Report Reference Number: WU 1923 WU1923:  ysll oaa jall 63,

El
Kingdom of Saudi Arabia
o e s NCMDR
Medical Devices Sector National Center for Medical Devices Reporting

dgakall 3 jgal) glld daddal) cdadidl g 5 g clEdd gl S sl

Dear,

‘e

NCMDR team send a weekly update every week dplall Claiiall 53 3ea) e Dl il gl S ) a sy
containing the latest Field Safety Corrective /A il el AT e G‘;}w\ L J
Action/Recalls of medical devices/products on ; TN "

: Sl ghiall Andall cila Hinall 53 e Clele iy
SFDA website. 15l 5 1350 elall gl a5

* Role of NCMDR officer: sJbaiy) alin ) g e *
* Kindly respond to the NCMDR weekly report in 585 AN hagll 38 sall i e 3l Jali
both cases either you are affected or not affected. LA ase g A Al 8 dlal) cilaital)
* Disseminate and share the information with other Ll slanad) Jals Zabiaal) JLadY) / ol oY) o avaxille
Departments within healthcare facility and Ensuring ROYT VY PR S WOV PP PR T S EQPR i
that the healthcare facility is free of any affected Al cl 1) <ol )
device/product. Claiiall 53 3¢ ) e b gl S el ae Jaal sille
* Communicate with NCMDR Team and Authorized dsa s Alla b giadl i sl Jieall g s dydall
Representative of the manufacturer if there is any ) 1) e el e sle silia wib o tiee/ e

affected device/product.

Hospital name: 2 ial) anl
Date: :&.Um‘
Hospital affected by any medical device/product in this e L e e
report: Yes [] [ prd sdadlll Crada Adiaally 5 5l 8 ) 225
No [] I:l ¥
¢ The yellow highlights Indicates that medical devices PR PENE k| R ENVN | e Sl AUl ¢ jliy) e
subject to removal and/ or destroyed action. sliaall e ealisg 38y jEl JAa 8 Cpe ) sall/ g g paliaall e
* NCMDR Team Recommend ensuring the listed T S olelat i) e el /', ;S
Authorized representative/Distributer in this report as they Wil i "_ e s u‘:‘ 2 ﬁ -
may differ from the Authorized representative/Distributer el o) M el A (e (5 e 4'5'% * (#) ‘t‘“ ot e
you are dealing with (ECRI) dakia oo Aadladl i)
¢ The sign (#) on the left side of the FSN's indicates that the L all o) dasl g ) ) Apludodill a8 SY) o) ) ykall 38 jaale

source of this FSN is ECRI.
¢ [Open the links or attachments to find the affected product
identifier, models, serial numbers or codes.
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7. - Kingdom of Saudi Arabia
( Saudi Food & Drug Authority N c M D R
Medical Devices Sector National Center for Medical Devices Reporting

dgahall 3 gal) pllad dgaall Gladial 5 3 gl cledld gl S sl

Dear,
NCMDR team is pleased to inform you that 39 new FSCA/recalls for medical devices and

products posted on SFDA website for the period of 27-May-19 to 02-Jun-19 In order
to view more details, ciick the iinis or attachments @

“SI=

8 e Al ol 1) <l )39 i aSadle ) Apdall clatiall 5 5 3ea ) e D il 3S el das Gy 80
B gaoalc 02-Jun-19 ) 27-May-19 ; jall ol 5 eIl el &l adse Lo dibl) il il
P i yal ) L)) e aall oy Jaalil)

Anaesthetic and respiratory devices

# HAMILTON-G5/ HAMILTON MEDICAL  Daleel Al Raeda Trading Est
HAMILTON-S1 AG g
ventilator unit

# Sheridan Teleflex Medical.. Gulf Medical Co.
Endotracheal 8
Tubes

Assistive products for persons with disability

Tilt & Recline Aidacare Pty Ltd N/A https://ncmdr.sfda.gov.s
Shower a/Secure/CA/CaViewRec
Commode: all.aspx?caid=10&rid=1
Aspire, 46cm and 4360
53cm

Biologically-derived devices

REGENYAL IDEA REGENYAL N/A https://ncmdr.sfda.gov.s
BODY Laboratories S.R.L.

Dental devices

.~ X-Cid2  MICRO-MEGASA | Cigalah Group /Secure/CA/CaViewRecal [ |

Diagnostic and therapeutic radiation devices
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https://www.sfda.gov.sa/ar/medicaldevices/Pages/weeklyAlert.aspx
https://www.sfda.gov.sa/ar/medicaldevices/Pages/weeklyAlert.aspx
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=14360
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14380
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14373
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[High Priority ] - A32269 01 : Hamilton—HAMILTON-G5 and HAMILTON-S1 Ventilators: Error May

Occur, Causing Ventilator to Enter Ambient State [Update]
Medical Device Ongoing Action

Published: Tuesday, May 28, 2019

UMDNS Terms:

® Ventilators, Intensive Care [17429]
Product Identifier:
[Capital Equipment]

HAMILTON MEDICAL AG

Product Model Product No. Serial No.
Ventilators HAMILTON-G5 159001 < 16192
HAMILTON-SI (not sold in U.S.) 159005 <16192

Geographic Regions: Worldwide
Manufacturer(s): HAMILTON MEDICAL AGvia Crusch 8, Bonaduz, CH-7402, Switzerland

Suggested Distribution: Clinical/Biomedical Engineering, Critical Care, Emergency/Outpatient Services, Nursing, Pulmonol ogy/Respiratory
Therapy, Information Technology, NICU

Summary:
OUpdate Reason: Distribution in the U.S. and Canada and new Action Needed information. This Alert provides additional information based on a
March 20, 2019, Medical Device Field Safety Corrective Action letter submitted by an ECRI Institute member hospital and Health Canada source
material regarding Alert A32269 . Hamilton states that a software update (version 2.80) to correct the problem described below is now available.
Problem:
In aFebruary 11, 2019, Medical Device Field Safety Corrective Action letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency
(MHRA) and the German Federal Institute for Drugs and Medical Devices (BfArM), Hamilton states that an error that |eads to the message "panel
connection lost" may cause the above ventilators to enter an ambient state. When the above ventilators enter an ambient state, the following conditions
apply:

e Theinspiratory channel and expiratory valves are opened, letting the patient breathe room air unassisted.

e You must provide alternative ventilation immediately.

e You must turn off ventilator power to exit the ambient state.

If an error occurs and leads to the message "panel connection lost," the ventilator releases both avisual and an acoustical high-priority larm to alert
medical staff. The ventilators cease ventilation and enter an ambient state. Hamilton further states that this error can occur sporadically. The firm has
developed a software update (version 2.80) that reduces the probability of this problem occurring.

Action Needed:

Identifyany affected ventilators in your inventory. If you have affected ventilators, verifythat you have received the March 20, 2019, Medical Device
Field Safety Corrective Action letter, Acknowledgment Form, and copy of the February 11, 2019, Medical Device Field SafetyCorrective Action letter
from Hamilton. A Hamilton will update affected ventilators that have software version 2.60 and below at no charge. All ventilators with serial number
16192 and below will require the software update. Hamilton field service representative will contact your facility to schedule the update. Complete the
Acknowledgment Form, and return it to Hamilton using the information on the form.

For Further Information:

Bret Everett, Hamilton national service manager

Tel.: (817) 909-0308

E-mail: Bret.everett@hamiltonmedical .net

Hamilton technical support department

Tel.: (800) 426-6331 (select option 2)

Website: Click here

References:

e Germany. Federal Institute for Drugs and Medical Devices. Urgent field safety notice for Hamilton G5 by Hamilton Medical AG
[online]. 2019 Feb 26 [cited 2019 Mar 6]. Available from Internet: Click here.

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Hamilton: HAMILTON-G5/S1 ventilator unit [online]. London:
Department of Health; 2019 Mar 4 [cited 2019 Mar 6]. (Field safety notice; reference no. 2019/002/027/291/004). Available from Internet:
here.

e Health Canada. Recalls and safety alerts. HAMILTON-G5 ventilator [online]. 2019 Mar 15 [cited 2019 May 24]. Available from Internet:
here.

Comments:

e [IThisalertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
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www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1638099

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1638099

mailto:Bret.everett@hamiltonmedical.net

http://www.hamilton-medical.com/contact.html

https://www.bfarm.de/SharedDocs/Kundeninfos/EN/12/2019/01962-19_kundeninfo_en.html

https://www.bfarm.de/SharedDocs/Kundeninfos/EN/12/2019/01962-19_kundeninfo_en.html

https://www.gov.uk/drug-device-alerts/field-safety-notices-25-february-2019-1-march-2019?utm_source=ef3ecd60-1849-4925-bfde-d27abf67bd72&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notices-25-february-2019-1-march-2019?utm_source=ef3ecd60-1849-4925-bfde-d27abf67bd72&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2019/69302r-eng.php

http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2019/69302r-eng.php
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e 2019 May 28. Health Canada Recall Listings. Type I1l. RA-69302 Download

e 2019 May 28. Member Hospital. Hamilton letter submitted by ECRI Institute member hospital (includes reply form) Download
e 2019 May 28. Manufacturer. Manufacturer confirmed information
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http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/193505/20190520HamiltonG5andS1VentilatorsHC.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/193539/20190520HamiltonVentilatorsClient.pdf
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[High Priority ] - A32768 : Teleflex—Sheridan Endotracheal Tubes: 15 mm Sheridan Connector May

Become Disconnected from Tube
Medical Device Ongoing Action

Published: Thursday, May 30, 2019

UMDNS Terms:

® Tubes, Tracheal, Laser-Resistant [17548]
Product Identifier:
[Consumable]

Teleflex Medical

Product No. Lt lie.

Product

6 mm Hudson RCI Sheridan CF Murphy Eye 5-10112 73A 1700085, 73A 1700246, 73A1700717, 73A 1800042,

Endotracheal Tubes 73A1800281, 73A 1800662, 7381700288, 73B1700395,
73B1700615, 7381800114, 7381800474, 73B1800700,
73C1700223, 73C1700397, 73C1700541, 73C1800183,
73C1800469, 73D1700236, 73D1700610, 73D1800300,
73D1800624, 73E1700217, 73E1700454, 73E1700698,
73E1800061, 73E1800225, 73E1800779, 73F1700532,
73F1800157, 73F1800529, 73F1800697, 73G1700137,
73G1700214, 73G1700585, 73G1800115, 73G1800212,
73G1800562, 73G1800791, 73H1700033, 73H1700466,
73H1800178, 73H1800652, 73J1600560, 73J1600743,
73J1700125, 73J1700277, 7331700588, 73J1800082,
73J1800317, 73J1800496, 73J1800656, 73K 1600130,
73K 1600565, 73K 1700053, 73K 1700249, 73K 1700394,
73K 1700582, 73K 1800359, 73L 1600008, 73L 1600325,
7311600642, 7311600830, 73L. 1700166, 73L 1700306,
73L.1700521, 7311700659, 7311800193, 73M 1600126,
73M 1700133, 73M 1700445

6.5 mm Hudson RCI Sheridan CF Murphy Eye 5010113 73A 1700086, 73A 1700247, 73A 1700400, 73A 1700640,

Endotracheal Tubes 73A 1700718, 73A 1800038, 73A 1800663, 7381700289,
73B1700396, 7381700616, 7381800115, 73B1800475,
73B1800701, 73C1700542, 73C1700672, 73C1800184,
73C1800336, 73C1800559, 73D1700122, 73D1700237,
73D1700405, 73D1800060, 73D1800301, 73D1800625,
73E1700455, 73E1700699, 73E1800069, 73E1800226,
73E1800376, 73E1800780, 73F1700533, 73F1700697,
73F1800158, 73F1800324, 73F1800530, 73F1800698,
73G1700215, 73G1700403, 73G1800213, 73H1700312,
73H1700589, 73H1700775, 73H1800179, 7331600561,
7331600744, 73J1700126, 7331700278, 73J1700450,
73J1700589, 73J1800318, 73K 1600131, 73K 1600352,
73K 1600566, 73K 1600567, 73K 1700250, 73K 1700402,
73K 1700583, 73K 1800360, 7311600132, 73L 1600326,
7311600482, 7311600831, 73L1700167, 73L 1700307,
73L1700522, 731700660, 73M 1600127, 73M 1700134,
73M 1700446

7 mm Hudson RCI Sheridan CF Murphy Eye 50010114 73A 1700087, 73A 1700088, 73A 1800439, 73A 1800440,

Endotracheal Tubes 73A1800441, 73B1700290, 7381700291, 7381700292,
73B1700293, 7381700397, 7381800219, 7381800220,
73B1800221, 7381800222, 7381800335, 73B1800336,
73C1700398, 73C1700399, 73C1700400, 73C1700543,
73C1700544, 73C1700545, 73C1700546, 73C1800337,
73C1800338, 73C1800339, 73C1800470, 73C1800471,
73C1800472, 73C1800473, 73D1700611, 73D1800448,
73D1800449, 73D1800450, 73D1800626, 73D1800627,
73E1700088, 73E1700089, 73E1700090, 73E1700700,
73E1800544, 73E1800545, 73E1800781, 73F1700138,
73F1700143, 73F1700534, 73F1700535, 73F1700698,
73F1800112, 73F1800531, 73F1800532, 73F1800699,
73F1800700, 73F1800701, 73G1700144, 73G1700145,
73G1700216, 73G1700586, 73G1700587, 73G1800116,
73G1800117, 73G1800214, 73H1700034, 73H1700467,
73H1700590, 73H1800180, 73H1800715, 73J1600745,
73J1600746, 73J1600747, 7331700149, 73J1700150,
7331700279, 7331700590, 73J1800084, 73J1800498,
73J1800499, 73J1800657, 73K 1600132, 73K 1600720,
73K 1700054, 73K 1700055, 73K 1700056, 73K 1700251,
73K 1700584, 73K 1700720, 73K 1800714, 73K 1800715,
7311600327, 731600328, 73L 1600832, 73L 1600833,
73L1800511, 73M 1600272, 73M 1700236, 73M 1700237,
73M 1700427, 73M 1700428

7.5 mm Hudson RCI Sheridan CF Murphy Eye 50010115 73A 1700248, 73A 1700719, 73A1700720, 73A 1800656,

Endotracheal Tubes 73A 1800796, 73A 1800797, 73B1700131, 73B1700132,
73B1700626, 73B1700627, 73B1800476, 73B1800477,
73B1800478, 73C1700224, 73C1700225, 73C1700226,
73C1700673, 73C1700674, 73C1800561, 73D1700123,
73D1700124, 73D1700238, 7301800126, 73D1800127,
73D1800128, 73D1800287, 73E1700218, 73E1700219,
73E1700220, 73E1700456, 73E1800063, 73E1800070,
73E1800222, 73E1800366, 73E1800367, 73F1700369,
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8 mm Hudson RCI Sheridan CF Murphy Eye
Endotracheal Tubes

8.5 mm Hudson RCI Sheridan CF Murphy Eye
Endotracheal Tubes

6 mm Hudson RCI Sheridan CF Magill Type
Endotracheal Tubes

6.5 mm Hudson RCI Sheridan CF Magill Type
Endotracheal Tubes

7 mm Hudson RCI Sheridan CF Magill Type
Endotracheal Tubes

7.5 mm Hudson RCI Sheridan CF Magill Type
Endotracheal Tubes

8 mm Hudson RCI Sheridan CF Magill Type
Endotracheal Tubes

8.5 mm Hudson RCI Sheridan CF Magill Type
Endotracheal Tubes

6 mm Hudson RCI Sheridan HVT Endotracheal Tubes

6.5 mm Hudson RCI Sheridan HVT Endotracheal
Tubes

5010116

5010117

5010212

50010213

5010214

50010215

5010216

5010217

50010312

5010313

©2019 ECRI Institute

73F1700370, 73F1700371, 73F1800159, 73F1800160,
73F1800302, 73F1800325, 73F1800326, 73F1800533,
73F1800534, 73G1700217, 73G1700404, 73G1800563,
73G1800794, 73G1800795, 73G1800796, 73H1700035,
73H1700313, 73H1700591, 73H1700776, 73H1800074,
73H1800181, 73H1800653, 73H1800716, 73J1600562,
73J1700280, 73J1700451, 73J1800085, 73J1800328,
73J1800500, 73K 1600133, 73K 1600134, 73K 1700252,
73K 1700253, 73K 1700403, 73K 1700404, 73K1700721,
73K 1800324, 73K 1800361, 73K 1800362, 73K 1800535,
73K 1800536, 731600133, 73L 1600483, 73L 1600645,
7311700191, 7311700308, 73L 1700309, 73L 1800263,
73M 1600128, 73M 1700447, 73M 1700448

73A 1700650, 73A 1800048, 73A 1800049, 73A 1800050,
73A1800387, 73B1700398, 7381700628, 7381800709,
73B1800710, 73C1800185, 73D1700239, 73D1700412,
73D1700413, 73D1700414, 73D1700612, 73D1800289,
73D1800451, 73E1800782, 73F1700009, 73F1700010,
73F1700699, 73F1700700, 73F1800018, 73F1800019,
73G1700405, 73G1700588, 73G1800215, 73G1800564,
73G1800565, 73H1700314, 73H1700468, 73H1800432,
73H1800433, 73H1800692, 73J1600563, 73J1600678,
73J1600748, 73J1700145, 7331700452, 73J1700591,
73J1800329, 73J1800501, 73J1800650, 73K 1600569,
73K 1700395, 73K 1700585, 73K 1800158, 73K 1800159,
73K 1800228, 731600134, 7311600329, 73L 1600330,
7311600404, 7311600646, 73L 1600834, 73M 1600129,
73M 1700026, 73M 1700135, 73M 1700136

73B1800711, 73C1700675, 73C1800562, 73D1700613,
73F1700528, 73F1800161, 73G1700406, 73G1800910,
73H1700315, 73J1700281, 73J1800008, 7311800502,
73K 1800537, 7311600331, 73L1600647

7331600749, 7311800345, 73K 1800367

73A 1700252, 73B1800339, 73D1700241, 73J1700458

73A1800297, 73B1800340, 73C1700401, 73C1800343,
73D1700614, 73D1800628, 73E1800547, 73F1700144,
73F1800705, 73G1700124, 73H1700036, 73H1800720,
73J1800086, 73J1800660, 73K 1600136, 73K 1600722,
7311600334, 7311600405, 73M 1600269, 73M 1700204,
73M 1700429

73B1800452, 73E1800368, 73F1800327, 73G1800555,
73H1700316, 73H1800182, 73H1800721, 73J1800087,
73K 1800368, 7311700310, 73M 1600131, 73M 1700436

73A 1800052, 73B1700401, 7381800712, 73D1700242,
73F1700012, 73F1700701, 73G1700409, 73G1800217,
73H1700317, 73J1600750, 73J1700147, 73J1700592,
73J1800331, 73J1800661, 73K 1800162, 73L 1600335,
7311600648

73B1800713, 73F1800162, 73J1800506, 73K 1800538

73A 1700091, 73A 1700254, 73A1700721, 73A 1800284,
73A 1800442, 73A 1800665, 73A 1800810, 7381700136,
73B1700296, 7381700402, 73B1700617, 73B1800342,
73B1800702, 73C1700402, 73C1700678, 73C1800188,
73C1800564, 73D1700127, 73D1800059, 73D1800133,
73D1800305, 73D1800456, 73D1800629, 73E1700093,
73E1700460, 73E1800072, 73E1800381, 73E1800785,
73F1700137, 73F1700538, 73F1700703, 73F1800163,
73F1800707, 73G1700218, 73G1700591, 73G1800118,
73G1800218, 73G1800568, 73G1800799, 73G1800911,
73H1700318, 73H1700473, 73H1700778, 73H1800184,
73H1800420, 73H1800724, 73J1600355, 7331600564,
73J1600751, 73J1700127, 7331700460, 73J1700594,
73J1800072, 73J1800663, 73K 1600137, 73K 1600571,
73K 1700057, 73K 1700409, 73K 1700587, 73K 1700725,
73K 1800163, 73K 1800369, 73K 1800456, 73L 1600138,
7311600338, 7311600488, 73L 1600650, 73L 1600838,
73L.1700498, 7311800799, 73M 1600133, 73M 1700240,
73M 1700450

73A1700092, 73A 1700255, 73A1700404, 73A 1700643,
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7 mm Hudson RCI Sheridan HVT Endotracheal Tubes

7.5 mm Hudson RCI Sheridan HVT Endotracheal
Tubes

8 mm Hudson RCI Sheridan HVT Endotracheal Tubes

5010314

5010315

50010316

©2019 ECRI Institute

73A1700722, 73A 1800043, 73A 1800285, 73A 1800666,
73B1700137, 73B1700403, 7381700618, 7381800117,
73B1800480, 7381800703, 73C1700228, 73C1700550,
73C1700679, 73C1800476, 73D1700615, 73D1800134,
73D1800306, 73D1800457, 73E1700094, 73E1700222,
73E1700461, 73E1800073, 73E1800227, 73E1800548,
73F1700014, 73F1700375, 73F1700539, 73F1700704,
73F1800328, 73F1800708, 73G1700412, 73G1800119,
73G1800219, 73G1800800, 73H1700319, 73H1700474,
73H1700594, 73J1600356, 73J1600357, 73J1600565,
73J1600752, 73J1700283, 73J1700461, 73J1700595,
73K 1600138, 73K 1600572, 73K 1600573, 73K 1700058,
73K 1700410, 73K 1700588, 73K 1700726, 73L 1600139,
7311600339, 7311600489, 73L. 1600651, 73L 1700311,
73L.1700499, 7311700662, 73M 1600134, 73M 1700241,
73M 1700425, 73M 1700451

73A 1700093, 73A 1700094, 73A1700095, 73A 1800293,
73A1800294, 73A 1800295, 73A 1800429, 73A 1800798,
73A1800799, 73B1700138, 7381700139, 7381700297,
73B1700404, 7381700405, 7381700406, 7381700407,
73B1800343, 7381800344, 7381800345, 73C1700403,
73C1700404, 73C1700551, 73C1700552, 73C1700680,
73C1700681, 73C1800344, 73C1800345, 73C1800346,
73C1800477, 73C1800565, 73C1800566, 73C1800567,
73D1700616, 73D1800630, 73D1800631, 73D1800632,
73E1700095, 73E1700096, 73E1700242, 73E1700462,
73E1700463, 73E1700703, 73E1700705, 73E1700706,
73E1800074, 73E1800075, 73E1800382, 73E1800383,
73E1800549, 73E1800550, 73E1800786, 73E1800787,
73F1700015, 73F1700016, 73F1700146, 73F1700147,
73F1700148, 73F1700149, 73F1700540, 73F1700541,
73F1700542, 73F1700543, 73F1700705, 73F1800709,
73F1800710, 73F1800711, 73G1700125, 73G1700143,
73G1700219, 73G1700220, 73G1700221, 73G1700222,
73G1700592, 73G1800120, 73G1800121, 73G1800149,
73G1800220, 73G1800487, 73G1800636, 73G1800637,
73G1800638, 73G1800913, 73G1800914, 73G1800915,
73H1700024, 73H1700025, 73H1700475, 73H1700476,
73H1700595, 73H1700596, 73H1800422, 73H1800726,
7331600358, 7331600359, 73J1600360, 73J1600753,
73J1600754, 73J1700148, 73J1700284, 73J1700285,
73J1700596, 73J1800088, 73J1800089, 73J1800354,
73J1800508, 7311800509, 7331800510, 73J1800651,
73J1800665, 73K 1600139, 73K1600140, 73K 1600141,
73K 1600142, 73K 1600359, 73K 1600360, 73K 1600574,
73K 1600575, 73K 1600576, 73K 1600723, 73K 1700059,
73K 1700256, 73K 1700257, 73K 1700258, 73K 1700589,
73K 1700727, 7311600340, 7311600490, 73L 1600491,
73L.1600839, 7311600840, 73L 1700223, 73M 1600135,
73M 1700205, 73M 1700242, 73M 1700243,

73M 1700244, 73M 1700426, 73M 1700437, 73M 1700438

73A1700257, 73A 1700258, 73A 1700405, 73A 1700724,
73A1800431, 73A 1800667, 73A 1800668, 73A 1800669,
73A 1800670, 73A 1800794, 7381700140, 73B1700631,
73B1700632, 7381800481, 7381800714, 73C1700229,
73C1700230, 73C1700231, 73C1700682, 73C1700707,
73C1800568, 73D1700140, 73D1700244, 73D1700245,
73D1700268, 73D1800135, 73D1800136, 73D1800285,
73D1800307, 73E1700223, 73E1700224, 73E1700225,
73E1700464, 73E1700465, 73E1700466, 73E1800076,
73E1800228, 73E1800384, 73E1800385, 73F1700279,
73F1700376, 73F1700377, 73F1700378, 73F1700379,
73F1800164, 73F1800329, 73F1800330, 73F1800537,
73F1800538, 73F1800539, 73F1800540, 73G1700203,
73G1700223, 73G1700413, 73G1700414, 73G1800570,
73G1800802, 73G1800803, 73G1800917, 73G1800918,
73G1800919, 73H1700303, 73H1700320, 73H1700597,
73H1700780, 73H1800072, 73H1800073, 73H1800186,
73H1800659, 73H1800660, 73H1800727, 73J1600361,
73J1600362, 73J1600566, 73J1600567, 73J1700462,
73J1700463, 73J1800090, 73J1800325, 73J1800326,
73K 1700259, 73K 1700411, 73K 1700412, 73K1700729,
73K 1800164, 73K 1800321, 73K 1800351, 73K 1800352,
7311600492, 7311600652, 73L. 1600653, 73L 1600686,
7311700312, 731700313, 73L 1700314, 73L 1700315,
73M1600136, 73M 1600137, 73M 1600267, 73M 1700430

73A1700413, 73A 1700414, 73A1700654, 73A 1800053,
73A 1800054, 73B1700408, 73B1700619, 73B1700620,
73B1800693, 73C1800189, 73C1800190, 73C1800191,
73D1700246, 73D1700416, 73D1700417, 73D1700418,
73D1700617, 73D1700618, 73D1800290, 73D1800458,
73D1800459, 73E1700707, 73E1700708, 73E1800788,
73E1800789, 73F1700018, 73F1700563, 73F1700706,

73F1700707, 73F1700708, 73F1800071, 73G1700415,

73G1700416, 73G1700593, 73G1700594, 73G1800221,
73G1800222, 73G1800571, 73G1800572, 73G1800639,
73H1700321, 73H1700477, 73H1700781, 73H1800435,
73H1800436, 73H1800661, 73H1800662, 73J1600568,
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8.5 mm Hudson RCI Sheridan HVT Endotracheal
Tubes

6 mm Hudson RCI Sheridan Uncuffed Murphy Eye
Endotracheal Tubes

6.5 mm Hudson RCI Sheridan Uncuffed Murphy Eye
Endotracheal Tubes

7 mm Hudson RCI Sheridan Uncuffed Murphy Eye
Endotracheal Tubes

6 mm Hudson RCI Sheridan LTS Endotracheal Tubes

6 mm Hudson RCI Sheridan Performed Uncuffed Oral
Endotracheal Tubes

6.5 mm Hudson RCI Sheridan Performed Uncuffed
Oral Endotracheal Tubes

7 mm Hudson RCI Sheridan Performed Uncuffed Oral
Endotrachea Tubes

6 mm Hudson RCI Sheridan Performed Uncuffed
Nasal Endotracheal Tubes

6.5 mm Hudson RCI Sheridan Performed Uncuffed
Nasal Endotracheal Tubes

7 mm Hudson RCI Sheridan Performed Uncuffed
Nasal Endotracheal Tubes

6 mm Hudson RCI Sheridan Performed Cuffed Oral
Endotracheal Tubes

6.5 mm Hudson RCI Sheridan Performed Cuffed Oral
Endotrachea Tubes

7 mm Hudson RCI Sheridan Performed Cuffed Oral
Endotrachea Tubes

50010317

5010412

5010413

5010414

5011112

5022012

5022013

5022014

5022112

5022113

5022114

5022212

50022213

50022214
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73J1600755, 73J1700444, 7331700464, 73J1700598,
73J1800332, 73J1800333, 73J1800666, 73K 1600577,
73K 1700413, 73K 1700590, 73K 1700591, 73K 1800124,
73K 1800165, 73K 1800166, 73K 1800167, 73K 1800227,
7311600143, 7311600341, 7311600342, 73L1600343,
73L.1600555, 73L 1600654, 73L 1600841, 73L 1600842,
7311800480, 73M 1700122, 73M 1700123, 73M 1700124

73A 1800299, 73B1800716, 73C1700683, 73C1800569,
73D1700619, 73F1700544, 73F1800165, 73G1700417,
73G1800920, 73H1700322, 73J1700286, 73J1800511,
73K 1600364, 73K 1800546, 7311600344, 73L 1600655,
73M 1700024

73A 1700264, 73A 1800060, 7381700300, 73B1800348,
73B1800487, 73C1700688, 73C1800349, 73C1800482,
73D1800464, 73E1700098, 73E1700712, 73E1800389,
73F1800171, 73G1700132, 73G1800923, 73H1700327,
73J1600363, 73J1700290, 73K 1600581, 73K 1700065,

73K 1700415, 731600347, 7311600552, 73L 1600850,
73L1700169, 731700320, 73M 1600138, 73M 1700250

73A1800061, 73B1700301, 7381800349, 7381800488,
73D1800634, 73E1700472, 73F1800544, 73G1700127,
73G1800924, 73K 1700416, 73M 1600139

73A 1700100, 73F1700064, 73L 1800406

73A 1700646, 73A1800671, 7381800350, 73C1700238,
73D1700625, 73D1800138, 73E1700475, 73F1700387,
73F1800174, 73G1800126, 73G1800806, 73H1700041,
73H1700483, 73J1700292, 731800308, 73K 1600369,
73K 1800172, 73K 1800173, 73L.1600011, 73L 1700503,
7311800225, 73M 1700453

73D1800651, 73E1700491, 73J1800335, 73L 1600863,
73L1700332

73A1700274, 73H1700612, 73J1700474

73F1700027, 73F1800342, 73K 1700427, 73K1800182,
73K 1800730

73A 1700278, 73B1800492, 73C1700415, 73F1700168,
73G1700426, 73H1700615, 73H1800678, 73K 1800326,
73K 1800374, 731600359, 73L 1700650, 73M 1600155

73E1800394, 73G1700427

73F1700399, 73K 1800734

73A1800302, 73A 1800450, 7381700049, 7381700313,
73B1800138, 73C1700416, 73C1800551, 73D1700643,
73D1800150, 73E1800570, 73F1700034, 73F1700171,
73F1700728, 73F1800345, 73G1700609, 73H1700341,
73H1800196, 73J1600378, 73J1700481, 73J1700681,
73J1800290, 73K 1600730, 73K 1700431, 73K 1800186,
73L1600665, 73L1700179, 73L1700511, 73M 1600158,
73M 1700267

73A1700114, 73A 1800451, 7381700314, 731800496,
73C1700694, 73D1700644, 73D1800151, 73E1800571,
73F1700400, 73F1800346, 73G1700428, 73H1700342,
73H1700788, 73J1700482, 73K 1600149, 73K 1700277,
7311600666, 731700180, 73L 1700512, 73M 1700268

73A 1800452, 73B1700315, 7381800364, 7381800497,
73C1700695, 73C1800366, 73D1700425, 73D1800472,
73E1700493, 73E1800572, 73F1800347, 73G1700429,
73G1800935, 73H1700493, 73H1800447, 73H1800681,
7331600379, 73J1700137, 73J1800106, 73K 1600593,
73K 1700076, 73K 1700608, 73L 1600667, 73L 1700335,
73M 1700269, 73M 1700459
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7.5 mm Hudson RCI Sheridan Performed Cuffed Oral
Endotrachea Tubes

8 mm Hudson RCI Sheridan Performed Cuffed Oral
Endotrachea Tubes

8.5 mm Hudson RCI Sheridan Performed Cuffed Oral
Endotracheal Tubes

6 mm Hudson RCI Sheridan Performed Cuffed Nasal
Endotrachea Tubes

6.5 mm Hudson RCI Sheridan Performed Cuffed
Nasal Endotracheal Tubes

7 mm Hudson RCI Sheridan Performed Cuffed Nasal
Endotracheal Tubes

7.5 mm Hudson RCI Sheridan Performed Cuffed
Nasal Endotracheal Tubes

8 mm Hudson RCI Sheridan Performed Cuffed Nasal
Endotrachea Tubes

6 mm Hudson RCI Sheridan EZ-ENDO Cuffed HVT
Endotrachea Tubes

6.5 mm Hudson RCI Sheridan EZ-ENDO Cuffed HVT
Endotracheal Tubes

7 mm Hudson RCI Sheridan EZ-ENDO Cuffed HVT
Endotrachea Tubes

7.5 mm Hudson RCI Sheridan EZ-ENDO Cuffed HVT
Endotracheal Tubes

5022215

50022216

5022217

5022312

5022313

50022314

50022315

50022316

50022512

5022513

5022514

5022515
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73A 1800453, 73B1800365, 7381800498, 73C1700257,
73C1700565, 73C1800367, 73D1700645, 73D1800473,
73E1700494, 73E1800396, 73F1700729, 73F1800185,
73F1800560, 73G1700610, 73H1700617, 73J1600380,
73J1700138, 73J1700483, 73J1800527, 73K 1600150,
73K 1700432, 73K1700742, 73L1700513, 73M 1700146

73A 1700115, 73A 1700736, 73A 1800454, 7381700422,
7381800139, 73B1800499, 73C1700258, 73C1700696,
73D1700646, 73D1800152, 73E1700495, 73E1800573,
73F1700172, 73F1700554, 73F1800348, 73G1700611,
73G1800137, 73H1700618, 73H1800682, 73J1600381,
73J1700139, 7371800107, 73J1800528, 73K 1600383,
73K 1700743, 7311600162, 73L1600511, 73L 1700514,
73M1700147, 73M 1700460

73A 1800025, 73A 1800303, 73B1800366, 7381800724,
73C1700796, 73E1800397, 73F1700555, 73F1800349,
73H1700343, 73J1700140, 731800529, 73L 1600163,
7311600363, 73L1700515, 7311800828, 73M 1700148

73A1700737, 73A 1800023, 73B1700423, 7381800140,
73B1800500, 73C1700697, 73C1800328, 73D1700426,
73D1800474, 73E1700561, 73E1700721, 73E1800398,
73F1700173, 73F1700730, 73F1800561, 73G1700612,
73G1800139, 73H1700620, 73H1800683, 73J1700141,
73J1700484, 73J1800109, 73K 1600151, 73K 1700078,
73K 1700433, 73K 1700744, 73K 1800188, 73L. 1600512,
73L1700516, 73M 1600159

73A1700116, 73A 1700738, 73A 1800304, 7381800367,
73C1700698, 73C1800368, 73D1700647, 73D1800292,
73E1700760, 73E1800399, 73F1700401, 73F1800351,
73G1700613, 73G1800140, 73G1800821, 73H1700621,
73J1600382, 73J1700485, 73K 1600384, 73K 1600732,
73K 1700079, 73K 1700434, 73K 1700745, 73L 1600668,
73M 1600160, 73M 1700270

73A1700117, 73A 1700739, 73A1800455, 7381800141,
73B1800456, 73C1700566, 73D1700648, 73D1800153,
73D1800475, 73E1800574, 73F1700065, 73F1700731,
73F1800352, 73G1700431, 73G1800141, 73G1800822,
73H1700622, 73J1600383, 73J1700142, 73J1800111,
73K 1700080, 73K 1700746, 73K 1800190, 73L 1600164,
7311600868, 73M 1600161, 73M 1700461

73A 1800022, 73A 1800456, 7381800142, 73C1700417,
73C1800369, 73D1700134, 73D1700649, 73D1800476,
73E1800400, 73F1700174, 73F1700732, 73G1800142,
73G1800823, 73H1700344, 73H1700789, 73H1800685,
73J1600384, 73J1700486, 7331800112, 7311800690,
73K 1700278, 73K 1800191, 73L 1600869, 73M 1600162,
73M1700271

73B1800501, 73C1700260, 73C1700795, 73D1800477,
73F1700402, 73F1800353, 73G1800824, 73H1700345,
73H1700790, 73H1800755, 73K1800192, 73L.1700517

73A 1700280, 73C1700567, 73E1700496, 73E1800401,
73E1800575, 73F1700403, 73F1800354, 73H1700347,
73K 1600152, 73M 1600163, 73M 1700272

73B1700155, 73C1700568, 73E1800576, 73F1700404,
73F1800355, 73G1700432, 73H1700348, 73J1600766

73A1700118, 73C1700569, 73D1800653, 73E1700722,
73F1700175, 73F1700405, 73F1800562, 73F1800720,
73G1700433, 73H1700349, 73H1700494, 73H1700711,
73H1800450, 73J1700143, 731800531, 73K 1700081,
73K 1700610, 73K 1800328, 73K 1800786, 73L 1700181,
73M1700273

73A 1800068, 73A 1800683, 73B1700316, 7381800502,
73C1700262, 73C1700418, 73C1800201, 73D1800154,
73E1700104, 73E1700723, 73E1800402, 73F1700176,
73F1700406, 73F1800565, 73G1700434, 73G1800591,
73H1700350, 73H1800451, 73H1800686, 73J1700302,
73J1700497, 73J1800113, 73K 1700747, 73K 1800736,
73M 1700274
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8 mm Hudson RCI Sheridan EZ-ENDO Cuffed HVT
Endotracheal Tubes

8.5 mm Hudson RCI Sheridan EZ-ENDO Cuffed HVT
Endotrachea Tubes

7 mm Sheridan Cuffed Novaplus Endotracheal Tubes

7.5 mm Sheridan Cuffed Novaplus Endotracheal

Tubes

8 mm Sheridan Cuffed Novaplus Endotracheal Tubes

7 mm Sheridan Cuffed HVT Novaplus Endotracheal
Tubes

7.5 mm Sheridan Cuffed HVT Novaplus Endotrachea
Tubes

8 mm Sheridan Cuffed HVT Novaplus Endotrachea
Tubes

8.5 mm Sheridan Cuffed HVT Novaplus Endotracheal
Tubes

5022516

5022517

V5010114

V5010115

V5010116

V5010314

V5010315

V5010316

V5010317

73A 1700282, 73A 1800684, 7381700158, 73B1700317,
73B1800503, 73C1700570, 73C1800371, 73E1800577,
73F1700036, 73F1700177, 73F1700407, 73G1700614,
73G1800232, 73H1700495, 73J1700487, 7331800532,
73K 1600594, 73K 1700082, 73K 1800327

73C1800202, 7331600767

73A1700120, 73B1700321, 7381800223, 7381800371,
73C1700425, 73C1800372, 73D1700630, 73D1800655,
73E1700504, 73E1800579, 73G1700146, 73G1800627,
73H1700053, 73H1800203, 73H1800429, 73H1800758,
73J1700307, 73J1800118, 73J1800696, 73K 1600156,
73K 1600735, 73K 1700085, 73L 1600501

73B1700164, 7381800511, 73C1700701, 73D1700264,
73D1800157, 73E1700505, 73E1800097, 73E1800234,
73F1800361, 73G1700435, 73G1800594, 73H1700054,
73H1700795, 73H1800204, 73H1800687, 73J1600386,
73J1800119, 73K 1700280, 73K 1700752, 73K 1800323,
73L1600171, 73L1600517, 73M 1600276

73A1800248, 73B1700427, 7381800692, 73C1800204,
73D1700265, 73D1800482, 73F1700037, 73F1700733,
73F1800020, 73G1700436, 73G1800233, 73H1700351,
73H1800455, 73H1800689, 73J1600771, 73J1700146,
73J1700608, 7311800330, 73K 1700088, 73K 1800194,
73L1600172, 73L1600671, 73M 1700027

73A1700121, 73A 1700122, 73A 1800296, 73A 1800430,
73B1700322, 7381700428, 7381800218, 7381800372,
73B1800373, 7381800374, 7381800512, 73B1800513,
73C1700426, 73C1700576, 73C1700577, 73C1700702,
73C1700703, 73C1800373, 73C1800574, 73C1800575,
73D1800656, 73D1800657, 73E1700106, 73E1700107,
73E1700108, 73E1700239, 73E1800580, 73E1800581,
73E1800809, 73F1700560, 73F1800723, 73G1700147,
73G1700148, 73G1700302, 73G1700303, 73G1700623,
73G1700624, 73G1800107, 73H1700055, 73H1700497,
73H1700568, 73H1700628, 73H1800205, 73H1800456,
73H1800457, 73H1800759, 73H1800760, 73J1600387,
73J1600388, 73J1700309, 73J1800120, 73J1800534,
73J1800697, 73K 1600157, 73K 1600603, 73K 1600604,
73K 1600736, 73K 1700086, 73K 1700087, 73K 1700616,
7311600367, 731600368, 73L 1600502, 73L 1600870,
73M 1600165, 73M 1600270

73A 1700289, 73A 1700290, 73A1700741, 73A 1800687,
73A 1800795, 73B1700165, 7381700638, 7381800514,
73C1700265, 73D1700137, 73D1700138, 73D1700266,
73D1700267, 73D1800158, 73D1800286, 73E1700240,
73E1800098, 73E1800309, 73E1800312, 73E1800407,
73E1800408, 73F1700281, 73F1700365, 73F1700414,
73F1800191, 73F1800192, 73F1800362, 73F1800363,
73G1700237, 73G1700437, 73G1800595, 73G1800831,
73H1700056, 73H1700352, 73H1700629, 73H1700796,
73H1800078, 73H1800688, 73H1800761, 73J1600389,
73J1600580, 73J1600581, 7331700443, 73J1800327,
73K 1600158, 73K 1700435, 73K 1700436, 73K 1700754,
73K 1800322, 7311600260, 73L 1600518, 73L 1600672,
73L1700672, 73L1700673, 73M 1600268

73A 1700428, 73A 1700661, 73A 1800070, 7381700625,
73B1800728, 7381800729, 73C1800205, 73C1800207,
73D1700430, 73D1700431, 73D1700432, 73D1700631,
73D1800291, 73D1800483, 73D1800484, 73E1800810,
73F1700038, 73F1700039, 73F1700734, 73G1700438,
73G1700625, 73G1800234, 73G1800596, 73H1700353,
73H1700499, 73H1700797, 73H1800458, 73J1600582,
7331600772, 7331700144, 73J1700493, 73J1700610,
73J1800334, 73J1800698, 73K 1600605, 73K 1700617,
73K 1800195, 731600174, 7311600369, 73L 1600370,
7311600673, 73L1600871, 73M 1700150

73B1700639, 7381800730, 73C1700704, 73D1700632,
73F1700561, 73F1800193, 73G1700439, 73G1800019,
73H1700354, 73H1800093, 73K 1800574, 73L. 1600674,
73M 1700025

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
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Manufacturer(s): Teleflex Medical2917 Weck Dr, Research Triangle Park, NC 27709-0186, United States

Suggested Distribution: Anesthesig, Critical Care, Nursing, OR/Surgery, Pulmonology/Respiratory Therapy, Otolaryngology, Materials
Management

Problem:

OlnaMay 23, 2019, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Teleflex statesthat it has received reports of
the 15 mm Sheridan connector becoming disconnected from the above endotracheal tubes. Teleflex also states that the reports represent <0.0025% of all
distributed affected product. Teleflex further states that the immediate consequence for patients is disconnection from the breathing circuit, which may
result in insufficient oxygenation, necessitating medical intervention. 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 and identify any affected product in situ. If you have affected product,
verify that you have received the May 23, 2019, Urgent Medical Device Recall letter and Recall Acknowledgment Form from Teleflex. For product in
situ, Teleflex recommends that clinical staff ensure that the 15 mm connector is seated firmly in the endotracheal tube to prevent disconnection during
use, as described in the instructions for use (IFU). If disconnection occurs, reconnect the two components promptly and securely in the manner described
in the IFU. Regardless of whether you have affected product, complete the Recall Acknowledgment Form and return it to Teleflex using the instructions
on the form. Upon receipt of the form, a Teleflex customer service representative will contact your facility with a return goods authorization (RGA)
number to arrange for product return. Notify all relevant personnel at your facility of the information in the letter, and forward a copy of the letter to any
facility to which you have further distributed affected product. Report any adverse events associated with the use of affected product to Teleflex by
telephone at (866) 396-2111. U.S. customers should a so 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:
Teleflex

E-mail: recalls@teleflex.com
Tel.: (866) 396-2111

Comments:
e For an ECRI Institute Hazard Report covering this problem, see H0503 .
e Thisalertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2019 May 28. Member Hospital. Teleflex letter submitted by an ECRI Institute: EIF-000361 (includes reply form) Download
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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

mailto:recalls@teleflex.com

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1638310

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/193784/20190523TeleflexSheridanEndotrachealTubesandConnectorsClientRedacted.pdf
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ARTIS zee and
AXIOM Artis
systems with

generator A100

LVivo EF app on
Vscan Extend

MAGNETOM Vida
and Sola with
syngo MR XA11
software

SIEMENS

GE Healthcare

SIEMENS

Siemens Medical Solutions

GE Healthcare

Siemens Medical Solutions

https://ncmdr.sfda.gov.s
a/Secure/CA/CaViewRec

all.aspx?caid=4&rid=14

.https:uncmd r.sfda.gov.s

https://ncmdr.sfda.gov.s
a/Secure/CA/CaViewRec

all.aspx?caid=10&rid=1

Electro mechanical medical devices

Alaris Pump Becton, Dickinson Medical Regulations Gate https://ncmdr.sfda.gov.s
Module model And Company a/Secure/CA/CaViewRec
8100
McKesson Change Healthcare Bio Standards https://ncmdr.sfda.gov.s
Cardiology Hemo a/Secure/CA/CaViewRec
Systems

Hospital hardware

#’Anti—Fog Solution HMedIine Industries Incr‘Thimar Al Jazirah Healthcare Co.

Oakworks
Imaging Tables

Oakworks

N/A

b

vhttps:[[ncmd r.sfda.gov.s

|

In vitro diagnostic devices

Alinity i BNP
Calibrators and
Controls

ARCHITECT BNP
Calibrators and
Controls

Abbott

Abbott

Medical supplies & Services

Co.Ltd Mediserv

Medical supplies & Services
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[High Priority ] - A32788 : Medline— Anti-Fog Solution: May Not Defog Properly
Medical Device Ongoing Action

Published: Thursday, May 30, 2019
Last Updated: Friday, May 31, 2019

UMDNS Terms:

® Anti-Fogging Solution/Gels [27479]
Product Identifier:
[Consumable]

For alist of affected Medline kits and kit lot numbers containing affected solutions, see the letter sent to your facility.

Medline Industries Inc
Product Part No.

Anti-Fog Solution NONFB100/80532

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 P, Mundelein, IL 60060, United States
Suggested Distribution: OR/Surgery, Pulmonology/Respiratory Therapy, Gastroenterology, Materials Management

Problem:

OInaMay 30, 2019, Urgent Notice Medical Device Recall letter submitted by ECRI Institute member hospitals, Medline states that the anti-fog solution
contained in the above kits may not defog properly because of a degradation in the chemical properties. Medline also states that even though the device
failureisvisually apparent and easily recognizable to the user as fog will be present in the endoscopic/laparoscopic instrument, the visua field may not
be clear and there may be potential for adelay in the procedure. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Oldentify and isolate any affected kitsin your inventory. If you have affected kits, verify that you have received the May 30, 2019, Urgent Notice
Medica Device Recall letter, stickers, and Verification Form from Medline. Regardiess of whether you have affected product, complete the Verification
Form and return it to Medline using the instructions on the form. Affix the enclosed stickers on affected kits. If additional stickers are needed, contact
Medline using the information below. Do not use the affected anti-fog solution components; discard them from the pack at point of use and pull another
approved product from sterile supply. Single, sterile replacement product for the anti-fog solution is available upon request. 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:

Benjamin Gora, Medline regulatory affairs associate/recalls

Tel.: (866) 359-1704

Website: Click here

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):

e 2019 May 30. Member Hospital. Medline letter submitted by an ECRI Institute member hospital (includes reply form) Download

©2019 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 ] - A32763 : Trinity Biotech—Uni-Gold Recombigen HIV-1/2 Assays: May Yield False-

Negative Results
Medical Device Ongoing Action

Published: Wednesday, May 29, 2019

UMDNS Terms:

® |VD Test Reagent/Kits, Serology, Virus, Retrovirus, HIV-1/2, Antibody [19070]
Product Identifier:

[Consumable]
Trinity Biotech plc A
Product Produict No. Lot No. Expiration Date
Uni-Gold Recombigen HIV-1/2 OAssays 1206506 K 346018 2019 Nov 30
L.008004, L00800S5, L008006, 2019 Dec 31

L 017048, L017049

Geographic Regions: U.S.
Manufacturer(s): Trinity Biotech plcBray, Co. Wicklow, Ireland
Suggested Distribution: Clinical Laboratory/Pathology, Materials Management

Problem:
OInaMay 17, 2019, Product Recall letter submitted by an ECRI Institute member hospital, Trinity Biotech states that the above assays may yield
incorrect results, including the potential for false-negative results.

Action Needed:

Oldentify, isolate, and discard any affected product in your inventory. If you have affected product, verify that you have received the May 17, 2019,
Product Recall |etter and Faxback form from Trinity Biotech. Complete the Faxback form, and return it to Trinity Biotech using the instructions on the
form. Determine whether areview of results previously generated using affected product is required. To arrange for replacement product, contact the
Trinity Biotech help desk using the information below.

For Further Information:

Trinity Biotech help desk

Tel.: (800) 325-3424 (select option 2)

Website: Click here

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2019 May 24. Member Hospital. (includes reply form) Download
e 2019 May 29. Manufacturer. The manufacturer confirmed the information provided in the source material .

©2019 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



https://www.trinitybiotech.com/contact-us/

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/193464/20190517TrinityBiotechUniGoldRecombigenHIVClient_Redacted.pdf
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[High Priority ] - A32774 : Zimmer Biomet—Size 4 Medium Oxford Anatomic Meniscal Bearing

ArCom Devices: Package May Contain Left-Handed Bearing Instead of Right-Handed Bearing
Medical Device Ongoing Action

Published: Thursday, May 30, 2019

UMDNS Terms:

® Prostheses, Joint, Knee [16072]
Product Identifier:

[Consumable]
Product Iztlenr;ml\(leg Biomet Lot No. uDI
Size 4 Medium Oxford Anatomic 159576 6461000 05019279 79622 0 240115 6461000

Meniscal Bearing ArCom Devices

Geographic Regions: The Netherlands, & #160;U.K.
Manufacturer(s): Zimmer Biomet345 E Main St, Warsaw, IN 46580, United States
Suggested Distribution: OR/Surgery, Orthopedics, Materials Management

Problem:

OlnaMay 21, 2019, Urgent Field Safety Notice Removal letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA),
Zimmer Biomet states that a left-handed bearing may be supplied in the package of the above devices, which are labeled for aright-handed bearing. The
bearing is engraved correctly and would likely be noticed when removed from the package. Zimmer Biomet also states that it islikely that the problem
would be noticed by the user before the implantation of the bearing because of the difference in geometry and because it is etched as a left-handed
bearing. If the user attempts to implant the left-handed bearing, the user will recognize that it does not feel like the trial bearing that must be used per
applicable surgical technique. Zimmer Biomet further states that this problem may lead to an extension of surgery or necessitate revision surgery because
of pain and/or loss of knee function.

Action Needed:

Oldentify and isolate any affected product in your inventory. If you have affected product, verify that you have received the May 21, 2019, Urgent Field
Safety Notice Removal letter and Certificate of Acknowledgment form from Zimmer Biomet. Y our Zimmer Biomet sales representative will remove
affected product from your facility. Notify all relevant personnel at your facility of the information in the letter. Regardless of whether you have affected
product, complete the Certificate of Acknowledgment form and return it to Zimmer Biomet using the instructions on the form. Report any adverse events
associated with the use of affected product to Zimmer Biomet by e-mail at per.uk@zimmerbiomet.com or to your Zimmer Biomet local contact.

For Further Information:

Zimmer Biomet

Website: Click here

References:
o Great Britain. Medicines and Healthcare Products Regulatory Agency. Biomet Zimmer: Oxford knee anatomic meniscal bearing [online].
London: Department of Health; 2019 May 29 [cited 2019 May 29]. (Field safety notice; reference no. 2019/005/021/487/006). Available
from Internet: Click here.
Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2019 May 29. MHRA FSN. 2019/005/021/487/006 Download
e 2019 May 29. MHRA FSN. ZFA 2019-00113 (includes reply form) Download
e 2019 May 30. Manufacturer. The manufacturer confirmed the information provided in the source material .

©2019 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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https://www.zimmerbiomet.com/corporate/about-zimmer-biomet/contacts-and-locations.html

https://www.gov.uk/drug-device-alerts/field-safety-notice-20-to-25-may-2019?utm_source=33b5d349-8356-4c09-98de-1ca4b6c4da2c&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notice-20-to-25-may-2019?utm_source=33b5d349-8356-4c09-98de-1ca4b6c4da2c&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/193750/20190529MHRACover.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/193751/20190521ZimmerBiometOxfordAnatomicBearingMHRA.pdf



MMOqalaa
(A32774) Zimmer Biomet-Size 4 Medium Oxford.pdf


Reusable devices

# 4 mm
SECURODRAIN
and 4 mm
NeuroVac
Silicone Flat
Drains

Neuromedex GmbH '

Single-use devices

N/A

Classic and Venus
Simply
Disposable Razors

Information Solutions

LLC

EQUISTREAM, C R Bard Inc C.R. BARD Saudi Arabia https://ncmdr.sfda.gov.s
EQUISTREAM XK, a/Secure/CA/CaViewRec
and GLIDEPATH all.aspx?caid=4&rid=14

Long-Term 355

Hemodialysis

Catheters
# | Gillette Daisy Mckesson N/A

b

Intro-Flex
Percutaneous
Sheath
Introducers

# Intro-Uri-Cath

Edwards Lifesciences

Pennine Healthcare

(AHCSC)

MEDICARE DRUG STORE

Arabian Health Care Supply Co. https://ncmdr.sfda.gov.s

a/Secure/CA/CaViewRec
all.aspx?caid=8&rid=14

b

Urethral Catheters COMPANY
Nasal Alar SpO2 | Xhale Assurance, Inc N/A https://ncmdr.sfda.gov.s
Sensor
#  QUADROX-i MAQUET Medical Elements
Neonatal Cardiopulmonary 8
Oxygenators GmbH
RUSCH Teleflex Medical.. Gulf Medical Co. https://ncmdr.sfda.gov.s
LASERTUBE a/Secure/CA/CaViewRec
(Rubber)

Sensation Plus
7.5 Fr. 40cc Intra-
Aortic Balloon
Catheter with
Accessories

MAQUET
Cardiovascular LLC

Al-Jeel Medical & Trading Co.

LTD

https://ncmdr.sfda.gov.s
a/Secure/CA/CaViewRec

all.aspx?caid=4&rid=14
371

ThermaCare
Lower

Back & Hip

Heatwraps

PFIZER CONSUMER
HEALTHCARE

Ahmed Mohammed

Abdulwahab Naghi & Sons

https://ncmdr.sfda.gov.s
a/Secure/CA/CaViewRec

all.aspx?caid=8&trid=14

# Various Products  Pennine Healthcare 1EDICARE DRUG STORE COMPAN

b

Page 5 of 5



https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14355
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14381
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14375
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=14385
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=14371
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=14364

www.ecri.org . Printed from Health Devices Alerts on Saturday, June 1, 2019 Page 1

[High Priority ] - A32767 : Neuromedex—4 mm SECURODRAIN and 4 mm NeuroVac Silicone Flat
Drains: Joint between Flat Drain and Round Tube May Manifest Minor Leakage If Product Is Used

Incorrectly
Medical Device Ongoing Action

Published: Thursday, May 30, 2019

UMDNS Terms:

® Drains, Wound [11305]
Product Identifier:
[Consumable]
For afull list of affected product and batch numbers, see page 2 of the letter sent to your facility.
Neuromedex GmbH

Product Reference No.
4 mm SECURODRAIN Drains 01.3404, 01.3454
4 mm NeuroVac Silicone Flat Drains 21-0411, 23-0411

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

Manufacturer(s): Neuromedex GmbH Vierenkamp 15, 22453 Hamburg, Germany
Dispomedica GmbH Vierenkamp 15, 22453 Hamburg, Germany

Suggested Distribution: Critical Care, Emergency/Outpatient Services, Nursing, Obstetrics/Gynecology/Labor and Delivery, OR/Surgery,
Gastroenterology, Neurology, Dermatology, Materials Management

Problem:

OInaMay 14, 2019, Important Safety Advice letter posted by the German Federa Institute for Drugs and Medical Devices (BfArM) and the U.K.
Medicines and Healthcare Products Regulatory Agency (MHRA), Neuromedex states that the joint between the flat drain and the round tube on the above
products may, in individual cases, manifest a minor leakage; however, thereis no risk of this problem occurring if the products are used for the intended
purpose described in the operating manual (temporary low-vacuum wound drainage for closed wounds in the field of abdominal surgery, plastic surgery,
and following breast reduction surgery). In this case, the products may be used without problems because the leakage is below the level of the skin and
has the effect of an additional drainage hole. Neuromedex also states that it received areport that a customer had used the product, in departure from the
intended purpose, as a subdural drainage. In this case, the leakage in the joint between the flat drain and the round tube may allow germs and potentially
air to enter because this areais above the level of the skin and is not an application covered by the intended purpose. Neuromedex further statesthat it has
received no reports of patient injuries related to this problem. Neuromedex states that the above products are manufactured by either Neuromedex or
Dispomedica. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Oldentify any affected product in your inventory. If you have affected product, verify that you have received the May 14, 2019, Important Safety Advice
letter and Corrective Safety Measure Acknowledgment Form from Neuromedex. Complete the Corrective Safety Measure Acknowledgment Form, and
return it to Neuromedex using the instructions on the form. Neuromedex states that it is not recalling affected product; you may continue to use the
products in accordance with the intended purpose described in the operating manual. To exchange affected products, contact the Neuromedex sales

or field service department. Inform all relevant personnel at your facility of the information in the letter, and forward a copy of the letter to any facility to
which you have further distributed affected product.

For Further Information:

Dagmar Garbe, Neuromedex

Tel.: 49 (40) 696564101

E-mail: contact@neuromedex.com

Website: Click here

Dispomedica

Website: Click here

References:

Germany. Federa Institute for Drugs and Medical Devices. Urgent field safety notice for SECURODRAIN/NeuroV ac Silikon-Flachdrainage by
Neuromedex GmbH [online]. 2019 May 23 [cited 2019 May 30]. Available from Internet: Click here .

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Neuromedex GmbH: brand [onling]. London: Department of Health;
2019 May 29 [cited 2019 May 30]. (Field safety notice; reference no. 2019/005/015/291/001). Available from Internet: Click here.

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2019 May 30. BfArM (Germany). 06350/19 Download
2019 May 30. BfArM (Germany). Neuromedex letter (includes reply form) Download
2019 May 30. MHRA FSN. 2019/005/015/291/001 Download
2019 May 30. MHRA FSN. Neuromedex letter (includes reply form) Download

©2019 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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https://www.dispomedica.de/index-en.html

https://www.bfarm.de/SharedDocs/Kundeninfos/EN/07/2019/06350-19_kundeninfo_en.html

https://www.bfarm.de/SharedDocs/Kundeninfos/EN/07/2019/06350-19_kundeninfo_en.html

https://www.gov.uk/drug-device-alerts/field-safety-notice-20-to-25-may-2019?utm_source=33b5d349-8356-4c09-98de-1ca4b6c4da2c&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notice-20-to-25-may-2019?utm_source=33b5d349-8356-4c09-98de-1ca4b6c4da2c&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/193721/20190523euromedexSECURODRAINBfArMCP.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/193722/20190514NeuromedexSECUREODRAINBfArM.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/193723/20190529NeuromedexDrainsMHRACP.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/193724/20190514NeuromedexSECUREODRAINMHRA.pdf
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[High Priority ] - A32761 : McKesson—Gillette Daisy Classic and Venus Simply Disposable Razors:
May Be More Likely to Cut during Normal Use

Medical Device Ongoing Action

Published: Wednesday, May 29, 2019

Last Updated: Friday, May 31, 2019

UMDNS Terms:

® Razors[27218]
Product Identifier:

[Consumable]
Gillette
Product UPC Econo No. Lot No.
12+1 Daisy Classic Disposable 4740030071 3749777 9009A 17400
Razors
4 GIL Venus Simply Disposable Pink 4740031535 1936558 9003A 17400, 9007A 17400
Razors

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

Distributor(s): ® McKesson CorpOne Post St, San Francisco, CA 94104, United States
Manufacturer(s): Gillettel Granite St, Boston, MA 02210, United States
Suggested Distribution: Nursing, Home Care, Materials Management

Problem:
InaMay 23, 2019, Urgent Drug Recall letter, McKesson initiated a subrecall of the above razors, which were recalled by Gillette because they may be
more likely to cut during normal use. The distributor has not confirmed the information provided in the source material.

Action Needed:

Identify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the May 23,
2019, Urgent Drug Recdll letter from McKesson. If you have affected product, contact the Gillette customer service department using the information
below for return instructions. Customers currently participating in a M cKesson-administered returns program should return affected product to their
designated returns processor. All others should follow instructions provided by the manufacturer.

For Further Information:

McKesson

Website: Click here

Gillette customer service department

Tel.: (800) 362-1258

Website: Click here

Comments:

e Thisalertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2019 May 24. Distributor. RC: 19-088 Download
e 2019 May 24. Distributor. RC: 19-088 Download
e 2019 May 31. Distributor. RC: 19-088A Download
e 2019 May 31. Distributor. RC: 19-088A Download

©2019 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/193842/20190523McKessonGilletteRazorsDist.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/193843/20190523McKessonGilletteRazorsDist2.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/193845/20190530McKessonGilletteRazorsDistupdate1.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/193846/20190530McKessonGilletteRazorsDistupdate2.pdf
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[High Priority ] - A32777 : Pennine—Intro-Uri-Cath Urethral Catheters: May Be Nonsterile
Medical Device Ongoing Action

Published: Thursday, May 30, 2019

UMDNS Terms:

® Catheters, Urinary, Urethral, Drainage, Intermittent [17683]
Product Identifier:

[Consumable]
Pennine Healthcare Ltd P
Product Product No. Lot No. Expiration Date Manufacture Date
Intro-Uri-Cath Urethral NC-1510, NC-1512, NC-1514 01E14 to 01E19 <= 2024 May 2014 May 1to 2019 May 1
Catheters

Geographic Regions: O0O0OO(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): Pennine Healthcare LtdCity Gate, Derby DE24 8WY', England
Suggested Distribution: Critical Care, Infection Control, Nursing, OR/Surgery, Home Care, Urology, Materials Management

Problem:

O0InaMay 22, 2019, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Pennine
states that the above urethral catheters may have been released in a nonsterile condition. Pennine states that use of nonsterile cathethers may harm
patients, potentially increasing the risk of urinary tract infections. 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 May 22, 2019, Urgent Field
Safety Notice letter and Field Safety Notice Acknowledgment Form from Pennine. Regardless of whether you have affected product, complete the form
and return it to Pennine using the information on the form. Upon receipt of the form, Pennine will contact your facility to arrange for product return or
destruction, if applicable. Contact your Pennine local distributor or the Pennine customer service department using the information below for more
information regarding product replacement and credit. Inform all relevant personnel at your facility of the information in the |etter, and forward a copy of
the letter to any facility to which you have further distributed affected product.For Further Information:

Pennine customer service department

Tel.: 44 (1332) 794880

E-mail: customer.services@penninehealthcare.co.uk
International

Tel.: 44 (1332) 794880

E-mail: exports@penninehealthcare.co.uk

Website: Click here

[OReferences:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Pennine Healthcare: Pennine Intro-Uri-Cath [onling]. London:
Department of Health; 2019 May 29 [cited 2019 May 29]. (Field safety notice; reference no. 2019/005/020/291/003). Available from
Internet: Click here.

Comments:

e [IThisalertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2019 May 29. MHRA FSN. 2019/005/020/291/003 Download
e 2019 May 29. MHRA FSN. PHFSN0319 (includes reply form) Download
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[High Priority ] - A32759 : Maquet/Getinge—QUADROX-i Neonatal Oxygenators: Reducing Screw
Adapter May Cause Leakage at Blood Inlet Connector
Medical Device Ongoing Action

Published: Tuesday, May 28, 2019

UMDNS Terms:

® Oxygenators, Regiona Perfusion [13319]
Product Identifier:
[Capital Equipment, Consumabl €]

For a complete list of affected product, see Annex | in the May 10, 2019, Getinge letter, which is attached as a Source Document.

MAQUET Cardiopulmonary AG A Getinge Group Co

Product Reference No.

Model
Neonatal Oxygenators QUADROX-i Not listed
Neonatal Oxygenator Components 1/4 x 3/16-inch Reducing Screw Adapters 70104.8593

Geographic Regions: OO(Impact in additional regions has not been identified or ruled out at the time of this posting), Brazil, Canada, China,
Colombia, France, Germany, India, Ireland, Italy, Japan, Mexico, Poland, Russia, Serbia, South Africa, South Korea, Spain, Switzerland, Taiwan,
Turkey, U.K.

Manufacturer(s): MAQUET Cardiopulmonary AG A Getinge Group CoKehler Str 31, 76437 Rastatt, Germany

Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, Critical Care, OR/Surgery, Pediatrics,
Pulmonol ogy/Respiratory Therapy, NICU, Perfusion, Materials Management

Problem:

O0InaMay 10, 2019, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA),
Maquet/Getinge states that the above reducing screw adapters for the above neonatal oxygenators may cause leakage at the blood inlet connector. All
variants and sets of the above oxygenators are supplied with a separate reducing screw adapter that can be screwed onto the blood inlet and blood outlet
connectors to reduce the port to 3/16-inch. Maquet/Getinge also states that |eakage occurs only if the reducing screw adapter is screwed onto the blood
inlet connector; use of the reducing screw adapter with the blood outlet connector or inserting the blood inlet connector directly into the tubing does not
exhibit any leakage. Maguet/Getinge further states that use of the oxygenator in conjunction with the reducing screw adapter may result in clinically
relevant loss of prime before or blood loss during patient connection. Maguet/Getinge states that it has received no reports of serious injury or death
caused by leakage at the blood inlet connector. Customized tubing sets that contain the above oxygenators and a preconnected affected reducing screw
adapter on th%l oxygenator's blood inlet connector are also affected by this problem. The manufacturer has not confirmed the information provided in the
source material.

Action Needed:

Oldentify, isolate, and discontinue use of any affected reducing screw adapters in your inventory. If you have affected adapters, verify that you have
received the May 10, 2019, Urgent Field Safety Notice letter and Letter of Acknowledgment form from Maquet/Getinge. Complete the form, and return it
to Maguet/Getinge. Clinicians must decide whether to replace the device; however, Maguet/Getinge recommends device replacement if |eakage exceeds
the clinically acceptable limit. Risks associated with device replacement during patient connection include but are not limited to interruption of
cardiopulmonary bypass, blood loss, and infection. Therefore, Maguet/Getinge recommends not using the adapter or using an alternative method of
tubing reduction. Return any unused customized tubing sets with preconnected reducing screw adapters to Getinge. If it is necessary to use affected
custom tubing sets, remove and do not use the preconnected reducing screw adapter. If affected reducing screw adapters are packaged separately from
tubing sets, remove and do not use the enclosed reducing screw adapter. If you wish to reduce the blood inlet port to 3/16 inch, Maguet/Getinge
recommends connecting 1/4-inch tubing to the inlet of the oxygenator, reducing the to 1/4-inch tubing to 3/16 inch using a standard tubing reducer.
[JPlace two tie bands on all connections with the tie band heads oriented in a 180° configuration (see the letter ). If you do not want to use the
oxygenator with a standard tubing reducer, return the device to your local Maquet/Getinge representative. Return unused affected product to
Maguet/Getinge. 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:

Magquet/Getinge

Website: Click here

OReferences:

e [IGreat Britain. Medicines and Healthcare Products Regulatory Agency. Maguet-Getinge QUADROX-i neonatal microporous membrane
oxygenator [online]. London: Department of Health; 2019 May 20 [cited 2019 May 23]. (Field safety notice; reference no.
2019/005/013/487/004). Available from Internet: Click here .

Comments:

e [For information a potentially related action, see Alert A31633 .
e Thisalertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2019 May 23. MHRA FSN. 2019/005/013/487/004 Download
e 2019 May 23. MHRA FSN. FSCA-2019-05-06 Download
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[High Priority ] - A32729 : Pennine— Various Products: Tubes May Have Been Manufactured with

Incorrect Eye Holes
Medical Device Ongoing Action

Published: Thursday, May 23, 2019

UMDNS Terms:
® Tubes, Nasoenteral, Feeding [16798]
® Tubes, Nasogastric, Feeding [27125]
® Tubes, Gastrostomy, Feeding [27141]
® Tubes, Gastrostomy [14214]
® Catheters, Urinary, Urethral, Drainage, Intermittent [17683]
® Catheters, Rectal [10746]

® Catheters, Tracheal, Suction [10749]
Product Identifier:

[Consumable]
Pennine Healthcare Ltd
Product Product No. Batch No.
Feeding Tubes FT-1608/105 01C17, 01M17, 06C18, 07L 16,
09E18, 09117, 11K 18, 12J17, 18714
FT-1610/105 09F14, 11H17, 15J15, 17G15,
17114, 28A19, 30K 17
FT-1908/105 03J14, 04H16, 04J15, 06H15,
08A19, 09B15, 09F14, 09G15,
10G17, 11B19, 11G14, 11L15,
13E15, 15D16, 16K 17, 16118,
17D18, 18C19, 18K 18, 21L.17,
22M14, 25G17, 27E14, 27118,
29H17, 30G14
FT-1908/60 01C16, 02G15, 04A18, 04D19,
04M18, 06K 14, 12C18, 13118,
20F17, 20J18, 25K 18, 26D16
FT-1910/105 03G14, 18114
FT-1910/60 04M18, 10A19, 20J18, 25K 18
Levins Tubes LT-2208 01C17, 01E15, 01M17, 02B18,

04G18, 05F15, 07H14, 07L 16,
09F17, 10G17, 11H17, 13F16,
16B15, 17F15, 21A15, 22H16,
22K 18, 25E18, 28C18, 28K 14,
30A15, 30D18, 31C15
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LT-2210 01B17, 01E15, 02M 16, 04G17,
05F15, 09F17, 11H17, 12K 16,
13F18, 14D15, 15A15, 17D18,
17F15, 17H18, 18B16, 19C15,
23E16, 24117, 26E15, 26F14,
27B18, 27C17, 28A19, 29A16,
29G14, 30D18

LT-2212 01B17, 01E15, 0IM17, 03E17,
03K 17, 04B16, 05F15, 06D18,
09F14, 12M 14, 15A15, 15A18,
16B15, 16F15, 16M 16, 17B16,
17K 14, 18L 14, 18M 18, 19H15,
19M16, 22A16, 22D 16, 22E15,
22F17, 22H16, 23D 18, 23E16,
25E18, 26K 15, 27G18, 29B16,
30D18, 31C17, 18J14

LT-2214 01B17, 01C17, 02D19, 02M 16,
03G14, 03K 16, 04B16, 04E18,
06H15, 06L 14, 06M 17, 07F18,
08F15, 09E14, 10D17, 10L 16,
11B16, 12E15, 12M 14, 13A16,
13K17, 19E14, 19F18, 20K 14,
20K 15, 21A15, 21D16, 22H14,
22M 16, 24A18, 25F14, 25J18,
26E15, 2617, 26K 15, 27K 16,
27114, 29F17, 29K 18, 31E16

LT-2216 01J16, 01L 18, 02D19, 02E14,
03E17,03G17,03H17, 03K 17,
04J15, 05A 16, 05B19, 05M 16,
06C17, 06C19, 06D18, 06K 15,
06M17, 07L16, 11B16, 11D18,
11G14, 11714, 11K18, 12A18,
12E14, 13F16, 14A19, 14C18,
14D15, 15A15, 15D 16, 16F17,
16L16, 16L.18, 17B16, 17E16,
17E18, 17L 14, 19C15, 19E14,
19J14, 19J16, 19J17, 22C19, 22F15,
22G14, 22G16, 22M 14, 23G15,
24B16, 26E15, 27E14, 27F18,
27G17, 27G18, 28B17, 28C17,
28K 15, 29B16, 30A18, 30D18,
30K17

LT-2218 01K18, 01IM17, 02E16, 02M 16,
03K 17, 04E18, 05A16, 06C17,
06D17, 09G15, 10B16, 10C15,
10D19, 10G17, 11D16, 12E14,
13F18, 13K 15, 14C18, 15A15,
15B17, 15J17, 16F15, 16G18,
16L.18, 17E16, 17116, 18H14,
18L 15, 19J14, 20D15, 21A19,
22F17, 22G14, 22M 14, 22M 16,
24A18, 26E15, 26H16, 27114,
28H15, 28K 15, 29F16, 29K 18,
30G18

LT-2220 01J16, 02G14, 03E18, 06A 17,
08F18, 09K 17, 13G16, 17A17,
17G17, 19B15, 27F15, 29E15,
31C17

LT-2408 04B16, 04H16, 04J15, 05D 16,
08A19, 11G14, 11H16, 12J17,
18H16, 18J14, 18114, 22G15,
25F14, 25J14, 26J17, 30J16
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LT-2410

LT-2412

LT-2414

LT-2416

LT-2418

LT-2420

FRP-04400

©2019 ECRI Institute
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03G14, 06C18, 08A 19, 08D 16,
09F14, 15K 18, 16J16, 17G15,
17114, 18J14, 23G15, 29A16,
30K17

01M17, 03G14, 0415, 06C18,
06E14, 08D16, 11H16, 14D15,

15K 18, 16G15, 16M16, 17L 14,
18G18, 19J14, 20C18, 24J15, 26J16,
27C17, 29B16, 30D18, 31C17

02E14, 03D17, 03G14, 03M 15,
04B16, 04H16, 05D16, 05K 15,
08J16, 09F17, 11H16, 14C18,
14D15, 14M17, 15C17, 15D16,
15J15, 15K 18, 16F14, 16G15,
17H17, 17L14, 19G18, 19J14,
22M16, 25G17, 25J14, 27K 16,
30A15, 30E17

02E14, 03G14, 04H16, 05D16,
06C18, 06D17, 06K 15, 07L 16,
08M15, 10B15, 11A17, 11H16,
11K 18, 14A19, 14D15, 15D16,
16F14, 16F17, 16J15, 17H17,
18L 14, 19J14, 19J16, 20M17,
22E17, 22G15, 22M 14, 23G18,
24B16, 26J16, 27C17, 27G17,
29F16, 30D18, 30K17

03A18, 03H17, 03M15, 04B16,
05F14, 08A19, 09B15, 10C15,
10G17, 11D16, 11H17, 12A18,
14D15, 15D16, 15G14, 15K 18,
16J15, 17D18, 17L14, 19H15,
19J14, 20K 16, 22G15, 22M 16,
25G17, 26C18, 28G16, 29B16,
30E17, 3016, 31C17

02G14, 02L17, 03B15, 10L 14,
16J16, 18J14

02C16, 09C16, 10M15, 15D 16,
17B16

May be reproduced by subscribing institution for internal distribution only.





www.ecri.org . Printed from Health Devices Alerts on Monday, May 27, 2019 Page 4

FRP-04700 05K 18, 06L 18, 12B18, 19M18,
29K18
FRP-04701 04B19, 14C19, 17D19, 23A19
Nelathon Catheters NC-1220/SwW 02J16, 03F16, 03G14, 03K 14,

04A19, 04D17, 04G18, 06B17,
07C18, 07D15, 07L 17, 08E18,
08F18, 08L 16, 09A 15, 09L 15,
10D18, 10G15, 11K17, 16D15,
16G18, 16L15, 17E17, 18B19,
18K 18, 20J17, 20L 14, 21J16,
22H16, 22H18, 22J14, 24B15,
24G14, 25E16, 26D18, 28J18,
29E15, 30K 15

NC-1220/SW/1 04A17, 06B17, 07D15, 10C17,
11718, 20L14, 24B16, 25J15, 26K 15

Rectal Catheters RC-1820 02C16, 02J16, 03F16, 04A17,
04A19, 04D17, 05F14, 06B17,
07C18, 07D15, 08F18, 10D18,
10M18, 12D16, 13M17, 15D19,
16G18, 16M 14, 17E17, 18B19,
19K17, 20G17, 22H18, 23B17,
24B15, 24F14, 25H15, 26K 15,
26K 16, 28J18, 29F15

RC-1820/1 01H14, 06E15, 07C18, 07K 15,
09A15, 09H17, 10D18, 11A18,
11J18, 12D16, 16L15, 17E17,
18B19, 20G17, 22H16, 22H18,
23B17, 26K 16, 28H14, 28J18,
29F15, 29F16, 30L17

Ryles Tubes RT-2008
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RT-2008/BULK

RT-2008/L

RT-2010

RT-2010/BULK

RT-2010/L

RT-2012

RT-2012/BULK

©2019 ECRI Institute
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01M17, 02B18, 03M 14, 04B16,
04H16, 0415, 05C15, 05E15,
08A15, 08B17, 08J16, 09E18,
09L17, 11B19, 11H17, 12E14,
13E15, 14A19, 15B17, 16B15,
16L 18, 17H18, 18C19, 18G18,
18H16, 19G17, 20D15, 21117,
22B18, 22K 18, 23E16, 26H16,
26J17, 27E14, 28K 14, 28K 15,
31C15, 31E16

06L15, 16C17, 21C16

04G18, 09F14, 11K18, 17K 14,
22H16, 22K 18, 28C18

01E15, 02B18, 02M 16, 03J14,
04G17, 0415, 05A 16, 05F15,
06C18, 06K 15, 06L 14, 07B17,
07L16, 08A15, 09C15, 09E16,
09F14, 09F17, 10D17, 11A17,
11H17, 13818, 13F18, 13M 18,
14D15, 14E15, 14J15, 15K 18,
16J16, 16L16, 16118, 17D18,
17G15, 17H18, 18C16, 18C19,
18L15, 19E14, 19G17, 20M17,
21F16, 23B15, 24J18, 24L.17,
25C15, 25E18, 25G17, 26H16,
27C17, 27K16, 27L 14, 27118,
28A19, 28K 14, 29G14, 30A15,
30G18, 31E16

10A17, 15C16, 2517, 27C19,
14M15

03L 15, 04G17, 04H15, 05F15,
06K 15, 08D16, 08K 18, 09B15,
09E16, 09F17, 13B18, 13E15,

13F16, 13F18, 13M18, 15D15,
15J17, 16K14, 1616, 17L 14,

18H16, 19G17, 19H15, 20B17,
22F15, 22K18, 24A18, 25E18,
26C18, 26H16, 29A16, 31G14

01L18, 01M17, 03E17, 03F14,
04B16, 04H15, 05C15, 06C17,
06C18, 06D17, 06E14, 06K 15,
06L 14, 07C16, 07H14, 08A15,
08J16, 08M 15, 09E16, 09E17,
09F14, 09F17, 10D17, 10L 16,
11D18, 11G18, 11K17, 11K18,
11115, 12K 16, 13E15, 13F16,
13F18, 13G16, 1318, 14A19,
14K 15, 15A18, 15J17, 16G15,
16K 14, 16L16, 16M 16, 17A17,
17H17, 18D19, 18G18, 18H16,
18L 14, 18M18, 19G17, 19H15,
20B17, 20C18, 20D15, 20M17,
21117, 22B18, 22C19, 22D 16,
22F17, 22H14, 22J14, 22K 18,
221.18, 23D18, 23K 17, 24A18,
24H18, 24J18, 24116, 24117,
25E18, 26C19, 26J16, 26K 15,
27C17, 27E15, 27G17, 27H15,
27114, 28A19, 29C16, 29F15,
29G14, 30G18, 31C15, 02K 14

02C17, 06L 15, 12A18, 21C16
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RT-2012/L 05J17, 07C16, 08A 15, 08K 18,
09E16, 09F14, 11D16, 11G18,
11H16, 13E15, 13F16, 13F18,
13718, 14A19, 15D15, 15J17, 16F15,
16G15, 16L16, 18B16, 18D19,
18M18, 19H15, 20B17, 21F16,
21117, 22118, 23E16, 24H18,
24J15, 24718, 27E14, 27G17, 30D18

RT-2014 01D15, 01J16, 01K 18, 02B18,
02E14, 02F14, 03A18, 03H17,
03J18, 03K 16, 04D19, 04E18,
04G18, 04J14, 05H15, 05M 16,
06C15, 06M17, 07F18, 07H14,
07K 15, 08A 15, 08A 19, 08F15,
09G15, 09L18, 11B19, 11D17,
12E14, 12E17, 12F17, 12115,
12M14, 13B18, 13E15, 13K17,
13L17, 14C18, 14F16, 14K 16,
14M17, 15A15, 15B17, 15C17,
15J15, 15J17, 15M15, 16F14,
16K 17, 16L 16, 16L.18, 16M 16,
17A17, 17E18, 17H17, 18C16,
18H14, 19G18, 19H15, 19J14,
20D15, 20F18, 20K 14, 20K 15,
21A19, 21D16, 22K 18, 23K 17,
24A18, 25F14, 25G17, 25J18,
26H16, 26J17, 26L15, 27B18,
27K 16, 2718, 28K 15, 29A16,
29B16, 29F15, 29F17, 29G14,
29K 18, 29118, 30A15, 31C17,

31K17

RT-2014/BULK 03J15, 08F17, 10D17, 11C16, 14J17,
15F15, 17H16, 23D15, 24B16,
27E16

RT-2014/L 01K18, 02D19, 02F14, 03G14,

03H17, 03K 16, 05A 16, 05D16,
05K 15, 07L 18, 09C15, 09E18,

11H16, 11J17, 13L17, 14M17,

15A15, 15B17, 15J17, 16M 16,
17A17, 17H18, 17114, 19J14,

20D15, 22K 18, 25H15, 26K 15,
27B18, 27K 16, 27114, 29A16,
29B16, 29F17, 29118

RT-2016 01E14, 01E15, 01J16, 01L 18, 02F14,
03E17, 03G14, 03H15, 03H17,
03J18, 03K17, 03L 15, 03M 14,
04G17, 05B19, 05C15, 05M 16,
06C17, 06C18, 06C19, 06D17,
06D18, 07H14, 07L 16, 08A15,
08A19, 08F15, 08M 15, 09G15,
09M14, 10B16, 10C15, 11D16,
11D18, 11G18, 11H16, 11J17,
12A18, 12E14, 13M18, 14B18,
16F17, 16J15, 16K17, 16M 16,
17E18, 17F15, 18C19, 18H14,
18H16, 18K 18, 18L 14, 19H15,
19J17, 20C18, 20D15, 20K 14,
20L18, 20M17, 21117, 22E15,
22G14, 22M 14, 23E17, 23G18,
24J15, 24116, 24117, 25C15,
25F14, 25H15, 25J18, 26A17,
27F18, 27G17, 27G18, 28B17,
28C17, 28K 14, 29F16, 30A15,
30A18, 30K17, 31E16, 03J14

RT-2016/L 01E15, 02D19, 0214, 03J18,

04G17, 04H16, 08A 19, 09E16,
10B15, 11G18, 11K 18, 11L 15,
12A18, 12K 16, 13A16, 13F16,
13M18, 14A19, 14B18, 14H14,
15A15, 16K 17, 17E18, 17K 14,
17L14, 19H15, 19J17, 20K 15,
21117, 22F17, 23G15, 24L 16,
25J18, 26A17, 27F18, 28B17,
29C16, 15M18

RT-2018 01C17, 01D15, 01E15, 01F18,
01M17,02B18, 02M16, 03H17,
03J18, 03L 15, 03M 14, 04B16,
07B17, 07C16, 08A19, 08E14,
08F15, 09L 17, 10B16, 10G17,
10L16, 11B19, 11D17, 11H17,
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RT-2018/L

RT-2020

RT-2108

RT-2108/EF

RT-2110

RT-2110/EF

RT-2112

©2019 ECRI Institute
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12A18, 12E17, 12F14, 13F16,
13F18, 13G18, 13K17, 13M18,
14C18, 15M15, 16L.18, 17C186,
17D18, 17E16, 17H18, 17L 16,
18H14, 18K 18, 18L 15, 21A15,
21A19, 21D16, 21G15, 22E15,
22H16, 22M 14, 24A18, 25C15,
25F14, 25G17, 26C19, 26H16,
27B18, 27H15, 27114, 28C18,
28K 14, 29K 18, 30G18, 31C17,
02K14, 11314

01E14, 03H15, 03M14, 07B17,
08K 18, 09L17, 13E15, 17H18,
17L16, 19H15, 20K 15, 20K 16,
24A18, 26C19, 26J17, 26K 15,

29B16

02B17, 03B15, 03C16, 03F14,
05K 15, 06M 18, 07C19, 09K 17,
10D18, 10J18, 12B16, 13G18,
13K 14, 14D15, 15A16, 16A17,
16K17, 17H15, 19J17, 20F14,
26K 16, 26L 15, 27F15, 30A18,
30D15, 30H16, 31C15

01M17,02B18, 02D19, 02E16,
03H15, 04G18, 04J15, 06E14,
07C16, 08A19, 09B15, 09C15,
09E18, 09G15, 09L 17, 10L 16,
11A17,11B19, 11K18, 11L 15,
12F17, 1217, 13F16, 14A19,
15D16, 17D18, 18G18, 18L 14,
19E14, 19G17, 20K 15, 21A15,
25E18, 25G17, 26A17, 26J17,
27K 16, 27L18, 28C18, 29F16,
30D18, 31E16

02D19

02B18, 04G17, 05A16, 05F15,
06C18, 06L 14, 07C16, 08A 15,
09B15, 09E17, 09F14, 09F17,
09L17, 11A17, 12A18, 12E15,
13B18, 13F18, 13G18, 15D15,
15D16, 15J17, 15M 15, 16F14,
16L18, 17D18, 17F15, 18B16,
18C19, 19E14, 19G17, 19H15,
20K 15, 20K16, 20M17, 21117,
22G15, 22M 14, 24117, 25J14,
26C15, 26C18, 26E15, 26J17,
26L.15, 27C17, 27G17, 27K 16,
27114, 2718, 28A19, 28B17,
30D18, 31E16

28C19

03H15, 03M 15, 04J15, 05J17,
06C15, 06D17, 06D18, 06E14,
06K 15, 06L. 14, 06M 17, 07F16,
07H14, 07L18, 08A15, 09B15,
09E16, 09E17, 09F14, 09F17,
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RT-2114

©2019 ECRI Institute
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10L16, 11A17, 11D16, 11G18,
11314, 11K17, 111 15, 12E15,
13A16, 13G16, 13J18, 13M18,
14K 15, 15A18, 15C17, 15K 18,
16F14, 16G15, 16J16, 16L 16,
16M15, 17A17, 18G18, 18H14,
19F18, 19G17, 19H15, 20B17,
20C18, 20K16, 20M17, 21A19,
21117, 22A16, 22B18, 22C19,
22D16, 22F17, 22H16, 22118,
22M14, 23D18, 24A18, 24H18,
24J15, 24718, 25E18, 26J16, 27C17,
27E14, 27E15, 27H15, 28A19,
28B17, 28L 14, 29B16, 29F15,
29G14, 29H17, 30D15, 30D18,
31K17

01B17, 02B18, 02C17, 02E16,
03A18, 03D17, 0314, 03J18,
03K17, 03M 14, 03M15, 04D 19,
04E18, 04H16, 04J15, 05B19,
05H15, 05J17, 05K 15, 06E14,
06M17, 07C16, 07F18, 07L 16,
08F15, 09C15, 09F17, 09L 17,

May be reproduced by subscribing institution for internal distribution only.
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RT-2116

RT-2118

RT-2308

RT-2308/EF

RT-2310

RT-2310/EF

RT-2312

©2019 ECRI Institute
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09M15, 10B16, 11D17, 11G18,
11317, 11L15, 12E15, 12E17,
12M14, 13A16, 13B18, 13F16,
13K17, 14A19, 14D15, 14J15,

14K 16, 14M17, 15C17, 15M 14,
16F15, 16F17, 16G15, 16J16,

16K 14, 16118, 17E18, 17K 14,
18C16, 18C19, 18H14, 19G18,
19717, 20F18, 20K 15, 21F16, 22F15,
22K 18, 22M14, 23D18, 23K 17,
24A18, 24116, 25F14, 25G17,
25H15, 25J14, 25J18, 26C15, 26J17,
27B18, 27E14, 27G18, 27L18,
28C18, 28L 14, 29F15, 29F16,
29F17, 29G14, 29H17, 29L.18,
30A15, 31K17

01C16, 01F18, 02C17, 02F14,
02K 14, 03E17, 03J18, 03K 17,
03L15, 03M 14, 04G17, 05A16,
05B19, 06C17, 06C19, 06D17,
06D18, 07F16, 07H14, 07TM17,
09C15, 09M 14, 10B15, 10G15,
10L16, 11A17, 11G18, 1117,
11K18, 12M14, 14A16, 14A19,
14B18, 14J15, 15B17, 15D15,
16F17, 16K17, 16118, 17D18,
17E18, 17F15, 18H16, 19J17,
20C14, 20C18, 20K 16, 20L 18,
21F16, 21L17, 22C19, 22F15,
22H16, 23E17, 24A18, 25H15,
25J18, 26C15, 26K 15, 27F18,
27G18, 27H15, 28B17, 28L 14,
29H17, 29118, 30A18, 30D18

01B17, 01C17, 01E14, 01K 18,
01M17, 02B18, 02E16, 03A18,
03F14, 03G14, 03J18, 03M 15,
05F15, 05H15, 07F16, 08K 18,
09L17,11B19, 11K17, 12A18,
12M14, 13A16, 13E14, 13K15,
13M18, 14A19, 14C18, 14J15,
15G14, 15717, 16B15, 16G18,
16K 14, 16118, 17C16, 17K 14,
19G17, 21A15, 21A19, 22B18,
22F17, 22H16, 23K 17, 24A18,
26C15, 27K 16, 27118, 28B17,
28C18, 28C19, 28L 14, 29F16

01D15, 02E16, 06K 15, 08J16,
09G15, 09L17, 11K 18, 18H16,
18L 15, 19G17, 23E16, 26H16,
29B16, 29H17, 30A18, 31E16

08A19

02E16, 03J14, 04G17, 04H15,
06C18, 07H14, 08A19, 08M 15,
09E18, 09L17, 09L 18, 11A17,
11H17, 13F16, 13F18, 15D15,
16B15, 17D18, 17H18, 19G17,
19J16, 22E17, 22G16, 22H14,
23E16, 24A18, 27C17, 27G17,
28C19, 30D15

28C19

01B17, 03F14, 04H15, 05J17,
07L18, 09F17, 10G18, 11D18,
11H16, 11K17, 13F16, 13F18,
15A18, 15J17, 15K 18, 16L 16,
18D19, 18G18, 20M17, 22B18,
22D16, 22F17, 22H14, 22K 18,
22118, 23E16, 24A18, 24H18,
25E18, 25F14, 26C19, 27C17,
28A19, 20H17

May be reproduced by subscribing institution for internal distribution only.
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RT-2314 01C17, 02B18, 04D19, 04H16,
04J14, 05A 16, 05H15, 05M 16,
07F18, 08F15, 09E16, 09L17,
09L18, 10B16, 11G18, 14K 16,
14M17, 15B17, 15C17, 16F17,
16G15, 16L.16, 16M 16, 17A17,
17H18, 18H16, 19G18, 19J17,
20C18, 20D15, 20F18, 20K 14,
20K 15, 21A15, 21A19, 21F16,
22H14, 23B15, 23D18, 24A18,
25G17, 26L15, 27L 14, 28C18,
28G16, 29C16, 29F17, 29H17,
30E17, 31C15, 31C17

RT-2314/EF 20F18, 27G18, 28C18

RT-2316 01B17, 01J16, 03H15, 03J14, 03J18,
03K 17, 04G17, 05A16, 08A15,
09L18, 10B15, 11D16, 11G18,
11H16, 11J17, 13M 18, 14H18,
17B16, 17E16, 17E18, 18K 18,
19C15, 22B18, 22E17, 22G16,
24116, 27C17, 27G17, 28A19,
28B17, 30D18

RT-2316/EF 02D19, 06D18, 12K17, 23G18

RT-2318 03H15, 03K 17, 10G17, 11D17,
11L15, 12E17, 12K 16, 13K17,
14H18, 15B17, 15D16, 16G18,
16L18, 17D18, 17E16, 21A19,
22F17, 28G16, 29H17, 30E17,

31C17
RT-2318/EF 04G18, 26C18, 27G18
RT-2320 19J17, 22B17, 29H17, 29K 18
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ST-2408

ST-2410

ST-2412

ST-2414

ST-2416

ST-2418

ST-2420

©2019 ECRI Institute
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01E15, 02E16, 04G18, 09M 15,
10D17, 11H17, 12F17, 16B15,
17D18, 22K18

02B18, 02K 14, 02M 16, 04F14,
04G17, 05C15, 07H14, 08D 16,
09E18, 09F17, 11H17, 1217,
15M15, 16G15, 17C16, 17H18,
18B16, 19G17, 20K 15, 20M17,
22E17, 25G17, 28A19, 28C19,
30G18, 30K17

03H15, 06C17, 06D17, 10C15,
12M14, 14114, 20B17, 22A16,
23D18, 24A18, 24116, 25F14,
26K15, 28A19, 31K17

04J14, 05M 16, 07K 15, 09E14,
10D17, 11D16, 14C18, 15C17,
15J15, 16M 16, 19F14, 19F18,

20D15, 21A15, 23D18, 29A19,
31E16, 31K17

06C18, 06D17, 10B15, 11A17,
11D16, 11G18, 11K 18, 14A19,
14D15, 16116, 20K 14, 22C19,
22J14, 22M 14, 26C15, 29A19,
29F16, 30K17

03H17, 03M15, 04G18, 06K 15,
07F18, 09A19, 09B15, 09F14,

10B15, 13M 18, 14C18, 18K 18,
20D15, 21A15, 21A19, 22F17,
22H16, 22M 16, 26C19, 26J17,

27B18, 27E14, 27G18, 29F16,

30K17, 31C17

May be reproduced by subscribing institution for internal distribution only.





www.ecri.org . Printed from Health Devices Alerts on Monday, May 27, 2019 Page 12

02M16, 03A19, 03D17, 03G18,
05C15, 05K 15, 06C18, 09K 17,
10L 14, 11B15, 14D15, 14F16,
18M15, 23F17, 25A18, 31C15

Suction Catheters SC-1020 01E14, 01H14, 02C16, 03B17,
04G18, 05F17, 06C15, 06E16,
07C18, 07K15, 07L 14, 08E18,
09A17, 09L 15, 10D18, 10M18,
11A18, 11H17, 11K17, 12B15,
12D16, 12D19, 12K16, 13D17,
14C17, 15J16, 16L.18, 17H17,
18K 18, 19G17, 20F16, 24B16,
24G14, 25A16, 25F14, 25H15,
26D18, 26F17, 27114, 28]18,
29F15, 2916, 30K 18, 30L 15,
31G15, 31H17, 14K14

X-Ray Levins Tubes XLT-2208 01C17, 01E15, 02D19, 03H15,
04G18, 05A 16, 05D16, 06L 14,
07C16, 09E18, 09M 15, 10D17,
10G17, 10L 16, 11A17, 11B19,
11G14, 11L15, 12E14, 1217,
14F16, 16B15, 16K 14, 18G18,
19E14, 21117, 22B18, 23E16,
24116, 25E18, 25F14, 25G17,
25H15, 26A17, 28C18, 28K 14,
29H17, 30G14, 31E16

XLT-2210 02B18, 03G14, 04G17, 05A16,
06C18, 06D17, 07C16, 08D16,
08K 18, 09A19, 09B15, 09C15,
09F14, 09L18, 11A17, 12E14,
12E17, 13B18, 13G16, 13G18,
13M18, 14E15, 141 14, 15K 18,
16B15, 16K 14, 16116, 17F15,
18C19, 18J14, 18L15, 19E14,
19F18, 19G17, 20B17, 20K 15,
22D16, 22G16, 22K 18, 23E16,
23K 17, 24A18, 24117, 25E18,
25H15, 26C18, 26E15, 26H16,
26J17, 27G17, 27K 16, 27118,
28B17, 28K14, 29A16, 29G14,
29H17, 30D14

XLT-2212 01B17, 03K 17, 04J15, 05F15, 05J17,
06D18, 06E14, 06L 14, 07C16,
07H14, 07L18, 08K 18, 09B15,
09M15, 10D17, 11D16, 12J18,
12M14, 13A16, 13F18, 13G16,
14D15, 14E15, 15A18, 16B15,
16G15, 16L 16, 16M 15, 16M 16,
17K 14, 18G18, 18J14, 18M18,
19G17, 19H15, 20B17, 20C18,
20K 16, 20M17, 22B18, 22C19,
22F17, 22H16, 22K 18, 23E16,
23K 17, 24H18, 24J18, 25E18,
26K 15, 27E14, 27H15, 29G14,
31C17, 31E16

XLT-2212/BULK 11L14, 11M14, 19E14

XLT-2214 01C17, 01F18, 02B18, 02D19,
02E14, 02M 16, 03A 18, 03H15,
03J18, 03K 16, 04E18, 05B19, 05J17,
06H15, 06M17, 07F18, 07K 15,
08A15, 08A19, 09E17, 09E18,
09F14, 10B16, 10D17, 11G18,
11H16, 12F17, 12115, 13A16,
13K17, 14K16, 14M17, 15B17,
15C17, 15D16, 15J15, 15K 18,
15M15, 16G15, 16118, 17A17,
17E16, 17L 14, 18C19, 18H14,
18L 15, 18M18, 19E14, 19F18,
19J17, 20C18, 20K 14, 21D16,
21F16, 22G16, 23B15, 23K 17,
24A18, 24J15, 25G17, 25J14,
26E15, 26H16, 26J17, 26K 15,
26L15, 27G18, 27L14, 27L18,
29A16, 29B16, 29F16, 29F17,
29G14, 29118, 30A15, 30D18,
31C15

XLT-2216 01B17, 01F18, 01J16, 01L 18, 02F14,
03E17, 03G14, 03J14, 03K17,
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XLT-2218

XLT-2220

XLT-2408

XLT-2410

XLT-2412

XLT-2414

XLT-2416
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04G17, 04H15, 04J15, 05B19,
05M16, 06C17, 06C19, 07C16,
07F16, 07H14, 07M17, 08A19,
08F15, 09C15, 09G15, 10B16,
11D16, 11G14, 11G18, 11H16,
11714, 1117, 11K 18, 11L 15,
12A18, 12K16, 12M 14, 13A16,
13G16, 13K15, 13M18, 14B18,
14D15, 14E15, 14H18, 15A15,
15M15, 16F14, 16F17, 16J15,
16K17, 16L 16, 16L.18, 17E16,
17E18, 18K 18, 18L14, 19E14,
19J17, 20C18, 20D15, 20K 14,
20M17, 21F16, 22B18, 22C19,
22F15, 22G14, 22M 14, 23B15,
23G18, 24116, 24117, 2518,
26A17, 27F18, 27G17, 27L14,
28C17, 28K 15, 29H17, 30A15,
30A18, 30D18, 30E17, 30K17,
31E16

01B17, 01K 18, 01M17, 02K 14,
02M16, 03A18, 03J18, 04E18,
05A16, 05B19, 06H15, 06L 14,
08A15, 08A19, 08J16, 08K 18,
09G15, 10G17, 11D16, 11D17,
11H16, 11L 15, 12E15, 12K 16,
13B18, 13F16, 13F18, 13K15,
13K17, 14C18, 15J17, 15M15,
16F14, 16G18, 1615, 17E16,
17H18, 18K 18, 18L 15, 20K 14,
20K 16, 21A19, 21D16, 22A16,
22F17, 22G14, 22118, 22M 16,
23B15, 23E16, 23K 17, 25E18,
25G17, 25J18, 26C18, 26E15,
26H16, 26J17, 26L.15, 28C17,
28G16, 28K 15, 29B16, 29H17,
29K18, 30J16, 31C15

01B17, 03B15, 03E18, 05C15,
05K 15, 06L 14, 09K 17, 16L 15,
19A15, 20F14, 23B16, 23F17,
30D15, 31C15

03A18, 03J14, 04G18, 07L 16,
09B15, 11G14, 14C18, 18L14,
26A17, 27118, 28K14, 28K15

09F17, 13G16, 16B15, 24J18,
25H15, 29F16, 29G14

01L18, 08J16, 09F17, 15D 16,
18H16, 1814, 24J18, 26C19,
27C17, 27H15, 03G14

01C17, 03D17, 04E18, 06H15,
07L18, 08A19, 09E17, 09M 15,
11B16, 11G18, 11H16, 15K 18,
16J16, 21A19, 21D16, 23G14,
27G18, 27118, 29C16, 29H17,
29K18, 30A15, 31K17

01B17, 01F18, 02D19, 02E14,
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02E16, 03E17, 06C15, 06C19,
06D18, 08A19, 09B15, 09M15,
10B15, 10B16, 11G14, 11L 15,
12E14, 13K15, 13M18, 14A19,
16F17, 17E18, 18K 18, 19C15,
20C18, 20D15, 20L 18, 21A15,
22G14, 23E17, 23G15, 23G18,
24B16, 24117, 25F14, 27F18,
27114, 28C17, 28C19, 28K 14,
29C16, 30A18

XLT-2418 01D15, 01E14, 02C17, 03M15,
07F16, 09A19, 09B15, 09C15,
09E17, 10B16, 12E17, 18K 18,
19C15, 19H15, 1914, 22F15,
22F17, 22G14, 22G15, 22H14,
23B16, 26C18, 26C19, 27G18,
29C16, 29H17, 30K 17, 07H14

XLT-2420 03A19, 03E16, 04G18, 07C19,
08G15, 10L 14, 12B16, 12E17,
13K 14, 17K 14, 18K18, 19H16,
19317, 1914, 23G14, 25A18,
26114, 26L.15, 29117, 30A18,
31C15

X-Ray Stomach Tubes XST-2408 01D15, 01E15, 06K 15, 08M 15,
09B15, 12F17, 18B16, 18H14,
19G17, 22K18, 25J14

XST-2410 19G17, 26L15, 29A16
XST-2412 26L15, 27L14

XST-2414 01C17, 07K15, 14K 16, 29F17
XST-2416 04G17,06D17, 13K 15, 18H16
XST-2418 02C17, 06K 15, 19G17, 22H16
XST-2418/BULK 01B18, 10G17, 16H18, 19K 15,

20M16, 21G15, 25H17, 26K 18,
29G16, 29H18

XST-2420 05C15

Geographic Regions: OO0O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): Pennine Healthcare Ltd City Gate, Derby DE24 8WY , England

Suggested Distribution: Critical Care, Emergency/Outpatient Services, Nursing, OR/Surgery, Pediatrics, Home Care, Urology, Gastroenterology,
Internal Medicine, Otolaryngology, NICU, Materials Management

Problem:

OInaMay 8, 2019, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Pennine states
that the above products may have been manufactured with the incorrect eye holes punched into the tubes. Pennine also states that the problem should be
visible to atrained user; however, if the user misses the defect, the products will not perform to required specifications. Pennine further statesthat thereis
arisk for serious harm should an aternative product be unavailable. 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 May 8, 2019, Urgent Field
Safety Notice letter and Field Safety Notice Acknowledgment Form from Pennine. Regardless of whether you have affected product, complete the form
and return it to Pennine using the information on the form. Upon receipt of the form, Pennine will contact your facility to arrange for product return or
destruction, if applicable. Contact your local Pennine distributor or the Pennine customer service department for more information regarding product
replacement and credit. Inform all relevant personnel at your facility of the information in the letter, and forward a copy of the letter to any facility to
which you have further distributed affected product.

For Further Information:

Pennine customer service department

UK.

Tel.: 44 (1332) 794880

E-mail: customer.services@penninehealthcare.co.uk
International

Tel.: 44 (1332) 794880

E-mail: exports@penninehealthcare.co.uk

Website: Click here
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