

Comment:

e Thisalertisa 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.

e  Thisalert is based on information that inay not be independently verified
as to its accuracy, completeness, or causal relationship to the product or its
supplier.

. The manufacturer has not confirmed the peographic distributior] of
affected product. ECRI Institute recommends that you check your
inventory for this product regardless of where you are located.

Verification History: Alert Confirmed by Non-U.S. Regulatory Agency[10/13/2010
1:35:32 PM]
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A14793 - High Priority Medical Device Alert

Medic_al Devi_ce Ethicon Endo Surgery—ENDOPATH XCEL with OPTIVIEW
Ongoing Action Technology Trocars: May Leak, Potentially Resulting in
;’(g’ldoated' October 14, Loss of Pneumoperitoneum during Surgical Procedure
UMDNS Terms: Product Identifier:
e Trocars, Abdominal ENDOPATH
[14158] EXCEL with
Product .
o OPTIVIEW _ Lot Nos.:
Suggested Distribution:  |Technology Nos.:
* OR/Surgery Products:
o Gastroenterology
* Materials Management (1) B11LP[(1) GARWS5U, GARZ7L, GAT33Y, GAT58C
< - (1) (1) GARX8G, GARZ3X, GATO3X
Geographic Regions: B11LPH ’ ’
o Worldwide
1) (1) GARW20, GATO3Y, GAT26Y, GATA9F, GAT73A,
B11LTH [GATXOR, GATX9D
(1) B12LP|(1) GARVSF, GARY26, GAT27X, GAT55H, GAT75Y
I(B’liZLPH (1) GARWST, GARZ3Y, GAT03Z, GAT32C, GAT49G
(1) GARW2R, GARW31, G4RZ48, GATOOF, GAT27C,
1) GATA448, GAT549, GAT56N, GAT59L, GATE5G,
B12LTH [GA4T709, GATE35, GATF2E, GATGO3, GATGT3,
GATH21, GATMO0, GATT3F, GATU3P, GATX0T
(1)
B12SRT |(D) GARWS2, GARZ25, GATO5), GAT465, GAT76T
(1) GARU2U, GARV59, GARWSN, GARWI7, GAT19T,
(1) B12xT|G4T79U, GATA2A, GATATK, GATD2C, GATFOR,
GATJIL, GATM3X, GATNSE, GATR00, GATT2W,
GATWAE, GATWS55, GATY7G
1) Bladel
(Tr)ocafs eless (1) GARHA49, GARH57, G4RIOH, GARK2U, GARK90,
GA4RL5P, GARM16, GARMLF, GARM7E, G4RNIE,
GA4RP3L, GARTOT, GARTID, GARVAD, G4ARVAM,
GARWYZ, GARX5R, GARY23, GARY7P, GARZ6G,
GAT093, GAT167, GAT22M, GAT27A, GAT27W,
(1) B11LT|GATC7V, GATD1U, GATELP, GATFON, G4TF3J,
GATG6D, GATHO7, GATH5L, G4TJ44, GATK1J,
GATKG6E, GATL3A, GATL95, GATMA49, GATMSS,
GATN2H, GATNSS, GATPIR, GATP4X, GATP89,
GATRAX, GATT3K, GATT97, GATUSJ, GATVAW,
GATWIC, GATXO0C, GATX8Z
(1) FAPX6F, FAPYOE, FAPY9K, FAPZ22, FAPZAD,
FAPZ6F, FAPZ9Z, FAR0OOM, F4R01X, FAR039,
F4R09W, FAR10Z, FAR15N, FAR18E, F4R18K,
F4R234, F4R255, FAR256, FAR278, FAR34L, FAR34N,
F4R35D, FAR369, FAR393, FAR40J, FAR44A, FAR458,
G4R601, GAR71Y, G4R71Z, GART7Y, GART7Z,
(1) B12LT|G4RE0H, GARB4L, GAR8EO, GARBTV, GARILS,
G4R920, GAR962, GARI7Z, GARATD, GARASN,
GA4RC45, G4RC79, GARC8D, GARCSE, G4RC98,
G4RD24, GARD2A, G4RDAV, GARE84, GARFOA,
GA4RF8C, GARG18, GARG31, GARG32, GARG3T,
G4RG83, GARHOC, G4RJ08, G4RJ92, GARJIE,
GARK6L, GARLO02, GARL1L, GARL2E, GARLSP,
GARL8Y, GARM31, GARM49, GARNO6, GARN27,
©2007 ECRI Institute
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G4RN2K, G4RN30, G4RN5D, G4ARN7Z, GARNSF,
G4RP1K, G4ARR2N, G4RR3K, G4RT09, G4RT28,
G4RT3G, G4RT3J, GARU8BH, GARV1F, G4RV1G,
G4RV89, G4RV8J, G4ARW54, GARWS55, G4RX59,
G4RY7W, GARY8V, G4ARY8W, G4RZ15, G4RZ29,
G4RZ6H, G4RZ6U, GARZ6V, GARZ6W, G4TO1U,
GA4TO04H, G4T04J, GAT14X, G4T23R, G4T296,
GAT34K, GAT34P, GAT36A, GATA1E, GAT44W,
GAT45N, GAT46C, GATS0W, G4T529, GAT63Z,
GAT64N, G4T66H, G4T66J, GAT70Y, G4T711,
GAT73], GATT750, GAT78T, GAT78U, GAT8IR,
GAT83Y, GAT87T, GAT89V, GATI0T, GATI3A,
G4T940, GAT941, GAT94W, GAT95J, G4TI76,
GATALE, GATASW, GATASX, GATATD, GATA96,
GATA9H, GATC3Y, GATC4X, GATCAY, GATCS80,
GATD3G, GATD3W, G4TD8Z, G4TD9Z, G4TF02,
GATF8Z, GATGOW, GATG31, GATG4H, GATG6EX,
GA4TH16, GATH5M, GATH79, GATJ2A, GATJ5W,
G4TJ6U, GATIBY, GATIOW, GATK2F, G4TKS6,
GATKO9H, GATL5Z, GATLT7R, GATLON, GATM3H,
GATMST, GATMS87, GATN2G, GATP14, GATP7K,
GATRI1F, GATR3A, G4TR54, GATR7H, GATRIM,
GATTOG, GATT20, GATT43, GATT7R, GATU1D,
G4TU3J, GATUS89, G4TV22, GATV5V, GATWON,
G4TW3V, GATWSU, G4TX16, G4TX2D, GATXTE,
GATX8R, GATY19

(2) Blunt Tip
Trocars

(2) H12LP

(2) FAR041, FAR042, FAR089, F4AR097, F4R10H,
FAR11U, FAR130, FAR16U, FAR21A, FAR23E,
FAR24D, FAR25], FAR265, FAR33T, FAR36A, FAR38J,
F4R408, FARA1Y, GAR74D, GAR77D, G4R83C,
G4R95U, G4RAT1, G4RC1D, G4RC6L, GARDOS9,
G4RE99, G4RH13, G4RJ2C, GARKTE, G4RL15,
G4RL3E, G4ARM9W, G4RN6G, G4ARNOF, G4RP31,
G4RP32, GARP33, GARRIU, G4RT87, GARV03,
G4RVOR, G4RV1D, G4ARW64, GARX45, GARYSY,
G4RZ4U, GATOOH, G4TO08G, G4T127, GAT19V,
GAT19W, GAT29C, GAT37L, GAT40E, GAT49H,
GATS50C, GATS52P, GAT52R, G4T65L, GAT70D,
GATT3F, G4T749, GAT76J), GAT808, GAT83A,
GAT83T, GATI5M, GATI9R, GATALY, GATAOR,
GA4TC2M, G4ATD1A, GATD1H, GATD2N, G4TF29,
GATF6J, GATF7C, GATG97, G4TJ04, GATJ3),
GATI5R, GATKOT, GATLOM, GATLA4H, GATLS1,
G4TM3J, GATN10, GATP2P, GATR12, GATR24,
G4TR69, GATTID, GATU2D, G4ATV3F, G4TV5H,
GATWT79, GATX6F, GATY05

(3) Dilating
Tip Trocars

(3) D11LT

(3) G4ARR2U, G4RR34, G4RT47, G4RT53, G4RTSN,
G4RUO05, G4RX11, GARX7V, GARZ28, GARZAM,
G4T06C, GATO9H, GAT171, GAT18U, GAT28K,
G4T38Y, G4T46L, GATSIN, G4T55T, G4T590,
GAT685, GAT77N, GATI8T, GATA2X, GATAS8U,
GA4TC16, GATC5A, G4TC98, GATD6X, GATE6S,
GATF7D, GATF9Z, GATG33, GATH1A, G4TH45,
GATJAN, GATK2N, GATLI1T, GATL99, GATMS9,
GA4TNOM, GATP3D, GATR6J, GATV2G, GATW3Y,
GATX4Y

(3) D12LT

(3) G4ARMOIL, G4RN11, G4RP5H, G4RP69, G4RP6Y,
G4RP9Y, G4RR1Z, GARR2C, G4RR78, G4ARR84,
G4RU23, G4RVIU, GARWOP, GARX2X, G4RY40,
G4RY4U, GARZ7M, GATO7A, GAT11T, GAT15Z,
G4T28W, G4T301, GAT32A, G4T364, G4T401,
GAT46Y, GAT522, GAT57U, GAT691, GAT733,
G4T81X, GATA8V, GATC26, GATC5D, GATD3H,
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GATD4H, GATD4X, GATF1K, GATF8N, G4TGOX,
GATGAC, GATH27, GATJAU, GATJ6J, GATIBW,
G4TK32, GATKS50, GATKS8N, G4TR20, G4TRTT,
GATTTT, GATT7U, G4TU13, GATUGN, G4TV2Z,
GA4TW85, GATYO0C

(3) GARW15, G4RY5J, G4T204, GAT76K, G4TG5C,

(3) D12XT G4ATMA47, GATR7U, GATV5Y

(4) GATA3Z, GATS5F, GAT66A, G4T795, G4T853,
GATI7F, GATCOX, GATC6F, GATEAY, GATF5H,

E\Ll%BlZLT GATG1P, GATH10, GATH7N, G4TJ81, GATK3Y,
(4) Trocar GATL3L, GATM3A, GATPST, GATR3V, G4TRSP,
Custom Kits GATT64, GATUTF, GATVOM, GATW2K, GATX4G

i (4) GATVA42, GATY3Z

NSB12XT '

(5) K11LT|(5) GARX8T, GARX1V, GAT046, GAT24D, GATV8K

(5) Trocar (5) GARWAG, G4RZ49, GAT021, GAT047, GAT24E,
Paks (5) K12LT G4T69Z, GAT726, GAT823, GATEOZ, GATF41,

GATG39, GATG8J, GATT2V, GATVIN, GATWT6,
GATXTR

(6) G4ARH8R, G4RK9Z, G4RL5R, GARMS8H,

(6) G4RN6Z, G4RT08, G4RV2F, GARY0X, G4RZ5N,
CB11LT |GAT12D, G4T20J, GAT31F, G4T444, GATS0E,
GATL5Y, GATLS8F, GATU70, GATX6J

(6) FAR421, G4AR93M, G4R989, GARA4E, GARATZ,
G4RA8M, G4RC4N, G4ARD94, G4ARG1F, GARG4X,
G4RG91, G4RH7X, G4RJ9A, GARN3R, G4RRA4T,

G4RT8H, G4RU3C, G4RU6V, G4RV2U, G4ARW9IJ,

(6) Universal G4RY1R, GARY6L, GARZ68, GAT092, GAT14D,
Trocar GA4T229, G4AT243, GAT26W, G4T31T, GAT32W,
Stability GAT37M, G4T37N, GAT410, GATA449, G4T45Z,
Sleeves (6) G4T4ATR, GATA8G, GATS51, GATT1V, G4T74Z,

CB12LT |GA4T81K, G4T83U, G4T894, GATI2T, GATI8R,
GATA4Z, GATA9X, GATC2L, GATC6L, GATD1E,
GATDG68, GATEQ7, GATEOW, GATF2M, GATG16,
GA4TG61, GATG8P, GATHS8, G4TJ2G, G4TJ99,
G4TK1H, GATK3H, GATL76, GATM3D, GATM5W,
GA4TN2E, GATNS81, GATPOV, GATPID, GATRAW,
GATR77, GATUOL, G4TU86, G4TV4F, G4TVIF,
G4TWIU, GATX7P

[Consumabld]

Manufacturer: Ethicon Endo Surgery Inc A Johnson & Johnson Co [149225], 4545
Creek Rd, Cincinnati, OH 45242, United States

Problem: In an October 8, 2010, Urgent Device Recall letter submitted by ECRI
Institute member hospitals, Ethicon Endo Surgery states that the above trocars may
leak, potentially leading to loss of pneumoperitoneum during a surgical procedure.
Ethicon Endo Surgery states that pneumoperitoneum loss can have a range of
potential consequences, from surgeon annoyance to conversion from laparoscopic to
open surgery.

Manufacturer: Designation:

Ethicon Event No. 2244

Action Needed: Verify that you have received the October 8, 2010, Urgent Device
Recall letter and reply form from Ethicon Endo Surgery. ldentify, isolate, and
discontinue use of any affected product in your inventory. Regardless of whether you
have affected product, complete the reply form, and return it to Stericycle by fax at
(877) 272-6141 within the U.S. U.S. customers should return affected product and a
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copy of the completed reply form to Stericycle using the enclosed UPS shipping label.
Following receipt of returned product, Ethicon Endo Surgery will send your facility
replacement product as it becomes available. Your facility may receive several
shipments until affected product is completely replaced. Customers outside the U.S.
should contact their Ethicon Endo Surgery local representative to arrange for product
return and replacement. Ethicon Endo Surgery states that it sells affected product as a
single use device. If you have affected product that has been reprocessed by a third
party, contact the third party reprocessor for instructions. Inform all relevant
personnel at your facility of the information in the Urgent Device Recall letter. U.S.
customers should report serious adverse events or product quality problems relating to
the use of affected product to FDA’s MedWatch Adverse Event Reporting program
by telephone at (800) 332-1088; by fax at (800) 332-0178; by mail (using
postage-paid FDA Form 3500, available perd) at Food and Drug Administration,

HF-2, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch
[vebsitd.

For Further Information:
Geogr_apmc Contact: Telgphone Website:
Location: No.:
(877)
598-5706
Stericycle |(reference
event
u.s. 2244)
Ethicon
(800) o
Endo 873-3636
Surgery
Outside the |Ethicon local
U.S. representative
Source:

e Letters submitted by ECRI Institute member hospitals.
e Manufacturer.

Comment:

e Thisalertisa 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.

Verification History: Two or More Member Submissions[10/12/2010 11:38:00
AM]; Alert Confirmed by Mfr./Dist.[10/14/2010 7:59:14 PM]; Fully
verified[10/14/2010 7:59:17 PM]
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A14794 - High Priority Medical Device Alert

Medical Device
Ongoing Action
Updated: October 13,
2010
UMDNS Terms:
o Catheter Introducers
[10678]
o Catheters, Vascular,
Intra-Aortic Balloon
[10725]

Suggested Distribution:

¢ Cardiology/Cardiac
Catheterization
Laboratory

o Critical Care

o Nursing

e OR/Surgery

o Materials Management

Geographic Regions:

o (Impact in
has not been
identified or ruled out at
the time of this posting)

e US.

ECRI Institute

The Discipline of Science. The Integrity of Independence.

Arrow—Intra-Aortic Balloon Catheters Used with Super
ArrowFlex Sheaths: Catheter May Become Stuck in
Sheath, Potentially Leading to Therapy Delay or Patient
Injury

Product Identifier:

Intra-Aortic Balloon Catheters used with Super ArrowFlex Sheaths [[Consumabld]
Catheter Product Series No. IAB-05800

Manufacturer: Teleflex Medical Arrow International Div [453396], 2400 Bernville
Rd PO Box 12888, Reading, PA 19605, United States

Problem: In a Safety Alert letter submitted by an ECRI Institute member hospital,
Arrow states that it has received reports of incidents in which the above catheters
became stuck inside the above sheaths, potentially delaying therapy. Arrow also states
that excessive manipulation of a catheter stuck in the sheath may cause bleeding or
arterial damage. The manufacturer has the information provided in the
source material.

Action Needed:

Verify that you have received the Safety Alert letter from Arrow. Identify any
affected product in your inventory. To prevent the catheter from becoming stuck in
the sheath, Arrow recommends the following:

. Do not attempt to force the catheter through the sheath if you encounter
unusual resistance during insertion. Instead, withdraw the catheter from
the sheath to preserve vascular access, and prepare another catheter for
insertion.

. Consider using the Teflon sheath, which provides a more flexible
option and is more forgiving during insertion, in the insertion kit when the
speed of initiating therapy is critical.

. Carefully follow the instructions for use, including all warnings and
precautions.

For Further Information:

Geog(aphlc Contact: Telflzphone Website:
Location: No.:
Arrow ((800)
UsS IABP  (447-4227
e support [or (617)
line 389-6400
Outside the |Arrow local sales
uU.sS. representative
Source:

e  Letter submitted by ECRI Institute member hospital.

Comment:

e Thisalertisa 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.

. This alert is based on information that nay not be independently verified

as to its accuracy, completeness, or causal relationship to the product or its
supplier.
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e The manufacturer has not confirmed the peographic distributior] of
affected product. ECRI Institute recommends that you check your
inventory for this product regardless of where you are located.

Verification History: One Member Submission[10/13/2010 9:45:49 AM]
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A14795 - High Priority Medical Device Alert

Medical Device

Ongoing Action

Updated: October 14,

2010

UMDNS Terms:

e Scanning Systems,

Ultrasonic, Abdominal
[16241]

Suggested Distribution:

o Cardiology/Cardiac
Catheterization
Laboratory

o Clinical/Biomedical
Engineering

¢ Diagnostic Imaging

o Urology

e Gastroenterology

Geographic Regions:

o (Impact in
has not been
identified or ruled out at
the time of this posting)

e US.

ECRI Institute

The Discipline of Science. The Integrity of Independence.

Verathon—ScanPoint Communication Cradles Used with
BladderScan Ultrasound Systems: QuickPrint Software
May Not Recognize Alphanumeric Cradle Serial Numbers,
Potentially Preventing Patient Data Transfer or Device

Calibration
Product Identifier:

ScanPoint Communication Cradles used with BladderScan Ultrasound Systems
[EapitalEquipment]

Part No. 0570-0168; Serial Nos.: CC012000, CC012001, CC012002, CC012003,
CC012004, CC012005, CC012006, CC012007, CC012008, CC012009, CC012010,
CC012011, CC012012, CC012013, CC012014, CC012016, CC012017, CC012018,
CC012019, CC012020, CC012021, CC012022, CC012024, CC012026, CC012027,
CC012028, CC012029, CC012030, CC012031, CC012032, CC012033, CC012034,
CC012035, CC012036, CC012037, CC012038, CC012039, CC012040, CC012041,
CC012042, CC012044, CC012045, CC012046, CC012049, CC012050, CC012052,
CC012054, CC012055, CC012056, CC012057, CC012058, CC012059, CC012060,
CC012061, CC012062, CC012063, CC012064, CC012065, CC012066, CC012067,
CC012068, CC012069, CC012070, CC012071, CC012072, CC012075, CC012076,
CC012080, CC012083, CC012084

70 units distributed between May 14 and August 2, 2010

Manufacturer: Verathon Inc [451928], 20001 North Creek Pkwy, Bothell, WA
98011, United States

Problem: Source material submitted by an ECRI Institute member hospital indicates
that the above QuickPrint software used with BladderScan ultrasound systems may
not be able to recognize the alphanumeric serial numbers of the communication
cradles, potentially preventing the user from transferring patient data to and/or
calibrating certain devices that utilize the communication cradles to communicate
with the ScanPoint Online Tool through the QuickPrint interface. Verathon initiated a
recall by Urgent Medical Device Accessory Recall Notification letter on September
20, 2010. The manufacturer has the information provided in the source
material.

Action Needed: Verify that you have received the Urgent Medical Device Accessory
Recall Notification letter from Verathon. Identify and isolate any affected product in
your inventory. Return affected product to Verathon. VVerathon will provide your
facility with replacement product free of charge.

For Further Information:

Geographic . |Telephone|_ /. . .

Location: Contact: No.: E-Mail Address: Website:
Verathon g:;275)13 18

u.s. customer | (800) Eservice@verathon.conj
care 13312313

8u3t5|de the Verathon local representative

Source:

e  Letter submitted by ECRI Institute member hospital.
Comment:

e Thisalertisa 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.qg.,
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.
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This alert is based on information that nay not be independently verified
as to its accuracy, completeness, or causal relationship to the product or its
supplier.

The manufacturer has not confirmed the geographic distributior] of
affected product. ECRI Institute recommends that you check your
inventory for this product regardless of where you are located.

Verification History: One Member Submission[10/12/2010 3:30:33 PM]

ECR,I Institute

The Discipline of Science. The Integrity of Independence.
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A14800 - High Priority Medical Device Alert

Medical Device
Ongoing Action
Updated: October 14,
2010
UMDNS Terms:

o Guides, Drill [11930]

Suggested Distribution:
e OR/Surgery
o Orthopedics
o Materials Management

Geographic Regions:

e (Impact in
fegiond has not been
identified or ruled out at
the time of this posting)

e US.

Medtronic—Vertex Max Reconstruction System Drill
Guides: Handle May Detach during Use
Product Identifier:

Vertex Max Reconstruction System Drill Guides [[Consumabld]
Catalog No. 9732355; Lot No. 100526

8 units distributed between January 2007 and September 2010

Manufacturer: Medtronic Navigation Inc [399052], 826 Coal Creek Circle,
Louisville, CO 80027, United States

Problem: Source material submitted by an ECRI Institute member hospital indicates
that the handle of the above drill guides may detach during use. Medtronic initiated a
recall by letter dated September 22, 2010. The manufacturer has the
information provided in the source material.

Action Needed: Verify that you have received the September 22, 2010, letter from
Medtronic. Identify, isolate, and discontinue use of any affected product in your
inventory. To arrange for product replacement, contact your Medtronic local
representative.

For Further Information:

Geographic

.77 |Contact: Website:
Location:

.. |Medtronic local |p==
Worldwide representative

Source:
. Letter submitted by ECRI Institute member hospital.

Comment:

e Thisalertisa 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.

e  Thisalert is based on information that fnay not be independently verified
as to its accuracy, completeness, or causal relationship to the product or its
supplier.

e The manufacturer has not confirmed the geographic distributior] of
affected product. ECRI Institute recommends that you check your
inventory for this product regardless of where you are located.

Verification History: One Member Submission[10/14/2010 9:42:16 AM]
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HO0127 - High Priority Medical Device Alert

Medical Device
Hazard Report
Updated: October 14,
2010
UMDNS Terms:
o Ventilators, Intensive
Care [17429]
o Ventilators, Intensive
Care, Adult [18792]
o Ventilators, Intensive
Care,
Neonatal/Pediatric
[14361]

Suggested Distribution:
o Clinical/Biomedical
Engineering
e Critical Care
o Pulmonology/Respirat
ory Therapy

Geographic Regions:
* Worldwide

MAQUET—Servo-i Ventilators: Breathing Circuit Support

Arm May Restrict Gas Flow to Patient

Product Identifier:

Servo-i Ventilators [[Capitalf Equipment]

Manufacturer: Maquet Inc A Getinge Group Co [336117], 45 Barbour Pond Dr,
Wayne, NJ 07470, United States (U.S. distribution); MAQUET Nordic AB A Getinge
Group Co [439169], Rontgenvagen 2, S-171 95 Solna, Sweden (international
distribution)

Summary: When mounted on the same side as the inspiratory port, the breathing
circuit support arm used with the above ventilators can be positioned in such a way
that it compresses the circuit’s inspiratory limb, restricting gas flow to the patient.
This problem is possible only on the mobile cart configuration. Users can avoid this
problem by securing the arm above the port or by mounting it on another side of the
ventilator.

Problem: An ECRI Institute member hospital recently reported that staff responding
to an audible alarm discovered that the breathing circuit support arm on a Servo-i
ventilator had been positioned such that it compressed the breathing circuit at the
inspiratory port. Although alarms suggested that patient flow was restricted, the cause
was not immediately apparent, which prolonged troubleshooting of the problem.
Hospital staff were unable to determine under what circumstances the arm had been
moved into that position.

DISCUSSION

In the Servo-i’s most common configuration— the mobile cart—the unit’s support
arm can be mounted in any of 4 vertical tracks; one track is on the ventilator’s left
side, another is on the right side, and 2 are on the rear. The arm can bend at any of 3
articulated joints and can also pivot horizontally around its base. By pivoting the bent
arm and moving it up or down the tracks, the user can position the breathing circuit to
accommodate the patient’s needs (see Eiqurelfl).

When the support arm is mounted on the same side as the ventilator’s inspiratory and
expiratory ports, there is the potential for it to occlude the inspiratory limb of the
breathing circuit. If the arm is positioned low enough on the vertical track that its
lowest articulating joint is below the height of the inspiratory port, pivoting the arm
toward the ventilator could cause it to compress the breathing circuit against the port,
potentially obstructing flow to the patient (see ).

If the arm is positioned high enough in the track that the joint is above the inspiratory
port, the arm cannot compress the circuit. The problem is also avoided if the support
arm is not mounted on the side of the ventilator where the ports are located. (In the
cart configuration, the Servo-i can be purchased with the ports on either the right or
the left side.)

ECRI Institute is not aware of any similar reports, which may suggest that the
problem occurs rarely. Clinical staff would almost certainly detect the problem if it
occurred when the patient was first placed on the ventilator. However, since the
support arm can easily be moved intentionally or unintentionally (for instance, if
another object is pressed against it), the problem could be introduced anytime the
ventilator or the arm is moved by clinicians, other staff, or even visitors.

ECRI Institute Recommendations: ECRI Institute recommends that facilities using
the cart-mounted Servo-i do the following:

(1) Direct respiratory care staff to, when possible, mount the breathing circuit support
arm on a different side of the ventilator from the inspiratory port (this may not be
feasible if doing so obstructs viewing of or access to the patient and the ventilator
display).

(2) Instruct respiratory care staff that, if the support arm must be mounted on the same
side as the inspiratory port, the arm should be positioned in the vertical track so that
its lowest articulating joint is above the inspiratory port.

(3) Ensure that respiratory care staff verify that the Servo-i’s alarm limits are
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appropriate for the patient. Proper setting of the high-peak-pressure and
low-minute-volume alarms, in addition to being good clinical practice, should help
alert staff if the problem occurs.

Source:

ECRI Institute. Breathing circuit support arm on Maquet Servo-i ventilator
may restrict gas flow to patient [hazard report]. Health Devices 2010
Oct;39(10):378-9.

Comment:

This alert is a 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.

This Hazard Report has been adapted for inclusion in Health Devices
Alerts. The of this article is available in the October 2010
issue of Health Devices.

If you wish to comment on this article in our online Article Discussion

Forum, please herd.

Verification History: Fully verified[10/14/2010 1:59:39 PM]

ECR,I Institute

The Discipline of Science. The Integrity of Independence.

©2007 ECRI Institute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.
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A14745 - High Priority Medical Device Alert

Medical Device
Ongoing Action
Updated: October 13,
2010

UMDNS Terms:

o Analyzers, Laboratory,
Hematology, Cell
Counting, Automated
[17741]

Suggested Distribution:
e Clinical/Biomedical
Engineering
o Clinical
Laboratory/Pathology

Geographic Regions:

o (Impact in
has not been
identified or ruled out at
the time of this posting)

e Canada

ECRI Institute

The Discipline of Science. The Integrity of Independence.

Sysmex—Model XT-1800 i, Model XT-2000i, and Model
XT-4000i Hematology Analyzers: Potential for Increased

Platelet Counts and Sampling Errors
Product Identifier:

Hematology Analyzers: [Catalog Nos.: |Lot/Serial Nos.:

(1) Model XT-1800i  |(1) 023-0531-6 |(1) 16975

(2) Model XT-2000i  |(2) 013-2531-8(2) Not listed

(3) Model XT-4000i  [(3) 013-2553-0 |(3) 11165, 11232

[Capital Equipment]

Manufacturer: Sysmex Corp [349743], 1-5-1 Wakinohama-Kaigandori, Chuo-ku,
Kobe-shi 651-0073, Japan

Problem: Health Canada states that the above analyzers may have a design error in
the field programmable gate array (FPGA), which is a logic circuit on a chip
embedded on the printed computer board (PCB) in the main unit of the above
analyzers. The error may present as an increase in the platelet count of up to double
the correct count and/or the generation of excessive platelet sampling errors. Health
Canada also states that the count and sampling errors are caused by the circuit seeing
a single platelet and creating 2 pulses that are included in the reported platelet count.
Health Canada states that the manufacturer initiated a corrective action on August 27,
2010. The manufacturer has the information provided in the source
material.

Regulatory

Agency: Designation:

Type 11 Recall No.

Health Canada 56348

Action Needed: Verify that you have been contacted by Sysmex. ldentify any
affected product in your inventory.

For Further Information:

Geographic

Location: \Website:

Contact:

- |Sysmex local [ -
Worldwide representative

Source:

. Health Canada. Medical device recall listings [online]. 2010 Sep 27 [cited
2010 Oct 1]. Available from Internet: ﬂ herd

Comment:

e Thisalertisa 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.

. This alert is based on information that nay not be independently verified

as to its accuracy, completeness, or causal relationship to the product or its
supplier.

. The manufacturer has not confirmed the peographic distributior] of
affected product. ECRI Institute recommends that you check your

©2007 ECRI Institute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.
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inventory for this product regardless of where you are located.

Verification History: Alert Confirmed by Non-U.S. Regulatory Agency[10/1/2010
12:04:32 PM]

©2007 ECRI Institute
E ( R_ I Institute 5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
The Discipline of Science. The Integrity of Independence. May be reproduced by subscribing institution for internal distribution only.






www.ecri.org e Printed from Health Devices Alerts on Monday, October 18, 2010 Page 1

A14758 - High Priority Medical Device Alert

Medical Device

Ongoing Action

Updated: October 14,

2010

UMDNS Terms:

¢ Reagents, Clinical

Chemistry, Saccharide,
Glucose [18929]

Suggested Distribution:
o Clinical
Laboratory/Pathology
o Materials Management

Geographic Regions:

o (Impact in
has not been
identified or ruled out at
the time of this posting)

e Canada

ECRI Institute

The Discipline of Science. The Integrity of Independence.

Roche—COBAS Glucose Hexokinase Generation 3
Reagents: May Exhibit Precision Problems and Yield
Outliers

Product Identifier:

COBAS Glucose Hexokinase Generation 3 Reagents [Consumabld]

All lot numbers

Manufacturer: Roche Diagnostics Corp [391899], 9115 Hague Rd, PO Box 50457,
Indianapolis, IN 46256, United States

Problem:

Health Canada states that a change must be made to the glucose urine application of
the cobas C501 unit of cobas 6000 analyzers because of precision problems and
outliers when aqueous urine control materials are used. Health Canada also states that
the manufacturer initiated a recall on August 31, 2010.

Regulatory Agency: Designation:

Health Canada Type 111 Recall No. 56482

Action Needed:
Verify that you have been contacted by Roche. Identify and isolate any affected
product in your inventory.

For Further Information:

Geographic|Contact: \Web Site:

Location:

\Worldwide [Roche local lick her
representative

Source:
. Health Canada. Medical device recall listings [online]. 2010 Sep 27 [cited
2010 Oct 12]. Available from Internet: Clicklhers
. Manufacturer.

Comment:

e Thisalertisa 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.

. The manufacturer has not confirmed the peographic distributior] of
affected product. ECRI Institute recommends that you check your
inventory for this product regardless of where you are located.

Verification History: Alert Confirmed by Non-U.S. Regulatory Agency[10/12/2010
11:06:35 AM]; Alert Confirmed by Mfr./Dist.[10/14/2010 3:38:48 PM]

©2007 ECRI Institute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.
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A14759 - High Priority Medical Device Alert

Medical Device

Ongoing Action

Updated: October 14,

2010

UMDNS Terms:

o Information Systems,

Data Management,
Laboratory [15124]

Suggested Distribution:
o Clinical/Biomedical
Engineering
o Clinical
Laboratory/Pathology
e Information
Technology

Geographic Regions:

o (Impact in
has not been
identified or ruled out at
the time of this posting)

o Canada

ECRI Institute

The Discipline of Science. The Integrity of Independence.

Roche—cobas IT 3000 Software: Automatic Medical
Validation May Release Results That Should Be Held for

Review

Product Identifier:

cobas 1T 3000 Software [Capita Equipment]

Model/Catalog No. 05161401001; Software Version 2.03.09

Manufacturer: Roche Diagnostics Corp [391899], 9115 Hague Rd, PO Box 50457,
Indianapolis, IN 46256, United States

Problem:

Health Canada states that a programming error in the above software may cause the

automatic medical validation to release results that should be held for review. Health
Canada also states that the manufacturer initiated a recall on September 1, 2010.

Regulatory Agency: Designation:

Health Canada Type | Recall No. 56465

Action Needed:
Verify that you have been contacted by Roche. Identify any affected product in your
inventory.

For Further Information:

Geographic |Contact: Web Site:

Location:

Worldwide |Roche local
representative

Source:
. Health Canada. Medical device recall listings [online]. 2010 Sep 27 [cited
2010 Oct 7]. Available from Internet: herd
. Manufacturer.

Comment:

e Thisalertisa 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.

e The manufacturer has not confirmed the peoaraphic distributior] of
affected product. ECRI Institute recommends that you check your
inventory for this product regardless of where you are located.

Verification History: Alert Confirmed by Non-U.S. Regulatory Agency[10/7/2010
3:41:50 PMY]; Alert Confirmed by Mfr./Dist.[10/14/2010 3:42:05 PM]

©2007 ECRI Institute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.




https://members2.ecri.org/Components/AlertsTrackerHelp/Documents/Comment%20-%20Impact%20in%20additional%20regions.pdf

https://members2.ecri.org/Components/AlertsTrackerHelp/Documents/Comment%20-%20Impact%20in%20additional%20regions.pdf

https://members2.ecri.org/Components/AlertsTrackerHelp/Documents/Comment%20-%20Impact%20in%20additional%20regions.pdf

https://members2.ecri.org/Components/AlertsTrackerHelp/Documents/PI%20-%20Capital%20Equipment.pdf

https://members2.ecri.org/Components/AlertsTrackerHelp/Documents/PI%20-%20Capital%20Equipment.pdf

http://www.roche.com/about_roche/roche_worldwide-details.htm?id=146

http://www.hc-sc.gc.ca/dhp-mps/compli-conform/recall-retrait/_list/rec-ret_md-im_date_july-sept_2010-eng.php

http://www.hc-sc.gc.ca/dhp-mps/compli-conform/recall-retrait/_list/rec-ret_md-im_date_july-sept_2010-eng.php

https://members2.ecri.org/Components/AlertsTrackerHelp/Documents/Comment%20-%20Living%20Document.pdf

https://members2.ecri.org/Components/AlertsTrackerHelp/Documents/Comment%20-%20Unconfirmed%20Geo%20Information.pdf




www.ecri.org e Printed from Health Devices Alerts on Monday, October 18, 2010 Page 1

A14762 - High Priority Medical Device Alert

Medical Device

Ongoing Action

Updated: October 14,

2010

UMDNS Terms:

o Nucleic Acid

Processors, Purification
[20666]

Suggested Distribution:
o Clinical/Biomedical
Engineering
o Clinical
Laboratory/Pathology

Geographic Regions:

e (Impact in
fegiond has not been
identified or ruled out at
the time of this posting)

e Canada

Roche—MagNa Pure LC 2.0 Instruments: Extraction
Protocol May Be Performed Only during Portion of

Estimated Run Time

Product Identifier:

MagNa Pure LC 2.0 Instruments [Eapital[Equipment]
Model/Catalog No. 05197686001; All lot numbers

Manufacturer: Roche Diagnostics Corp [391899], 9115 Hague Rd, PO Box 50457,
Indianapolis, IN 46256, United States

Problem:

Health Canada states that a problem with the software of the above systems may
result in the performance of the extraction protocol only during a portion of the
estimated run time, followed by the system exiting the extraction process. Health
Canada also states that the manufacturer initiated a recall on August 27, 2010. The
manufacturer has the information provided in the source material.

Regulatory Agency: Designation:

Health Canada Type 111 Recall No. 56376

Action Needed:
Verify that you have been contacted by Roche. Identify any affected product in your
inventory.

For Further Information:

Geographic|Contact: \Web Site:
Location:

\Worldwide |Roche local

representative

Source:

e  Health Canada. Medical device recall listings [online]. 2010 Sep 27 [cited
2010 Oct 7]. Available from Internet: herd

Comment:

e Thisalertisa 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.

. This alert is based on information that nay not be independently verified

as to its accuracy, completeness, or causal relationship to the product or its
supplier.

e The manufacturer has not confirmed the fjeographic distributior] of
affected product. ECRI Institute recommends that you check your
inventory for this product regardless of where you are located.

Verification History: Alert Confirmed by Non-U.S. Regulatory Agency[10/7/2010
4:00:13 PM]

©2007 ECRI Institute
E ( R I Institute 5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
The Discipline of Science. The Integrity of Independence. May be reproduced by subscribing institution for internal distribution only.
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A14769 - High Priority Medical Device Alert

Abbott—i-STAT Celite and Kaolin Activated Clotting Time
Test Cartridges: May Be Difficult to Fill When Blood is
Transferred to the Cartridge Sample Entry Port

Medical Device
Ongoing Action

Updated: October 8, 2010

UMDNS Terms:
» Reagents, Hematology,
Coagulation [17048]

Suggested Distribution:
e Clinical
Laboratory/Pathology
e Point-of-Care
Coordination
o Materials Management

Geographic Regions:
e Argentina
o Australia
e Austria
o Brazil
e Chile
e China
e Finland
o Germany
o Greece
e Hong Kong
e India
e Ireland
o Italy
e Mauritius
e Mexico
o New Zealand
o Norway
e Panama
e Portugal
® Russia
e Singapore
e Taiwan
e United Arab Emirates
e US.

ECRIInstitutc

The Discipline of Science. The Integrity of Independence.

Product Identifier:

i-STAT
Activated
Clotting  |List Nos.;|Lot Nos.:
Time Test
Cartridges:
®
07G01-
(1) Celite 8%'(301_ (1) S10127B, S10136A, S10150A, S10151, S10155
02, 600-
9006- 25
2 (2) S10128A, S10128B, S10128C, S10129, S10129A, S10130, S10130B, S10147A,
07G81- [S10147B, S10147C, S10147D, S10147E, S10148A, S10148B, S10148C, S10148D,
(2) Kaolin (01, $10148G, S10149, S10149B, S10149C, S10151A, S10151B, S10152, S10152A,
07G81- [S10152B, S10152C, S10152D, S10152E, S10152F, S10154A, S10154B, S10154D,
02 $10160B, S10162
[Consumabld]

Units distributed between May and August 2010

Manufacturer: Abbott Point of Care Div Abbott Laboratories Inc [450992], 400
College Rd E, Princeton, NJ 08540, United States

Problem: In a September 2010 Urgent Recall Notice letter submitted by an ECRI
Institute member hospital, Abbott states that the above cartridges may be difficult or
impossible to fill during an attempt to transfer blood to the cartridge sample entry port
using the recommended procedure (reference number ART 714373-00E). Abbott also
states that if results are successfully generated using these cartridges, the results will
be within the expected performance of the assays.

Manufacturer: Designation:

Abbott Reference No. APOC14SEP2010

Action Needed: Verify that you have received the September 2010 Urgent Recall
Notice letter, business reply card, packing slip, and UPS label from Abbott. Identify
and isolate any affected product in your inventory. Regardless of whether you have
affected product, complete the business reply card and return it to Abbott by mail. If
you have affected product, complete the packing slip and return it, along with affected
product, to Abbott using the supplied UPS label. Abbott states that returned product
can be shipped at ambient temperatures; no cold packs are required. Abbott will
provide your facility with a credit for returned affected product. If you have
transferred affected product to another institution, forward it a copy of the Urgent
Recall Notice letter.

For Further Information:

Geographic . _ N

Location: Contact: Telephone No.:  |Website:
Abbott Point of Care (800) 366-8020 - .

us. technical support department |(select option 1)

Outside the

US Abbott Point of Care local representative

Source:
. Letter submitted by ECRI Institute member hospital.
. Manufacturer.

©2007 ECRI Institute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.
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Comment:

e Thisalertisa 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.qg.,
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

Verification History: One Member Submission [10/7/2010 3:54:21 PM]; Alert
Confirmed by Mfr./Dist. [10/14/2010 4:16:52 PM]; Fully verified [10/14/2010
4:16:56 PM]

©2007 ECRI Institute
E ( R_ I Institute 5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
The Discipline of Science. The Integrity of Independence. May be reproduced by subscribing institution for internal distribution only.
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A14771 - High Priority Medical Device Alert

Medical Device OR Solutions—Model ORS-1058 and Model
Ongoing Action ORS-1075 Hush Slush Units: Insufficient Spring Memory
;’g’foated- October 13, in Fuse Holders May Cause Units to Shut Off during
UMDNS Terms: Operation
e Surgical Slush Units Product Identl_fler: _
[17194] Hush Slush Unit: (1) Model ORS-1058, (2) Model ORS-1075 [Capital Equipment]

Manufacturer: OR Solutions Inc [238052], 3901 Centerview Dr Suite L, Chantilly,
Suggested Distribution: VA 20151, United States

« Cardiology/Cardiac Problem: In a September 30, 2010, letter submitted by an ECRI Institute member
Catheterization hospital, OR Solutions states it has received reports in which the fuse holder of the
Laboratory above units has insufficient spring memory, potentially causing the unit to shut off

e Clinical/Biomedical during operation. OR Solutions also states that it has received no reports of injury
Engineering associated with this problem.

 OR/Surgery Action Needed: Verify that you have received the September 30, 2010, letter,

replacement fuse/fuse holder, replacement instructions, and postage-paid envelopes
from OR Solutions. Identify any affected product in your inventory. Inform all

Geographic Regions: relevant personnel at your facility of the information in the letter. Replace the fuse
e Canada and fuse holder of affected product using the following instructions:
e Japan (1) Turn off and disconnect power to affected product.
o Middle East
e US. (2) Remove the service panel (see the diagram in the feplacementjjnstructiond).

(3) Locate the fuse holder, and remove the 2 wires from the fuse holder. OR Solutions
states that discoloration of the plastic portion of the connector is acceptable.

(4) Using a 9/16-inch deep-socket wrench, remove the panel nut from the existing
fuse holder, then remove the fuse holder. Do not remove the fuse from the fuse
holder. Place the existing fuse holder in the self addressed prepaid envelope. Ensure
that the serial number on the return shipping label matches the serial number of
affected product. If necessary, correct the serial number on the label. Return the fuse
holder to OR Solutions.

(5) Using the 9/16-inch deep-socket wrench, remove the panel nut from the provided
fuse holder to allow installation. Insert the replacement fuse holder through the hole in
the rear panel from the outside the system. Using an 11/16-inch deep-socket wrench,
install the panel nut from the inside of the system. The panel nut should be tightened
until “hand tight.”

(6) Reattach the previously removed wires to the replacement fuse holder, ensuring
that the connectors fit snugly on the fuse holder tabs. If necessary, remove the
connector and squeeze the contacts tighter with a pair of needle-nose pliers and
reconnect the wires. Ensure that the wire connectors are firmly connected to the
terminals.

(7) Reinstall the service panel.

(8) Verify that affected product will power up. If affected product will not power up,
confirm the following:

e  The power cord is connected at the wall.
e The power switch is depressed.
. Fuse holder wires are reattached.

If the unit still does not power up, contact the OR Solutions technical support
department by telephone at the number below.

For Further Information:

Geog(aphlc Contact: Tele:'phone E-Mail Address: Website:
Location: No.:
©2007 ECRI Institute
E ( R I Institute 5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA

The Discipline of Science. The Integrity of Independence. May be reproduced by subscribing institution for internal distribution only.
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(800)
343-6771,
ext. 1734,
OR from 8
Solutions [a.m.to 6
us. quality p.m. hotifications@orsolutions.infd
assurance |Eastern -
department [time,
Monday
through
Friday
Slust‘ade the OR Solutions local representative

Source:
e  Letter submitted by ECRI Institute member hospital.

. Manufacturer.

Comment:

e Thisalertisa 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.

Verification History: Two or More Member Submissions[10/13/2010 9:32:40 AM];
Alert Confirmed by Mfr./Dist.[10/13/2010 9:33:04 AM]; Fully verified[10/13/2010
9:33:08 AM]
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A14773 - High Priority Medical Device Alert

Medical Device

Ongoing Action

Updated: October 12,

2010

UMDNS Terms:

e Blood Collection

Needle Sets, Protective
[18241]

Suggested Distribution:

o Clinical
Laboratory/Pathology

o Critical Care

e Emergency/Outpatient
Services

o Nursing

e OR/Surgery

e Phlebotomy

o Materials Management

Geographic Regions:
o Australia
e Canada
e New Zealand
e US.

ECRI Institute

The Discipline of Science. The Integrity of Independence.

BD—Vacutainer Push Button Blood Collection Sets:
Intravenous Cannula May Separate from Hub during

Venipuncture Process

Product Identifier:

Vacutainer Push Button Blood Collection Sets with 23 G 0.75 x 12 inch Tubing and
Luer Adapters [Consumabld]

Catalog/Reorder No. 367342; Lot Nos.: 0145457, 0152300, 0153981, 0153982,
0158081, 0158082, 0158084, 0160664, 0160666, 0165202, 0165205, 0165207,
0165218, 0165226, 0165227, 0165232, 0165234, 0176872, 0179208, 0179209,
0179212, 0180023, 0180026, 0180027, 0180028, 0180040, 0180042, 0196209,
0196210, 0201399, 0201400, 0201402, 0208593, 0211641

Manufacturer: BD [378349], 1 Becton Dr, Franklin Lakes, NJ 07417-1884, United
States

Problem: In an October 5, 2010, Product Recall letter submitted by ECRI Institute
member hospitals, BD states that the intravenous (V) cannula on the above blood
collection sets may separate from the hub during the venipuncture process.

Action Needed: Verify that you have received the October 5, 2010, Product Recall
letter, packing slip, and response form from BD. Identify and isolate any affected
product in your inventory. For the location of the reorder number and lot numbers on

the case, shelf, and individual packaging, refer to the pictures in the
[ettell. Return affected product to BD using the instructions on the packing slip. Upon
receipt of returned product, BD will send your facility replacement product.
Regardless of whether you have affected product, complete the response form, and
return it to BD using the instructions on the form.

For Further Information:

Geogr_aphlc Contact: Telgphone Website:
Location: No.:
For inquiries regarding product (866)
return or replacement: BD
- 380-0046
logistics department
us.
For inquiries regarding this - -
recall: BD technical service (800)
d 631-0174
epartment
8u8t5|de the BD local representative
Source:
e Letters submitted by ECRI Institute member hospitals.
. Manufacturer.
Comment:

e Thisalertisa 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.

Verification History: Two or More Member Submissions[10/8/2010 12:53:48 PM];
Alert Confirmed by Mfr./Dist.[10/12/2010 11:29:20 AM]; Fully verified[10/12/2010
11:29:22 AM]
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Updated: October 14,
2010

UMDNS Terms:

o Catheterization Kits,
Central Venous
[16615]

o Syringes, Plunger,
Prefilled, Catheter
Flush [20295]

Suggested Distribution:

o Anesthesia

e Cardiology/Cardiac
Catheterization
Laboratory

e Critical Care

e Emergency/Outpatient
Services

e Nursing

o OR/Surgery

e Pharmacy

e |V Therapy

o Materials Management

Geographic Regions:
e Barbados
e Canada
e Chile
e Columbia
e Guatemala
e Panama
e Saudi Arabia
e US.

ECRI Institute

The Discipline of Science. The Integrity of Independence.

Cook—Excelsior Medical 5 mL 0.9% Saline Flush
Syringes contained in Cook Central Venous Catheter
Trays: May Leak; Sterility May Be Compromised

Product Identifier:

5 mL 0.9% Saline Flush Syringes contained in the following Central Venous Catheter
Trays : (1) 5-Lumen, (2) Double-Lumen, (3) Double-Lumen Peripherally Inserted

Central Catheter (PICC) (4) Single-Lumen, (5) Single-Lumen PICC, (6)
Triple-Lumen [Consumabld]
For product and catalog numbers of affected trays, Elickjherd.

Manufacturer: Cook Inc A Cook Group Co [102243], PO Box 489, Bloomington, IN
47402-0489, United States (Tray manufacturer); Excelsior Medical Corp [187022],
1933 Heck Ave, Neptune, NJ 07753-4428, United States (Syringe manufacturer)
Problem: In an October 4, 2010, Urgent Device Recall letter submitted by an ECRI
Institute member hospital, Cook states that the above flush syringes contained in the
above catheter trays may leak, potentially compromising syringe sterility. Cook also
states that the syringes were the subject of a recall by Excelsior and a subrecall by
Hospira.

Action Needed: Verify that you have received the October 4, 2010, Urgent Device
Recall letter, recall response form, and copy of the Hospira September 27, 2010,
Urgent Device Recall letter from Cook. Identify and isolate any affected product in
your inventory. To arrange for product return, contact Cook by telephone at the
number below. Complete the recall response form, and return it to Cook using the
instructions on the form. Inform all relevant personnel at your facility of the
information in the Urgent Device Recall letter. Forward a copy of the letter to any
facility to which you have further distributed affected product.

For Further Information:

Geog(aphlc Contact: Telephone No.: Website:
Location:
UsS Cook customer (800) 457-4500 or
- relations department  |(812) 339-2235
] Click herd
8u8t5|de the Cook local representative
Source:

e Letters submitted by ECRI Institute member hospitals.
. Manufacturer.

Comment:

e Thisalertisa 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.

e  For information regarding the subrecall of 5 mL 0.9% saline flush syringes

initiated by Hospira, seefAlerf] Accession No.JA1474d.

. For information regarding the recall of 5 mL 0.9% saline flush syringes

initiated by Excelsior, see jAlert Accession No.J}A14613.

Verification History: One Member Submission[10/11/2010 12:28:07 PM]; Alert
Confirmed by Mfr./Dist.[10/14/2010 10:09:04 AM]; Fully verified[10/14/2010
10:09:07 AM]
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