Ref: WU1732

Kingdom of Saudi Arabia ® _  Aungoull Ay nll AS Ll
Saudi Food & Drug Authority ‘ > doallg daill delnll il

Medical Devices Sector dasdad| Calndially 03g> 3 glad
Executive Department of Surveillance & Biometrics a2 gued! lwleddly ald pl) duanaidd! 0103

SBED Weekly Update 07-Aug-17

Dear,
SBED team is pleased to inform you that 27 new FSCA/recalls posted on SFDA website
(Please note: below list of FSCA/ recalls for the period of  8/1/2017 to 8/3/2017

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

NOTE:

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

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

Anaesthetic and respiratory devices

Update MONNAL T50 8/3/2017 ir Liquide Medical System N/A FSN

Diagnostic and therapeutic radiation devices

New Fujifilm Digital 8/1/2017 FUJIFILM Medical FAROUK, MAAMOUN 2
Mammography System, Systems TAMER & COMPANY

Electro mechanical medical devices

New Accu-Chek Insight 8/3/2017  Roche Diagnostics Corp  MAAMOUN TAMER & Ct FSN

New CareScape Patient Data 8/1/2017 GE Healthcare GE Healthcare 2
Module (PDM) with
software v2.6

New Heater Unit HU 35 8/1/2017 aquet Cardiopulmonary A |-Faisaliah Medical Syster 1
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http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11375
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11370
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11380
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11371
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11372

New HF-Resection Electrodes
# New Model ED-530XT
Duodenoscopes
# New Video/Ultrasound

Bronchoscopes and
Video ,

In vitro diagnostic devices

#  New Analyzer Software Used
with FluoroType CDiff

Systems

#  New BNP Reagent Kits used
with ADVIA Centaur

Systems

CAPI 3 IMMUNOTYPING,
MINICAP
IMMUNOTYPING and
CAPILLARYS
IMMUNOTYPING

New

New cobas 8000 core unit

New Mueller Hinton E Agar

(MHE)

Non-active implantable devices

New Essure Permanent Birth
Control System
# Update Instrumentation for

ET.OLLE® system -
E.T.O.LLE® extension
table (leg holder)

8/1/2017

8/1/2017

8/1/2017

8/1/2017

8/1/2017

8/3/2017

8/1/2017

8/1/2017

8/1/2017

8/2/2017

Olympus Salehiya Trading Est. 1

Al-Jeel Medical & 2
Trading Co. LTD

FUJIFILM Corporation

PENTAX Europe GmbH Medical supplies & 2
Services Co.Ltd
Mediserv
Hain Lifescience GmbH Bio Alternatives 2

Establishment

ABDULREHMAN AL 2
GOSAIBI GTB

Siemens Healthcare
Diagnostics GmbH

SEBIA Dar Al-Zahrawi FSN
Medical Co. LLC
Roche Diagnostics Corp  MAAMOUN TAMER & Ct  FSN
bioMerieux Inc Al-Jeel Medical & 2
Trading Co. LTD
Bayer Healthcare LLC. AL-KAMAL Import 2
Amplitude GmbH N/A FSN
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11373
http://Attached
http://Attached
http://Attached
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11379
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11366
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11368
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11367
http://Attached
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[High Priority ] - A28987 : Fujifilm—Model ED-530XT Duodenoscopes: Firm to Replace Elevator
Mechanism; FDA Clears Updated Design and Labeling to Reduce Risk of Inadequate Reprocessing

of Device
Medical Device Ongoing Action

Published: Monday, July 24, 2017

UMDNS Terms:
® Duodenoscopes [11359]
® Duodenoscopes, Video [17654]

Product Identifier:
Model ED-530XT Duodenoscopes [Capital Equipment]

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): FUJFILM Medical Systems USA 419 West Ave, Stamford, CT 06902-6348, United States

Suggested Distribution: Clinical/Biomedical Engineering, Infection Control, OR/Surgery, Risk Management/Continuous Quality Improvement,
Gastroenterology, Central Sterilization Reprocessing

Problem:

Olnaduly 21, 2017, Urgent Medical Device Correction and Removal letter submitted by an ECRI Institute member hospital, Fujifilm statesthat it is
recalling the above duodenoscopes to replace the forceps elevator mechanism, O-ring seal, distal end cap, and operation manuals. Fujifilm also states that
FDA cleared the updated design and labeling for the above duodenoscopes to help reduce the risk associated with inadequate reprocessing of the device.
The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Oldentify any affected duodenoscopesin your inventory. If you have affected duodenoscopes, verify that you have received the July 21, 2017, Urgent
Medical Device Correction and Removal letter and Field Action Verification Form from Fujifilm. Upon receipt of the new operation manuals, remove
and replace any older operation manuals. Regardless of whether you have affected product, complete the Field Action Verification Form (ensure that you
update it upon replacement of operation manuals) and return to Fujifilm using the instructions on the form. Fujifilm will contact your facility to arrange
for product return. Affected product can continue to be used until Fujifilm contacts your facility; while remediation of the scopes will take approximately
2 weeks to complete, Fujifilm will provide your facility with interim duodenoscopes on loan for continuity of care. Once affected products are returned,
Fujifilm will replace the forceps el evator mechanism with O-ring and the distal end cap and make recommendations for future maintenance of the above
devices. The new ED-530XT Preparation and Operation Manual differs from the previous revision in that it contains the following:

1 Requirement for users to send their ED-530X T duodenoscope once a year for annual inspection of forceps elevator mechanism to
properly maintain the device. This information can be found in Chapter 1 Safety, Section 1. Precautions in Using Endoscope, subsection
5) Annual return and inspection on page 1-3 of the manual.

The new ED-530XT Cleaning, Disinfection and Storage (CDS) Manual (202B1259902E 160819-6.0-DT- US2) differs from the previous revision in that
it contains the following:

1 Requirement for usersto send their ED-530XT duodenoscope once a year for annual inspection of forceps elevator mechanism to ensure
proper maintenance of the device. This information can be found in the Important Safety Information on page 2 of the CDS manual.

2. Recommendation for preconditioning the product at defined temperature and humidity parameters before the optional use of ethylene
oxide on page 9-3.

Fujifilm states that this action is specific to model ED-530XT. Be aware of the manual reprocessing procedures outlined in FDA's December 25, 2015,
Safety Communication . Continue to use these validated instructions when reprocessing Fujifilm ED-530X T duodenoscope models. The validated
reprocessing instructions, when followed correctly, are intended to effectively clean and high-level disinfect the Fujifilm ED-530XT duodenoscope. U.S.
customers should report serious adverse events or product quality problems relating to the use of affected product to FDA's MedWatch Adverse Event
Reporting program by telephone at (800) 332-1088; by fax at (800) 332-0178; by mail (using postage-paid FDA Form 3500, available here) at Food and
Drug Administration, HF-2, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website .

For Further Information:

Fujifilm

Website: Click here

References:

United States:

e Food and Drug Administration. FUJIFILM Medical Systems, U.S.A., Inc. validates revised reprocessing instructions for model ED-530XT
duodenoscopes: FDA safety communication [online]. 2015 Dec 23 [cited 2017 Jul 24]. Available from Internet: Click here.

e Food and Drug Administration. Updated status of FUJIFILM Medical Systems, U.S.A., Inc. model ED-530XT duodenoscopes. FDA Safety
Communication [online]. 2017 Jul 21 [cited 2017 Jul 24]. Available from Internet: Click here.

e Food and Drug Administration. MedWatch. ED-530X T duodenoscopes by Fujifilm: Safety Communication - Recall issued, updated design
and labeling [online]. 2017 Jul 21 [cited 2017 Jul 24]. Available from Internet: Click here.
Comments:

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

Source(s):
e 2017 Jul 24. Member Hospita. July 21, 2017, manufacturer |etter (includes reply form) Download
©2017 ECRI Ingtitute

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



https://www.fda.gov/MedicalDevices/Safety/AlertsandNotices/ucm478290.htm

https://www.fda.gov/MedicalDevices/Safety/AlertsandNotices/ucm478290.htm

https://www.fda.gov/MedicalDevices/Safety/AlertsandNotices/ucm478290.htm

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

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

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

http://www.fujifilm.com/contact/

https://www.fda.gov/MedicalDevices/Safety/AlertsandNotices/ucm478290.htm

https://www.fda.gov/MedicalDevices/Safety/AlertsandNotices/ucm478290.htm

https://www.fda.gov/MedicalDevices/Safety/AlertsandNotices/ucm567793.htm

https://www.fda.gov/MedicalDevices/Safety/AlertsandNotices/ucm567793.htm

https://www.fda.gov/Safety/MedWatch/SafetyInformation/SafetyAlertsforHumanMedicalProducts/ucm567981.htm?source=govdelivery&amp;utm_medium=email&amp;utm_source=govdeliveryv

https://www.fda.gov/Safety/MedWatch/SafetyInformation/SafetyAlertsforHumanMedicalProducts/ucm567981.htm?source=govdelivery&amp;utm_medium=email&amp;utm_source=govdeliveryv

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/156831/20170721FujifilmED530XTDuodenoscopesMFRLetter.pdf



e 2017 Jul 24. FDA. FDA Download
e 2017 Jul 24. FDA. MedWatch Download

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



http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/156832/20170721FujifilmED530XTDuodenoscopesFDA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/156833/20170721FujifilmED530XTDuodenoscopesFDAMedWatch.pdf
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[High Priority ] - A29002 : PENTAX—Video/Ultrasound Bronchoscopes and Video

Nasopharyngolaryngoscopes: Screw Connecting Suction Arm to Control Body May Become Loose
Medical Device Ongoing Action

Published: Tuesday, July 25, 2017

UMDNS Terms:
® Bronchoscopes, Flexible, Video/Ultrasound [25705]
® Nasopharyngoscopes [12709]

Product Identifier:

Endoscopes: Model Nos.:  Purchase Dates:

Video Bronchoscope EB-1170K %ﬁber 25, 2006, through January 26,
Video Bronchoscope EB-1570 August 23, 2003, through January 26, 2011
Video Bronchoscope EB-1570AK  March, 30, 2009, through January 26, 2011
Video Bronchoscope EB-1570K  Scioper 24, 2002, through January 26,
Video Bronchoscope EB-1970AK  April 23, 2007, through January 26, 2011
Video Bronchoscope EB-1970K (Z)&:clcl)ber 24,2002, through January 26,
Video Bronchoscope EB-1070TK  eoember 3, 2008, through January 26,
Video Bronchoscope EB-1970UK  January 14, 2009, through January 26, 2011
}\/Iideoh | VNL-1570STK April 26, 2007, through January 26, 2011

mNaSEPRa Yy gy Hg ¥

[Capital Equipment]

Serial Nos.: A001122, A010001, A020005, A020006, A110003, A110004, A110006, A110015, A110016, A110017, A110018, A110019, A110022,
A110023, A110025, A110028, A110033, A110035, A110036, A110036, A110037, A110039, A110042, A110042, A110043, A110044, A110045,
A110046, A110046, A110052, A110053, A110053, A110060, A110064, A110066, A110067, A110068, A110069, A110070, A110072, A110075,
A110076, A110079, A110082, A110084, A110089, A110090, A110090, A110091, A110091, A110094, A110100, A110103, A110103, A110104,
A110105, A110108, A110115, A110116, A110119, A110127, A110129, A110130, A110132, A110135, A110137, A110138, A110144, A110145,
A110145, A110146, A110148, A110152, A110153, A110154, A110159, A110160, A110160, A110161, A110161, A110162, A110163, A110164,
A110165, A110166, A110167, A110168, A110170, A110175, A110176, A110177, A110178, A110180, A110183, A110186, A110189, A110190,
A110204, A110205, A110216, A110222, A110224, A110226, A110233, A110234, A110242, A110243, A110245, A110246, A110255, A110256,
A110257, A110261, A110267, A110268, A110278, A110281, A110283, A110285, A110287, A110288, A110292, A110293, A110295, A110297,
A110299, A110304, A110305, A110317, A110321, A110323, A110325, A110328, A110329, A110330, G110014, G110018, G110019, G110020,
G110025, G110026, G110027, G110028, G110030, G110031, G110032, G110034, G110035, G110038, G110040, G110042, G110046, G110047,
(G110048, G110049, G110050, G110051, G110052, G110053, G110054, G110054, G110061, G110061, G110064, G110064, G110065, G110067,
G110070, G110076, G110079, G110081, G110082, G110082, G110083, G110083, G110084, G110089, G110089, G110091, G110091, G110092,
G110093, G110095, G110097, G110098, G110099, G110099, G110100, G110101, G110102, G110104, G110105, G110109, G110111, G110112,
G110112, G110113, G110114, G110118, G110120, G110121, G110122, G110124, G110129, G110133, G110134, G110135, G110138, G110140,
G110141, G110142, G110156, G110157, G110181, G110192, G110198, G110199, G110200, G110209, G110212, G110214, G110215, G110217,
G110218, G110219, G110236, G110237, G110242, G110243, G110247, G110248, G110252, G110253, G110254, G110257, G110258, G110267,
G110276, G110277, G110278, G110280, G110281, G110282, G110283, G110284, G110286, G110288, G110290, G110293, G110294, G110295,
G110296, G110299, G110300, G110311, G110312, G110320, G110322, G110323, G110324, G110325, G110330, G110332, G110333, G110335,
G110336, G110339, G110341, G110342, G110344, G110351, G110352, G110357, G110358, G110360, G110361, G110361, G110362, G110365,
G110366, G110368, G110374, G110376, G110378, G110381, G110381, G110382, G110383, G110384, G110385, G110385, G110386, G110387,
G110391, G110391, G110393, G110393, G110394, G110394, G110395, G110396, G110396, G110397, G110398, G110398, G110399, G110399,
G110400, G110401, G110402, G110403, G110403, G110404, G110405, G110405, G110406, G110410, G110411, G110413, G110414, G110416,
G110416, G110417, G110418, G110418, G110419, G110420, G110420, G110421, G110423, G110425, G110427, G110428, G110430, G110431,
G110432, G110433, G110433, G110434, G110434, G110437, G110439, G110440, G110440, G110447, G110448, G110449, G110449, G110450,
G110450, G110451, G110452, G110456, G110457, G110459, G110461, G110463, G110463, G110467, G110468, G110471, G110472, G110474,
G110475, G110475, G110480, G110487, G110489, G110495, G110502, G110503, G110504, G110504, G110505, G110505, G110506, G110507,
G110507, G110508, G110508, G110509, G110520, G110521, G110521, G110523, G110524, G110525, G110526, G110530, G110531, G110534,
G110535, G110536, G110537, G110538, G110539, G110539, G110540, G110540, G110541, G110542, G110543, G110545, G110545, G110546,
G110546, G110547, G110548, G110550, G110550, G110551, G110552, G110553, G110555, G110556, G110556, G110557, G110557, G110558,
G110559, G110560, G110561, G110564, G110565, G110568, G110569, G110570, G110571, G110574, G110575, G110586, G110587, G110588,
G110591, G110592, G110593, G110593, G110595, G110596, G110597, G110598, G110600, G110611, G110622, G110629, G110630, G110631,
G110632, G110633, G110634, G110635, G110639, G110640, G110645, G110646, G110647, G110648, G110659, G110660, G110661, G110662,
G110663, G110664, G110675, G110676, G110677, G110680, G110682, G110685, G110687, G110688, G110692, G110698, G110699, G110705,
G110706, G110709, G110710, G110723, G110728, G110729, G110730, G110731, G110736, G110743, G110754, G110755, G110759, G110761,
G110762, G110765, G110767, G110768, G110770, G110772, G110773, G110779, G110780, G110782, G110785, G110786, G110788, G110791,
G110807, G110809, G110811, G110812, G110814, G110815, G110821, G110822, G110823, G110824, G110828, G110830, G110834, G110835,
G110840, G110841, G110843, G110844, G110846, G110848, G110854, G110864, G110876, G110880, G110882, G110884, G110885, G110889,
G110895, G110898, G110899, G110903, G110904, G110929, G110942, G110944, G110949, G110953, G110954, G110957, G110958, G110964,
G110965, G110966, G110967, G110982, G110984, G110990, G110997, G111022, G111023, G111026, G111033, G111036, G111037, G111038,
G111039, G111045, G111047, G111050, G111051, G111052, G111056, G111057, G111060, G111063, G111067, G111072, G111073, G111080,
G111082, G111084, G111104, G111109, G111112, G111114, G111117, G111119, G111120, G111123, G111125, G111136, G111139, G111140,
G111142, G111143, G111150, G111151, G111152, G111153, G111157, G111159, G111164, G111165, G111166, G111167, G111170, G111172,
G111174, G111176, G111177, G111178, G111179, G111180, G111181, G111182, G111185, G111186, G111188, G111189, G111190, G111191,

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.
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G111193, G111194, G111195, G111200, G111224, G111231, G111234, G440419, VALOO1A, VALOOIN, VALOO1S, VALOO2N, VALOO3N
Geographic Regions: Worldwide

Manufacturer(s): PENTAX Medica3 Paragon Dr, Montvale, NJ 07645, United States

Suggested Distribution: Clinical/Biomedical Engineering, Oncology, OR/Surgery, Pulmonology/Respiratory Therapy, Otolaryngology

Problem:

Olinaduly 19, 2017, Urgent Field Correction letter submitted by an ECRI Institute member hospital, PENTAX states that the screw connecting the
suction arm to the control body of the above endoscopes may |oosen over time, potentially leading to debris accumulating in the space between the
suction nipple and the control body and inadequate suctioning caused by leakage of air. PENTAX also states that this problem may cause cross-
contamination between patients.

Action Needed:

Oldentify any affected product in your inventory. PENTAX states that this problem does not affect endoscopes manufactured after January 26, 2011. If
you have affected product, verify that you have received the July 19, 2017, Urgent Field Correction letter and field correction response form. Complete
the field correction response form, and return it to PENTAX. Upon receipt of the form, PENTAX will contact your facility to arrange for product repair.
Notify all relevant personnel at your facility of the information in the letter.

For Further Information:

PENTAX

Tel.: (800) 431-5880, 8:30 am. to 5 p.m. Eastern time, Monday through Friday

E-mall: customeradvisories@pentaxmedical.com

Website: Click here

Comments:

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

Source(s):
e 2017 Jul 24. Member Hospital. PENTAX Document No. MK-975 Rev. A Download
e 2017 Jul 24. Manufacturer. The manufacturer confirmed the information provided in the source material.

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



mailto:customeradvisories@pentaxmedical.com

https://www.pentaxmedical.com/pentax/en/99/1/Contact-Us/

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

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

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/156827/20170719PENTAXScopesClient.pdf
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[High Priority ] - A28938 : Hain Lifescience—Analyzer Software Used with FluoroType CDiff Systems:

May Yield Erroneous Results
Medical Device Ongoing Action

Published: Monday, July 24, 2017

UMDNS Terms:
® |VD Test Reagent/Kits, Microbiology, Bacteria, |dentification, Clostridium difficile [19501]

Product Identifier:
Analyzers used with FluoroType Clostridium difficile (CDiff) System Version 1.0 [Capital Equipment]
Analyzer Software Versions: 1.2.7, 1.4.0.0.0.1

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), Europe
Manufacturer(s): Hain Lifescience GmbHHardwiesenstrasse 1, D-72147 Nehren, Germany
Suggested Distribution: Clinical/Biomedical Engineering, Clinical Laboratory/Pathology, Information Technology

Problem:

OInaJdune 21, 2017, Urgent Field Safety Notice letter posted by the German Federal Institute for Drugs and Medical Devices (BfArM), Hain
Lifescience states that an error in the above analyzer versions used for the above FluoroType CDiff version may cause the software to suggest the
incorrect result "negative control valid" when CDiff peak above the threshold zone is present while a Toxin B peak is missing or present in the threshold
zone. Hain Lifescience also states that the correct interpretation by the software in this case should be "invalid." Hain Lifescience further states that when
only aToxin B peak or Toxin B and CDiff peak above the threshold zone are present in the negative control, the correct interpretation of “invalid” is
suggested by the software. Hain Lifescience states that the error is obvious when the suggested results are reviewed by authorized personnel; however, if
the results are not reviewed, and the suggestion of the software is accepted without verification, the fal se-positive result may remain undetected. The
manufacturer has not confirmed the information provided in the source material.

Action Needed:

Oldentify any affected product in your inventory. If you have affected product, verify that you have received the June 21, 2017, Urgent Field Safety
Notice letter and response form from Hain Lifescience. Hain Lifescience will provide the updated software version 1.3.1.5.0.12 of the Fluoro-Software
1VD and updated software version 1.4.0.0.0.9 of the FluoroType CDiff analyzer. The new versions must be installed on all computers connected to a
FluoroCycler instrument (Fluoro-Software VD version 1.3.1.5.0.12 isrequired for the installation of the updated analyzer version 1.4.0.0.0.9). If the
updated version for Fluoro-Software | VD has already been installed, you can download the new analyzer version from the Hain Lifescience website .
Until the updated software versions are installed, ensure that all negative controls suggested valid by the affected software are checked for the absence
of Toxin B and CDiff peaks according to the instructions for use and re-confirm that all previously generated results from the affected software have been
reviewed. Complete the response form, and return it to Hain Lifesciences using the information in the letter. Notify all relevant personnel at your facility
of theinformation in the Urgent Field Safety Notice letter, and forward a copy of the letter to any facility to which you have further distributed affected
product. Maintain acopy of the Urgent Field Safety Notice letter with your records until this problem is resolved.

For Further Information:

Karin Geber, Hain Lifescience support

Tel.: 49 (7473) 9451744

E-mail: support@hain-lifescience.de

Website: Click here

References:
e Germany. Federal Institute for Drugs and Medical Devices. Urgent field safety notice for analyzer (software) for FluoroType CDiff ver 1.0
by Hain Lifescience GmbH [online]. 2017 Jul 12 [cited 2017 Jul 20]. Available from Internet: Click here .
Comments:

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

Source(s):

e 2017 Jul 20. BfArM (Germany). 06497/17 Download
e 2017 Jul 20. BfArM (Germany). Download

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.
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[High Priority ] - A28978 : Siemens—BNP Reagent Kits used with ADVIA Centaur Systems:

Calibration May Be Invalid
Medical Device Ongoing Action

Published: Friday, July 21, 2017
Last Updated: Thursday, July 27, 2017
UMDNS Terms:
® |VD Test Reagent/Kits, Immunoassay, Cardiac Marker, Protein, Brain Natriuretic Peptide [20692]

Product Identifier:
B-Type Natriuretic Peptide (BNP) Kits used with the following ADVIA Systems: (1) Centaur, (2) Centaur CP, (3) Centaur XP, (4) Centaur XPT [Consu
mable, Capital Equipment]

Catalog Nos.: Siemens Material Nos.:
02816138 (100 tests) 10309044
02816634 (500 tests) 10309045

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Siemens Healthcare51 Valley Stream Pkwy, Malvern, PA 19355, United States
Suggested Distribution: Clinical Laboratory/Pathology, Materials Management

Problem: In aJune 19, 2017, Customer Notification letter submitted by an ECRI Institute member hospital, Siemens states that the above reagent kits
may exhibit an invalid calibration status. Siemens also states that additional kit lots ending in 191 and above are not affected by this problem. The
manufacturer has not confirmed the information provided in the source material.

Action Needed:

Identify any affected product in your inventory. If you have affected product, verify that you have received the June 19, 2017, Customer Notification
letter and Product Reimbursement Form from Siemens. Valid calibration and quality control results obtained with product ending in lot numbers 186,
188, and 189 can still be reported for patient results as the clinical utility of the assay is not affected by this problem. If you experience calibration failures
with affected product and cannot obtain valid calibration with product ending in lot numbers 186, 188, and 189, discard affected product according to
your local and laboratory procedures. Review the letter with your medical director. To request credit for discarded product, complete the Product
Reimbursement Form and return it to Siemens using the instructions on the form.

For Further Information:

Siemens customer care center or technical support representative

Website: Click here

Comments:

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

Source(s):

e 2017 Jul 20. Member Hospital. June 19, 2017 Siemens letter submitted by ECRI Institute member hospital, CC 17-08.B.US (includes reply
form) Download

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.
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[High Priority ] - A27785 01 : *Amplitude—E.T.O.l.L.E Hip Orthopedic Table Extension

Systems: External Rotation Lock May Fail [Update]
Medical Device Ongoing Action

Published: Tuesday, July 25, 2017

UMDNS Terms:
® Operating Tabletops, Orthopedic [23731]
® Tables, Operating, Orthopedic [34393]

Product Identifier:

E.T.O.l.L.E. Hip Orthopedic Table Extension Systems [Capital Equipment]

Reference No: 3-0499902; Serial Nos.: 159721, 159724, 159727, 167170, 167258, 167259, 167297, 167344, 169722, 169977, 169979, 169980, 175137,
175138, 175176

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), Europe
Manufacturer(s): AMPLITUDE 11, cours Jacques Offenbach, 2600 Valence, France
Suggested Distribution: Clinical/Biomedical Engineering, OR/Surgery, Orthopedics, Facilities/Building Management

Summary:

OThis alert provides additional information based on a July 13, 2017, Recall |etter posted by the German Federal Institute for Drugs and Medical Devices
(BfArM) regarding Alert A27785 . New Information is provided in the Product Identifier and Problem fields.

Problem:

In the July 13, 2017, Recall letter, Amplitude states that a design modification of the locking system is recommended to reduce the risk associated with
lack of locking in the external rotation. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

OThe following instructions are those listed in Alert A27785 . Identify and discontinue use of any affected product in your inventory. If you have
affected product, verify that you have received the December 6, 2016, Safety Notice letter from Amplitude. Notify all relevant personnel at your facility
of the information in the Safety Notice letter, and forward a copy of the letter to any facility to which you have further distributed affected product. To
arrange for exchange of affected devices, contact the Amplitude sales department.

For Further Information:

Amplitude

Website: Click here

References:
Germany:

e Federal Ingtitute for Drugs and Medical Devices. Urgent field safety notice for ETOILE SY STEM-ETOILE extension table (leg holder) by
Amplitude SA.S. [online]. 2017 Jul 18 [cited 2017 Jul 20]. Available from Internet: Click here.

o Federal Ingtitute for Drugs and Medical Devices. Lot recall of instrumentation for E.T.O.I.L.E® system—E.T.O.1.L.E extension table (leg
holder), Amplitude S.A.S [online]. 2016 Dec 19 [cited 2017 Apr 11]. Available from Internet: Click here.
Comments:

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

Source(s):

e 2017 Jul 20. BfArM (Germany). 11230/16 Download

e 2017 Jul 20. BfArM (Germany). Download

e 2017 Apr 12. BfArM (Germany). 11230/16 Download

e 2017 Apr 12. BfArM (Germany). Download

©2017 ECRI Ingtitute
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[High Priority ] - A28954 : Synthes—Transpedicular Schanz Screws: Shaft May Be Too Thick
Medical Device Ongoing Action

Published: Thursday, July 27, 2017

UMDNS Terms:
® Screws, Bone[16101]

Product Identifier:

Transpedicular Schanz Screws: Part Nos.:
5 x5 mm Stainless Steel, 180735 mm 296.680
6 x 5 mm Stainless Steel, 180735 mm 296.690
7 x5 mm Stainless Steel, 180/35 mm 296.780
5 x5 mm Titanium Alloy (TAN), 180735 mm, Gold 496.680
6 x5 mm TAN, 180735 mm, Gold 496.690
5 mm with Dual Core, TAN, 180/35 mm, Violet 496.711
5 mm with Dual Core, TAN, 185/40 mm, Violet 496.712
5 mm with Dual Core, TAN, 190/45 mm, Violet 496.713
5 mm with Dual Core, TAN, 195/50 mm, Violet 496.714
5 mm with Dual Core, TAN, 200/55 mm, Violet 496.715
6.2 mm with Dual Core, TAN, 180/35 mm, Dark Blue 496.721
6.2 mm with Dual Core, TAN, 185/40 mm, Dark Blue 496.722
6.2 mm with Dual Core, TAN, 190/45 mm, Dark Blue 496.723
6.2 mm with Dual Core, TAN, 195/50 mm, Dark Blue 496.724
6.2 mm with Dual Core, TAN, 200/55 mm, Dark Blue 496.725
7 x5 mm, TAN, 180735 mm 496.780

[Consumable]
For alist of affected ot numbers, see the letter sent to your facility.

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): DePuy Synthes GmbH (Switzerland)L uzernstrasse 21, CH-4528 Zuchwil, Switzerland
Suggested Distribution: OR/Surgery, Orthopedics, Materials Management

Problem: InaJdune 6, 2017, Urgent Medical Device Field Safety Notification letter posted by the U.K. Medicines and Healthcare Products Regulatory
Agency (MHRA), Synthes states that it has received reports that clamps could not be connected with the above screws because, in some cases, the shaft
of the screw istoo thick. The firm states that any serious adverse health consequence resulting from a fracture clamp not sliding into position is unlikely;
however, amedically reversible health consequence is remotely possible. If thereis one nonconforming screw, aclinicaly insignificant surgical delay
will most likely result; less than 5 min would be required to exchange the screw. However, more than one screw may be nonconforming, potentially
resulting in aclinically significant surgical delay; more than 15 min may be required to exchange the screws or replace the system with an aternative
pedicle screw construct. The manufacturer has not confirmed the information provided in the source material.

Action Needed:
Oldentify any affected product in your inventory. If you have affected product, verify that you have received the June 6, 2017, Urgent Medical Device
Field Safety Notification letter from Synthes. The manufacturer recommends the following actions:

e Before bringing the screws to the OR, check if a clamp can smoothly slide over the shaft of the above screws.
e |f the clamp can slide over the shaft of the screw, you may safely use the screw.

o |f the clamp cannot slide over the shaft of the screw, return the screw to your Syntheslocal sales representative. Credit or replacement will
be provided based on product availability.

e Complete the verification section of the letter, and return it to Synthes using the instructionsin the section.
e Notify al relevant personnel at your facility of the information in the letter.

e Contact any facility to which you have further distributed affected product, and arrange for product return.
e Retain acopy of the letter.

For Further Information:
Synthes
Website: Click here

References:

Great Britain. Medicines and Healthcare Products Regulatory Agency. Depuy Synthes: Transpedicular Schanz screws [online]. London:
Department of Health; 2017 Jul 17 [cited 2017 Jul 26]. (Field safety notice; reference no. 2017/005/025/291/009). Available from Internet: Clic
k here.
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Comments:

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

Source(s):

e 2017 Jul 26. MHRA FSN. 2017/005/025/291/009 Downl oad
e 2017 Jul 26. MHRA FSN. (includes reply form) Download
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[High Priority ] - A27896 01 : *Zimmer Biomet—Vanguard Open Box Femoral Components: May Be

Mislabeled [Update]
Medical Device Ongoing Action

Published: Tuesday, July 25, 2017

UMDNS Terms:
® Prostheses, Joint, Knee, Femoral Component [16097]

Product Identifier:

Vanguard |

Open BOX NOS." Lot Nos.:
Posterior

55 mm Vanguard P J3759784, J3778481,
osterior Open INTL 183120 J3823823, J3830028,
Femoral-L eft J3844303

55 mm Vanguard
Posterior Open 183100 J3762503, J3848990
INTL Femoral-

E7.§ ?nm Vanguard
Posterior Open INT 183102 J3823508, J3844280
L Femoral-Right

57.5 mm Vanguard J3772636, 33778392,
Posterior Open INT 183122  J3795040, J3808178,
L Femoral-Left J3844293

J3759761, J3759764,
J3764400, J3783522,
J3779297, 33789079,
J3792553, J3797409,
J3808164, J3830639,
J3829951, J3849034

60 mm Vanguard J3757670, J3786139,
Posterior Open 100, J3791599, J3802691,
INTL Femoral- J3802695 , J3810093,
Right J3834879

60 mm Vanguard
Posterior Open 183124
INTL Femoral-Left

J3770477, J3764287,
J3764311, J3764288,
J3778370, J3779268,

62.5 mm Vanguard J3778369, J3792576,
Posterior Open INT 183126 J3795020, J3795002,
L Femoral-Left J3807370, J3807373,

J3823815, J3826891,
J3844474, 33844471,
J3854486, J3854420

J3758452, J3768944,
J3757656, J3764277,
J3772644, 13779238,
J3789448, J3787579,
62.5 mm Vanguard J3801874, J3810115,
INTE 0P 183106 angond Tonea,
INTL , J3812163,
Femoral-Right J3807740, J3818101,
J3825020, J3842173,
J3844489, J3844492,
J3844484, 33847277,
J3857383, 13854449

65 mm Vanguard P
osterior Open INTL 183128 Jarpacas: 33759823,
Femoral-L eft ’ ’

©R017 ECRI Ingtitute
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J3785380, J3800683,
J3798251, J3800686,
J3798224, 33816061,
J3819267, J3842125,
J3847218, J3847223

J3757650, J3757652,
J3772612, 33773081,
J3773072, 33773074,
J3778377, 33778381,
J3786084, J3779278,

65 mm Vanguard J3789091, J3788098,
Posterior Open INT 183108 J3788107, J3789093,
L Femoral-Right J3797399, J3801355,

J3802747, 33801354,
J3802634, J3806207,
J3802638, J3816069,
J3830642, J3833240,

J3840011
67.5 mm Vanguard J3759900, J3792543,
Posterior Open INT 183130 J3799064, J3802625,
L Femoral-Left J3807779, J3815895,
12940120
67.5 mm Venguard Ta01300, Da0sole,
Posterior Open ’ ’
N e
Femoral-Right B 53 '
70 mm Vanguard P J3753266, J3775091,
osterior Open INTL 183132 J3773162, J3775088,
Femoral-L eft J3847283

70 mm Vanguard P
osterior Open INTL 183112 J3759871
Femoral-Right

72.5 mm Vanguard
Posterior Open 183133 J3821119, J3849085
INTL Femoral-Left

W@h ard é@ﬂlm&mg 333775022
Iﬂwww@mbﬁﬁd

Riahbt
[AuI® a1

Geographic Regions: Worldwide
Manufacturer(s): Zimmer Biomet1800 W Center St, Warsaw, IN 46581-0708, United States
Suggested Distribution: OR/Surgery, Orthopedics, Materials Management

Summary:

OThis Alert provides additional information based on a July 19, 2017, Urgent Medical Device Recall Removal letter submitted by ECRI Institute
member hospitals and manufacturer correspondence regarding Alert No. A27896 . New information is provided in the Product Identifier field.
Problem:

OIn aJanuary 4, 2017, Urgent Medical Device Recall Removal |etter submitted by ECRI Institute member hospitals, Zimmer Biomet states that the
above components may be mislabeled as either smaller or larger than intended and/or as the incorrect side (l€eft or right), potentially causing adelay in
surgery or revision of the knee. Zimmer Biomet also states that this problem is likely to be detected during surgery and that the estimated rate of
occurrence is 0.001%.

Action Needed:

Oldentify and isolate any affected product in your inventory. If you have affected product, verify that you have received the July 19, 2017, Urgent
Medical Device Recall Removal letter and Certificate of Acknowledgment form from Zimmer Biomet. The following actions are those listed in Alert
No. A27896 . [1Complete the Certificate of Acknowledgment form, and return it to Zimmer Biomet using the instructions on the form. Retain a copy of
the form with your records. Y our Zimmer Biomet sales representative will remove affected product from your facility. Report any adverse events
associated with affected product to Zimmer Biomet by e-mail at product.experience@zimmerbiomet.com . 0U.S. customers should also report adverse
events or product quality problems relating to the use of affected product to FDA’s MedWatch Adverse Event Reporting program by telephone at (800)
332-1088; by fax at (800) 332-0178; by mail (using postage-paid FDA Form 3500, available here) at Food and Drug Administration, HF-2, 5600
Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website .

For Further Information:

Zimmer Biomet

Tel.: (574) 371-3071, 8 am. to 5 p.m. Eastern time, Monday through Friday

E-mail: corporatequality.postmarket@zimmerbiomet.com

Website: Click here

Comments:

©2017 ECRI Ingtitute
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e [Thisdertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repesat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original aert. For additional information regarding the format of this aert, refer to our HDA Format Guide .

Source(s):

e 2017 Jul 25. Member Hospital. ZFA No. 2017-274 (includes reply form) Download

e 2017 Jan 11. Member Hospital. Zimmer Field Action No. 2016-262 (includes reply form) Download

e 2017 Jan 30. FDA CDRH Database. Class I1. Z-1115-2017 Download

e 2017 Jan 30. MHRA FSN. 2017/001/023/701/005 Download

e 2017 Jan 30. MHRA FSN. Zimmer Field Action No. 2016-262 (includes reply form) Download

e 2017 Jul 25. Manufacturer. The manufacturer confirmed the information provided in the source material.
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[High Priority ] - A28956 : Hologic —Affirm Lateral Arm Upright Biopsy Accessory Kits Used on
Selenia Dimensions Mammography Systems: Needle Alignment for Left-Approach Lateral Biopsy
May Be Impossible

Medical Device Ongoing Action
Published: Thursday, July 27, 2017

UMDNS Terms:
® Needles, Biopsy, Breast [20237]
® Radiographic Systems, Digital, Mammographic [18432]
® Needle Guides [15868]

Product Identifier:
Affirm Lateral Arm Upright Biopsy Accessory Kits used on Selenia Dimensions Mammography Systems (left-side approach) [Capital Equipment]
Accessory/Kit Catalog No. ASY-09880

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): Hologic NV The Corporate Village Building Caprese 8/Fl, B-1935 Zaventem, Belgium
Suggested Distribution: Clinical/Biomedical Engineering, Oncology, OR/Surgery, Diagnostic Imaging

Problem:

Oinaduly 14, 2017, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Hologic
states that a component problem with the above products may make needle alignment for all left-approach lateral biopsy procedures impossible; the firm
has received reports of difficulty with properly aligning the small-diameter spring-loaded core biopsy needle with the blue needle guide. Hologic also
states that impact on the position of the needle within the breast, and therefore on the aspiration of the intended tissue, is case-dependent and can be
observed in the post-fire, post-biopsy, and specimen images when those are used during a procedure. Additionally, Hologic states that the right-side
approach is not affected by this problem because the blue needle guide is used only for lateral 1eft-side biopsies. The manufacturer has not confirmed the
information provided in the source material .

Action Needed:

Oldentify and discontinue use of any affected accessoriesin your inventory. If you have affected product, verify that you have received the July 14, 2017,
Urgent Field Safety Notice letter and Customer Response Form from Hologic. Hologic will contact your facility to arrange for afield service engineer to
install a new needle guide. Complete the Customer Response Form, and return it to Hologic using the instructionsin the letter. Notify al relevant
personnel at your facility of the information in 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:

Hologic technical support department

Tel.: 32 (2) 7114545

Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Hologic: Affirm lateral arm biopsy accessory kit [onling]. London:
Department of Health; 2017 Jul 17 [cited 2017 Jul 24]. (Field safety notice; reference no. 2017/007/013/601/001). Available from Internet:
here .

Comments:

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

Source(s):

e 2017 Jul 24. MHRA FSN. 2017/007/013/601/001 Download
e 2017 Jul 24. MHRA FSN. Hologic Reference No. 01810 Download

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
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[High Priority ] - A28999 : Edwards—Certitude Delivery Systems: Certitude Loader Molding

Overflow Defect May Detach during Advancement and Embolize into the Patient
Medical Device Ongoing Action

Published: Tuesday, July 25, 2017
Last Updated: Thursday, July 27, 2017

UMDNS Terms:
® Procedure Kit/Trays, Implant Delivery, Cardiac Valve, Transcatheter [33675]

Product Identifier:

g)’fgg‘r’]fse Delivery  \1odel Nos.: UDI Nos.: gislgggéid}git
odel Nos.:
20 mm 96005D520 0069010319413 9600CT 20A
23 mm 860050523 0069010319414 9600CT23A
26 mm 860055526 0069010319415 9600CT26A
29 mm ?’:GOOSDSZQ §069010319416 9600CT29A

[Consumable]
Geographic Regions: U.S.&#160;
Manufacturer(s): Edwards Lifesciences LLC12050 Lone Peak Parkway, Draper, UT 84020, United States
Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Critical Care, OR/Surgery, Materials Management

Problem:

Oinaduly 21, 2017, Urgent Product Recall letter submitted by ECRI Institute member hospitals, Edwards states that a component in the Certitude
Loader of the above delivery systems may have amolding overflow defect that may detach during advancement of the delivery system and potentially
embolize from the loader into the patient. Edwards also states that, while alow incidence rate of this defect has been observed during the manufacturing
process, the potential impact could be significant. If the overflow material were to embolize once the device is introduced into the patient, a potential
exists for blood flow obstruction and serious injury and/or necessitating surgical extraction of the overflow material from the patient. Edwards further
states that it has received no reports of this problem occurring during clinical use. Any patient harm related to this defect would present during the
delivery procedure. Therefore, if a procedure has been completed successfully, there is no further risk to the patient. Edwards states that the Certitude
Delivery System is used only during a transapical (TA) or transaortic (TA0) approach to transcatheter aortic valve replacement (TAVR), which represents
approximately 3.4% of total TAVR procedures with the SAPIEN 3 valve.

Action Needed:

Oldentify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the July 21,
2017, Urgent Product Recall letter and confirmation form from Edwards. Before returning the form, contact Edwards by telephone at (800) 424-3278 to
obtain areturn goods authorization (RGA) number. Complete the confirmation form, and return it to Edwards using the instructions on the form. Return
affected product to Edwards Lifesciences, Attn: Cirilo Chaparro, 12050 Lone Peak Drive, Draper, UT 84020, United States, Attn: RECALL RGA #084.
Affected delivery systems contained in kits should be returned in their stand-alone packaging. Edwards will provide replacement product. Forward a copy
of the letter to any facility to which you have further distributed affected product, and notify Edwards of the transfer.

For Further Information:

Edwards customer service department

Tel.: (800) 424-3278, 6 am. to 4:30 p.m. Pacific time

Website: Click here

Comments:

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

Source(s):
e 2017 Jul 24. Member Hospital. Edwards Reference No. FCA-084 (includes reply form) Download
e 2017 Jul 27. Manufacturer. The manufacturer confirmed the information provided in the source material.
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[High Priority ] - A29000 : BD—MAX Vaginal Panels and UVE Specimen Collection Kits: May Exhibit

Increased Number of Nonreportable Results; Manufacturer Issues Guidance for Specimen Collection
Medical Device Ongoing Action

Published: Wednesday, July 26, 2017

UMDNS Terms:
® Swabs, Specimen Collection/Transportation [18606]

Product Identifier:

BD MAX Products:  Catalog Nos.:
UVE Specimen

Collection Kits 443376
Vaginal Panels 443712

[Consumable]
Units distributed beginning December 5, 2016

Geographic Regions: Australia, Belgium, Chile, Hong Kong, Singapore, U.S.
Manufacturer(s): BD Diagnostic Systems? Loveton Circle, Sparks, MD 21152-0999, United States
Suggested Distribution: Clinical Laboratory/Pathology, Obstetrics/Gynecol ogy/Labor and Delivery, Materials Management

Problem: In aJuly 18, 2017, Urgent Product Advisory Notice letter submitted by ECRI Institute member hospitals, BD states that it has received reports
of anincreased rate of unresolved (UNR) and indeterminate (IND) results for the above vaginal panels. BD also states that a nonreportable result may
necessitate a repeat of the test or re-collection of a specimen. BD further states that its investigation suggests that this problem is related to certain
specimen collection practices, including the use of lubricants.

Action Needed:

Identify any affected product in your inventory. If you have affected product, verify that you have received the July 18, 2017, Urgent Product Advisory
Notice letter and Customer Response Form from BD. BD provides the following precautions for patients and clinicians:

Patient Education:

e Patients should be counseled to refrain from intercourse for at least 24 hours before the collection of swab specimens and to refrain from
douching, using tampons, or using intravaginal medication for at least 48 hours before the collection of swab specimens. They should also
avoid scheduling their appointment during heavy menstrual bleeding; however, if those recommendeations are not given or followed, you
may still proceed with the collection of vaginal swabs.

Sample Collection Options:
e Whenever possible, do not use lubricant for the collection of the vaginal swab.
o Lukewarm Water: If necessary, lukewarm water may be used to warm and lubricate the speculum.

e Lubricant Gels: If lubricant must be used, lubricant should be used sparingly and applied only to the exterior sides of the speculum blades,
avoiding contact with the tip of the speculum.

For clinician-collected swabs:

e |f alubricant is used with a speculum for the collection of the vaginal swab, avoid touching the lubricant with the collection device (swab)
during the collection.

e |f avaginal exam in addition to the swab collection needs to be performed with a commercial lubricant (e.g., bimanual exam), collect the
vaginal swab before that exam.

For self-collected swabs:
e Do not provide alubricant with the BD MAX UVE specimen collection kit to aid in self-collection.
e Patients must collect their specimen before any vaginal exam is performed with alubricant.

Compl ete the Customer Response Form, and return it to BD using the information on the form. Inform al relevant personnel at your facility of the
information in the letter. U.S. customers should report adverse events or product quality problems relating to the use of affected product to FDA's
MedWatch Adverse Event Reporting program by telephone at (800) 332-1088

: by fax at (800) 332-0178

; by mail (using postage-paid FDA Form 3500, available here) at Food and Drug Administration, HF-2, 5600 Fishers Lane, Rockville, MD 20852-9787;
or online at the MedWatch website .

For Further Information:
BD customer/technical support
Tel.: (800) 638-8663 (U.S.)
Website: Click here

Comments:

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
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e Thisalertisaliving document and may be updated when ECRI Institute receives additional information. In circumstancesin which we
determine that it is appropriate for customers to repest their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original aert. For additional information regarding the format of this aert, refer to our HDA Format Guide .

Source(s):
e 2017 Jul 24. Member Hospital. BD letter submitted by ECRI Institute member hospital (includes reply form) Download
e 2017 Jul 26. Manufacturer. Manufacturer confirmed information
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[High Priority ] - A29007 : SCA Pharmaceuticals—Sterile Admixtures Produced with Baxter 0.9%

Sodium Chloride Injections in 250 mL VIAFLEX Plastic Containers: May Leak
Medical Device Ongoing Action, Pharmaceuticals Ongoing Action

Published: Thursday, July 27, 2017
UMDNS Terms:

® |ntravenous Fluid Containers[12172]

Product Identifier:

Sterile Admixtures
Produced with
Baxter 0.9% Sodium
Chloride Injections in

NDC Nos.:

Lot Nos.:

Bupivacaine 0.1% PF
(from 0.75%) in
Sodium Chloride
0.9% 250 mL (Waste

ACA mal

70004-0060-40

2017429@33 EXP JUL 28 2017,
20170503@23 EXP AUG 1 2017

Bupivacaine 0.125%
PF in 0.9% Sodium
Chloride 250 mL

70004-0062-40

20170502@32 EXP JUL 31 2017

Bupivacaine 0.2% PF
in 0.9% Sodium
Chloride 250 mL

70004-0066-40

20170501@69 EXP JUL 30 2017

Fentanyl 5 mcg/mL
PF in 0.9% Sodium
Chloride 250 mL Bag 70004-0201-40
(Total Dose=1,250
AN

20170428@57 EXP JUL 27 2017,
20170428@58 EXP JUL 27 2017,
20170511@24 EXP AUG 9 2017

Fentanyl 2,500 mcg
in NS 250 mL (10
mcg/mL)

70004-0202-40

20170502@18 EXP JUL 31 2017,
20170502@39 EXP JUL 31 2017,
20170502@62 EXP JUL 31 2017,
20170503@22 EXP AUG 1 2017,

ANAZACANAA CVD AL~ 4 AndT

Fentanyl 5 meg/mL
PF1mLFillinlmL 70004-0225-24
Syringe

20170510@40 EXP AUG 8 2017

Fentanyl 2 mcg/mL +
Bupivacaine 0.0625%
PF in 0.9% Sodium
Chloride 250 mL

70004-0226-40

20170429@29 EXP JUL 28 2017,
20170512@24 EXP AUG 10
2017

Fentanyl 10 mcg/mL
PFin NS 1 mL Fill in 3 70004-0229-05
mL Syringe

20170512@19 EXP AUG 10
2017

Fentanyl 10 mcg/mL
PF in Sodium
Chloride 250 mL
(Totel Dose=2,500

70004-0229-40

20170509@20 EXP AUG 7 2017,
20170509@21 EXP AUG 7 2017,
20170509@46 EXP AUG 7 2017,
20170511@33 EXP AUG 9 2017

Fentanyl 2 mcg/mL +
Bupivacaine 0.1% PF 70004-0230-40
in 0.9% NS 250 mL

20170502@47 EXP JUL 31 2017,
20170502@56 EXP JUL 31 2017,
20170505@26 EXP AUG 3 2017,
20170506@25 EXP AUG 4 2017

Fentanyl 2 mcg/mL +

Bupivacaine 0.125%

PFin 0.0% Sodium ' 0004-0254-40
Chloride 250 mL

20170503@75 EXP AUG 1 2017,
20170511@21 EXP AUG 9 2017

Fentanyl 3 mcg/mL +

Bupivacaine 0.1% in

0.9% Sodium 70004-0290-40
Chloride 250 mL

20170506@27 EXP AUG 4 2017

Hydropmorphone
0.5 mg/mL in 0.9%
Sodium Chloride 1
mL Fillin 3mL BD

70004-0302-05

20170508@75 EXP AUG 6 2017

Epinephrine Sulfate 5
mg/mLin NS 5 mLFill

in 12 mL Syringe (25 0004-0600-11
mg)

20170503@28 EXP JUL 17 2017,
20170508@60 EXP JUL 22 2017

Epinephrine 4 mg in
0.9% Sodium
Chloride 250 mL

70004-0613-40

20170508@51 EXP SEP 10
2017,20170503@17 EXP SEP 5
2017
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Norepinephrine 4 mg
in 0.9% Sodium
Chloride 250 mL
From Stock

70004-0771-40

20170502@36 EXP JUL 31 2017,
20170512@1 EXP AUG 10 2017,
20170504@13 EXP AUG 2 2017,
20170504@18 EXP AUG 2 2017

Norepinephrine 8 m
in 0.9% Sodium
Chloride 250 mL

g
70004-0774-40

20170502@31 EXP JUL 16 2017,
20170508@34 EXP JUL 22 2017,
20170508@70 EXP JUL 22 2017,
20170512@15 EXP JUL 26 2017

Norepinephrine 16

mg in 0.9% Sodium ] :
Chloride 250 mL ~ /0004-0775-40

20170512@8 EXP AUG 10 2017,
20170506@18 EXP AUG 4 2017

From Stock

Phenylephrine 60 mg 20170502@53 EXP JUL 31 2017
in 0.9% Sodium 70004-0809-40 '
n.0-9% Soenm 20170505@16 EXP AUG 3 2017
Phenylephrine 25 mg 20170512@20 EXP AUG 10

in 0.9% Sodium 70004-0810-40 2017, 20170504@61 EXP AUG 2
Chloride 250 mL 2017

Phenylephrine 10 mg

PF Added to 0.9% 20170503@26 EXP AUG 1 2017,
Sodium Chloride 250 /0004-0811-40 20170510@48 EXP AUG 8 2017
mL Bag

Phenylephrine 10 mg

in 0.9% Sodium 70004-0811-59

20170503@29 EXP AUG 1 2017,
20170512@22 EXP AUG 10
2017,20170509@64 EXP AUG 7

Chloride 250 mL Bag 2017

Phenylephrine 40 mg 20170429@28 EXP JUL 28 2017
in 0.9% Sodium 70004-0812-40 '
Chloride 250 mL 20170509@65 EXP AUG 7 2017
Phenylephrine 100

mg in 0.9% Sodium  70004-0813-40 20170503@16 EXP AUG 1 2017
Chloride 250 mL Bag

Phenylephrine 200

mg in 0.9% Sodium  70004-0815-40
Chloride 250 mL

20170511@51 EXP AUG 9 2017

Phenylephrine 20 mg
in 0.9% Sodium
Chloride 250 mL Bag

70004-0816-40

20170503@19 EXP AUG 1 2017

Phenylephrine 50 mg
in 0.9% Sodium
Chloride 250 mL

70004-0820-40

20150512@6 EXP AUG 10 2017,
20170511@56 EXP AUG 9 2017

Potassium Chloride
20 MEQ Added to
Sodium Chloride
0.9% 250 mL

70004-0832-40

20170501@66 EXP JUL 15 2017

Potassium Chloride
40 MEQ Added to
Sodium Chloride

70004-0833-40

20170509@10 EXP JUL 23 2017

Fentanyl 2 mg/mL +
Ropivacaine 0.2% PF  70004-260-40
in NS 250 mL

20170509@17 EXP AUG 7 2017

[Consumable]

For information on quantity shipped and dates distributed, see the table in the letter .
Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.

Manufacturer(s): Baxter Healthcare CorpOne Baxter Pkwy, Deerfield, IL 60015-4625, United States (sodium chloride injections manufacturer)
SCA Pharmaceuticals LLC 8821 Knoed! Ct, Little Rock, AR 72205, United States (admixture manufacturer)

Suggested Distribution: Critical Care, Emergency/Outpatient Services, Infection Control, Nursing, OR/Surgery, Pharmacy, IV Therapy, Materials
Management

Problem:
InaJuly 14, 2017, Urgent Drug Recall letter submitted by an ECRI Institute member hospital, SCA Pharmaceuticals states that the above sterile
admixtures were produced using the above Baxter 250 mL 0.9% sodium chloride bags, which were recalled by Baxter because of observed leaks at the
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seam. SCA Pharmaceuticals al so states that the leaks were confirmed during in-house inspection of finished product and raw material inspection at SCA
Pharmaceuticals. SCA Pharmaceuticals further states that |eaking containers could result in contamination of the solution and that, according to the
Baxter notification sent to the firm, "aleak of solution bag may allow for delay or interruption of therapy, under-delivery, unintended drug exposure, and
microbia contamination.” SCA Pharmaceuticals states that it has received no reports of adverse events related to this problem. For information on the
action initiated by Baxter, see Alert A28916 . The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Identify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the July 14,
2017, Urgent Drug Recall letter and Recall Response Form from SCA Pharmaceuticals. To arrange for product return, contact SCA Pharmaceuticals
using the information below. Regardless of whether you have affected product, complete the Recall Response Form and return it to SCA Pharmaceuticals
using theinstructions in the letter. Upon receipt of the form, SCA Pharmaceuticals will provide you with areturns kit, which will include prepaid UPS
labels and shipping instructions.

For Further Information:

SCA Pharmaceuticals

Tel.: 877-550-5059, 8 am. to 5 p.m. Central time, Monday through Friday
Website: Click here

Comments:

e For information on the recall of the 0.9% sodium chloride injectionsin 250 mL VIAFLEX plastic containersinitiated by Baxter, see Alert
A28916 .

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

Source(s):
e 2017 Jul 25. Member Hospital. SCA Pharmaceuticals letter submitted by an ECRI Institute member hospital Download
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#  New Sterile Elastic Esmark 8/1/2017 Medline Industries Inc.... Ikar Establishment
Bandages

# Update Various Tissu-Trans 8/2/2017 Shippert Medical N/A
Products Technologies Inc

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

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

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

To see recent recalls kindly visit the following link:

http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositelListing.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.

b


http://Attached
http://Attached
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx
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[High Priority ] - A28975 : Medline— Sterile Elastic Esmark Bandages: Sterility May Be

Compromised
Medical Device Ongoing Action

Published: Wednesday, July 26, 2017

UMDNS Terms:
® Bandages, Compression/Support [10284]

Product Identifier:
03 x 9-Inch Sterile Elastic Esmark Bandages [Consumable]
Item No. DYNJ05914; Lot Nos.: 172B2025, 17FB9612, 17GB3101, 17QB8614

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Medline Industries IncOne Medline Place, Mundelein, IL 60060, United States
Suggested Distribution: Emergency/Outpatient Services, Infection Control, Nursing, OR/Surgery, EM S/Transport, Materials Management

Problem:

Olnaduly 18, 2017, Immediate Action Required letter submitted by an ECRI Institute member hospital, Medline states that the above bandages did not
go through the correct sterilization procedures, potentially compromising their sterility. The manufacturer has not confirmed the information provided in
the source material.

Action Needed:

Oldentify and isolate any affected product in your inventory. If you have affected product, verify that you have received the July 18, 2017, Immediate
Action Required letter and Urgent Remedia Action Response Form from Medline. Regardless of whether you have affected product, complete the
Urgent Remedial Action Response Form and return it to Medline using the instructions on the form. Upon receipt of the form, Medline will provide your
facility with return labels, if applicable. Return affected product to Medline using the labels. Upon receipt of affected product, Medline will provide your
facility with credit. Notify all relevant personnel at your facility of the information in the letter, and forward a copy of the letter to any facility to which
you have further distributed affected product.

For Further Information:

Medline

Tel.: (866) 359-1704

Website: Click here

Comments:

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

Source(s):
e 2017 Jul 26. Member Hospital. Medline Reference No. R-17-136 (includes reply form) Download

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/156949/20170718MedlineEsmarkSterileBandagesCLIENT_Redacted.pdf
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[High Priority ] - A28805 01 : Shippert—Various Tissu-Trans Products: Sterility May Be Compromised
Medical Device Ongoing Action

Published: Wednesday, July 26, 2017

UMDNS Terms:
® Aspirators, Surgical, Liposuction [17103]
® Cannulae, Liposuction [17640]
® Autologous Fat Transfer Units[27649]

Product Identifier:

Tissu-Trans . .
Products: Catalog Nos.: Lot Nos.:

: 12018, 12045, 12076,
Fitron 100  3TTFILTRON100 7500

: 12005, 12019, 12044,
Fitron 250~ 3-TT-FILTRON250 (2902, 22079

11934, 11948, 11984,

Filtron500  3-TT-FILTRONS00 2002, 12020,12046,

61118, 61287, 61363,
61446

Filtron 1000 3-TT-FILTRON 1000 12004, 12047, 12077,

faanrc

11947, 12003, 12078,
12110

Filtron 2000 3-TT-FILTRON 2000

12082, 12111, 61116,
MEGA 1500 3-TT-MEGA 1500 61236, 61288, 61364,
61464

12079, 61117, 61143,
61405

Syringe Fill 360  3-TT-SFILL 360

Tissu-Trans Filtron 1000 Products; Catalog No. 3-TT-FILTRON 1000; Lot No. 12004 [Consumable]
Previously listed: see Alert A28805

Geographic Regions: Europe, Japan, Middle East, U.K., U.S.
Manufacturer(s): Shippert Medical Technologies Inc 6248 South Troy Circle, Suite A, Centennial, CO, 80111, United States
Suggested Distribution: Emergency/Outpatient Services, Infection Control, OR/Surgery, Dermatology, Materials Management

Summary:

OThis Alert provides additional information based on a June 12, 2017, Urgent Field Safety Notice |etter posted by the U.K. Medicines and Healthcare

fI?recngucts Regulatory Agency (MHRA) regarding Alert A28805 . Additional information is provided in the Product Identifier and Geographic Regions
ields.

Problem:

OInaMay 30, 2017, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Shippert states that the seal integrity of the

packaging of the above products cannot be assured before use without a visual inspection of the seal. Shippert also states that if an improperly sealed

pouch were subjected to contamination, the product may become contaminated. Shippert further states that it has received no reports of seriousinjuries

and/or deaths related to this problem.

Action Needed:

OThe following actions are those listed in Alert A28805 . Identify, isolate, and discontinue use of any affected product in your inventory. If you have
affected product, verify that you have received the letter and Response Form from Shippert. Regardless of whether you have affected product, complete
the Response Form, and return it to Shippert using the instructions on the form. Return affected product to Shippert. Upon receipt of affected product,
Shippert will provide your facility with replacement products. Inform all relevant personnel at your facility of the information in the letter, and forward a
copy of theletter to any facility to which you have further distributed affected product.

For Further Information:

Shippert customer service department

Tel.: (800) 888-8663 or (651) 789-3921, 8:00am to 4:00pm Central Time, Monday through Friday (U.S.)

Website: Click here

References:

Great Britain. Medicines and Healthcare Products Regulatory Agency. Shippert Medical Technologies: Tissu-Trans [online]. London:
Department of Health; 2017 Jul 24 [cited 2017 Jul 26]. (Field safety notice; reference no. 2017/006/030/291/037). Available from Internet: Clic
k here.

Comments:

©2017 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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https://shippertmedical.com/pages/contact

https://www.gov.uk/drug-device-alerts/field-safety-notice-17-to-21-july-2017
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e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repesat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original aert. For additional information regarding the format of this aert, refer to our HDA Format Guide .

Source(s):

e 2017 Jul 26. MHRA FSN. 2017/006/030/291/037 Downl oad
e 2017 Jul 26. MHRA FSN. (includes reply form) Download

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/156787/20170724ShippertTissu-Trans2017006030291037MHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/156788/20170612ShippertTissuTransMHRAform.pdf
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