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System for Australian Recall Actions

Important information on the System for Australian Recall Actions

The TGA publishes information about therapeutic goods supplied in the Australian market that have been
subject to arecall action in a publicly searchable database.
Recall action means action taken by the responsible entity (being the person who is responsible for taking the
recall action) to resolve a problem with therapeutic goods supplied in the Australian market that have, or may
potentially have, deficiencies relating to safety, quality, efficacy (performance) or presentation.
® Recall actions include: the permanent removal of therapeutic goods from supply in the market, the
taking of corrective action in relation to therapeutic goods (such as repair, modification, adjustment or
relabelling) and, in the case of medical devices that have been implanted into patients, the issuing of a
hazard alert containing information for health practitioners on how to manage patients.
® More information about Australian recall actions is available at <http://tga.gov.au/safety/recalls-about.htm>
® If you are taking a medicine, using a medical device or have had a medical device implanted into you,
that is the subject to a recall action, and you have any concerns you should seek advice from a health
professional. <http://www.healthdirect.org.au/>

About the release of this information

While reasonable care is taken to ensure that the information is an accurate record of recall actions that responsible
entities have reported to the TGA or of which the TGA has become aware, the TGA does not guarantee or warrant the
accuracy, reliability, completeness or currency of the information or its usefulness in achieving any purpose.

To the fullest extent permitted by law, including but not limited to section 61A of the Therapeutic Goods Act 1989, the
TGA will not be liable for any loss, damage, cost or expense incurred in or arising by reason of any person relying on
this information.

The information contained in the SARA database is released under s 61(5C) of the Therapeutic Goods Act 1989.
Copyright restrictions apply to the System of Australian Recall actions (SARA) <http://tga.gov.au/about/website-

copyright.htm>.
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Recall Action Details

Number of recall actions: 8003

Recall Action Product Name/Descriptionii Type of ~ Recall ActionV Recall Action Recall

Commencement Product! ClassificationV Action

Date! LevelV!

16/05/2024 CARESCAPE Monitors Medical Product Defect | Class I Hospital

Device Correction
16/05/2024 HeartSine Defibrillators Medical Product Defect | Class | Consumer
Device Correction

15/05/2024 A610 Clinician Programmer Medical Product Defect | Class Il Hospital
Application and A620 DBS Device Correction
Patient Programming Application

14/05/2024 fabian HFO Classic and fabian Medical Product Defect | Class | Hospital
HFOi Neonatal and Pediatric Device Correction
Ventilators

14/05/2024 Randox Analysers. An in vitro Medical Product Defect | Class llI Hospital
diagnostic medical device (IVD) | Device Correction

13/05/2024 BD Multitest 6-Color TBNK CE- | Medical Recall Class Il Hospital
IVD. An in vitro diagnostic Device
medical device (IVD).

13/05/2024 MEGADYNE MEGA SOFT Medical Recall Class | Hospital
Paediatric Patient Return Device
Electrode

10/05/2024 BD SARS-CoV-2 Reagents for Medical Recall Class I Hospital
BD MAX Systems. An in vitro Device
diagnostic medical device (IVD).

10/05/2024 CLEARCUT Dual Bevel Angled Medical Product Defect | Class Il Hospital
Sideport Knives and MVR+ Device Correction

Blade V-Lance Ophthalmic
knives , either as sterile
standalone knives or within an
Alcon Custom Pak

9/05/2024 Corneal tissue - pre-cut Biological | Hazard Alert Class I Hospital
9/05/2024 InstaClear Sheath Medical Product Defect | Class I Hospital
Device Correction
9/05/2024 Optetrak Three Peg Patella Medical Recall Class Il Hospital
26mm - 41mm Device
8/05/2024 AlignRT Plus Medical Product Defect | Class llI Hospital
Device Correction
8/05/2024 Arrow FiberOptix Intra-Aortic Medical Product Defect | Class | Hospital
Balloon Catheter Kit and Arrow Device Alert

UltraFlex Intra-Aortic Balloon
Catheter Kits

8/05/2024 BALLARD* Closed Suction Medical Recall Class Il Hospital
System for Neonates/Pediatrics, | Device
5 Fr, Elbow

8/05/2024 GlideScope Core 15 and Medical Product Defect | Class Il Hospital
GlideScope Core 15 FHD Device Correction
Monitors

8/05/2024 Zenition 70 systems Medical Product Defect | Class IlI Hospital

Device Correction
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Recall Action Product Name/Descriptionil Type of  Recall ActionV Recall Action Recall
Commencement Product! ClassificationV Action
Date! LevelV
7/05/2024 Batteries Supplied by CSB and Medical Product Defect | Class Il Hospital
Used with Plum Infusion Device Correction
Systems
7/05/2024 OXINIUM FEMORAL HEAD Medical Recall Class Il Hospital
12/14 32MM +4 Device
7/05/2024 Sevoflurane vaporizers for Flow | Medical Product Defect | Class Il Hospital
Family Anesthesia systems Device Alert
6/05/2024 CliniMACS Prodigy TS 310 Medical Product Defect | Class Il Hospital
Device Correction
3/05/2024 D-Dimer Calibration set. An in Medical Recall Class I Hospital
vitro diagnostic medical device Device
(IVD).
3/05/2024 Haines Air Assisted Transfer Medical Recall Class Il Hospital
Mattress Device
3/05/2024 Various Mapleson F Anaesthetic | Medical Product Defect | Class I Hospital
Breathing Systems Device Correction
2/05/2024 AirSense 11 devices Medical Product Defect | Class llI Consumer
Device Correction
2/05/2024 Fluodeoxyglucose MEDICINE | Recall Class lll Hospital
2/05/2024 IMMULITE 2000 and IMMULITE | Medical Recall Class Il Hospital
2000 XPi Anti-TG Ab. An in vitro | Device
diagnostic medical device (IVD)
30/04/2024 Alphamaxx Operating Tables Medical Product Defect | Class Il Hospital
Device Correction
30/04/2024 Butterfly iQ/ iQ+/ iQ3 diagnostic | Medical Product Defect | Class Il Retail
ultrasound imaging system Device Correction
30/04/2024 Paragon Stem Standard Collared | Medical Recall Class Il Hospital
Size 7 / Paragon Stem High Device
Offset Size 8
30/04/2024 Philips IQon, iCT, Ingenuity, and | Medical Product Defect | Class Il Hospital
Brilliance CT 64 systems Device Correction
29/04/2024 Multiple infectious organism Medical Recall Class Il Hospital
IVDs/ Viruses IVD Device
26/04/2024 Hyperparallel Optical Coherence | Medical Product Defect | Class Il Retail
Tomograph Device Correction
26/04/2024 MiniMed 780G Medical Product Defect | Class Il Consumer
Device Correction
26/04/2024 RYALTRIS olopatadine 600mcg | Medicine Product Defect | Class Il Retail
and mometasone furoate Correction
25mcg/actuation nasal spray
bottle
26/04/2024 Stemsys cemented Femoral Medical Product Defect | Class Il Hospital
Stems - coated femoral stem Device Correction
prosthesis modular.
24/04/2024 Circle CBD 200 Full Spectrum Medicine Recall Class Il Retail
Oil - 30ml
24/04/2024 Esoflip Dilation Catheter 30mm Medical Recall Class | Hospital
Device
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Recall Action Product Name/Descriptionil Type of  Recall ActionV Recall Action Recall
Commencement Product! ClassificationV Action
Date! LevelV
24/04/2024 PANADOL CHILDREN 1 Medicine Product Defect | Class Il Consumer
MONTH - 1 YEAR paracetamol Correction
100 mg/mL oral liquid bottle
24/04/2024 Primary microtubes (0.8 mL / 1.0 | Medical Product Defect | Class llI Hospital
mL) on STA R EVOLUTION, Device Correction
STA R MAX and STA
COMPACT MAX. An in vitro
diagnostic medical device (VD)
24/04/2024 Vercise Genus IPG KITs Medical Product Defect | Class I Hospital
Device Correction
22/04/2024 Patient Information Center (PIC) | Medical Product Defect | Class I Hospital
iX Device Correction
22/04/2024 Rad-G Device and Rad-G Medical Recall Class | Consumer
Device with temp Device
22/04/2024 X Series Power System Double | Medical Product Defect | Class Il Hospital
Trigger Handpiece Device Correction
19/04/2024 Cobalt XT HF Cardiac Medical Recall Class Il Hospital
Resynchronization Therapy Device
Defibrillator Evera XT DR
Defibrillator
19/04/2024 DxI 9000 Access Immunoassay | Medical Product Defect | Class I Hospital
Analyser. An in vitro diagnostic | Device Correction
medical device (VD)
19/04/2024 DxI 9000 Access Immunoassay | Medical Product Defect | Class Il Hospital
Analyzer. An in vitro diagnostic | Device Correction
medical device (IVD)
19/04/2024 LEUNIG-GREVERS LASER Medical Recall Class Il Hospital
Application Device
19/04/2024 SECOV150/ SECOV105 Medical Product Defect | Class I Hospital
Device Correction
18/04/2024 Dako CoverStainer Devices. An | Medical Product Defect | Class I Hospital
in vitro diagnostic medical device | Device Correction
(IVD)
18/04/2024 Medartis APTUS TriLock Screw | Medical Recall Class Il Hospital
Device
17/04/2024 NEOMED* Pharmacy Syringes - | Medical Recall Class lll Retall
Nonsterile (Non ENFit) Device
16/04/2024 HistoCore Pegasus Devices. An | Medical Product Defect | Class Il Hospital
in vitro diagnostic medical device | Device Correction
(IVD)
16/04/2024 Philips Spectral CT7500 Medical Product Defect | Class Il Hospital
Device Correction
16/04/2024 Voyant Electrosurgical Generator | Medical Recall Class Il Hospital
Device
15/04/2024 Human Assayed Multi-Sera Medical Product Defect | Class llI Hospital
Level 3. An in vitro diagnostic Device Correction
medical device (VD)
15/04/2024 Rejuran Dermal tissue Medical Recall Class Il Hospital
reconstructive material animal- Device
derived
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Recall Action Product Name/Descriptionil Type of  Recall ActionV Recall Action Recall
Commencement Product! ClassificationV Action
Date! LevelV
15/04/2024 Tri-Staple 2.0 Black Reinforced Medical Recall Class Il Hospital
Intelligent Reload Device
12/04/2024 Endosure Hypochlor 1% Medical Recall Class Il Wholesale
Device
12/04/2024 High Flow Insufflation Unit UHI-4 | Medical Product Defect | Class | Hospital
Device Correction
11/04/2024 Surdial X Medical Product Defect | Class Il Hospital
Device Correction
11/04/2024 Syntel Silicone Thrombectomy Medical Recall Class I Hospital
Catheter Device
10/04/2024 5000 Compact Series Ultrasound | Medical Product Defect | Class I Hospital
Systems Device Correction
10/04/2024 Airview 4.44 Medical Product Defect | Class Il Retail
Device Correction
10/04/2024 StealthStation S8 Application Medical Product Defect | Class Il Hospital
Device Correction
10/04/2024 Synapse PACS Medical Product Defect | Class Il Hospital
Device Correction
9/04/2024 CARDIOHELP-i System Medical Product Defect | Class Il Hospital
Device Correction
9/04/2024 Merlin.net Web Application and Medical Product Defect | Class Il Consumer
Database Device Correction
9/04/2024 Motec Wrist Arthrodesis System | Medical Hazard Alert Class Il Hospital
Device
9/04/2024 myMerlin Application software Medical Product Defect | Class Il Consumer
versions v.1.0.6000, v.1.0.6001, | Device Correction
or v.1.0.6002
9/04/2024 myMerlin Mobile Application Medical Product Defect | Class Il Consumer
(i0S) version 1.0.1003 Device Correction
9/04/2024 myMerlinPulse Patient Medical Product Defect | Class Il Consumer
Application Device Correction
8/04/2024 Airvo 2 devices Medical Recall Class Il Retall
Device
8/04/2024 Cellife AMPK Fatburst Medicine Recall Class I Retall
8/04/2024 DR-XD1000 (FDR Nano) Medical Product Defect | Class Il Hospital
Device Alert
8/04/2024 SuperLUX, SuperLUX Pro, Medical Product Defect | Class Il Retail
UltraLUX and UltraLUX Pro Device Correction
5/04/2024 PSR Medicine Product Defect | Class llI Hospital
Correction
5/04/2024 RayStation RayPlan 7 through Medical Product Defect | Class Il Hospital
2024A including some service Device Correction
packs
5/04/2024 Weislander Self Retaining Medical Product Defect | Class Il Hospital
Retractor 14cm BL Device Correction
4/04/2024 Affinis Inverse Drill-bit Devices Medical Recall Class I Hospital
Device
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Recall Action Product Name/Descriptionil Type of  Recall ActionV Recall Action Recall
Commencement Product! ClassificationV Action
Date! LevelV
4/04/2024 iQ200 Series Analyzers and DxU | Medical Product Defect | Class Il Hospital
850m and 840m Iris Analyzers. Device Correction
An in vitro diagnostic medical
device (IVD)
4/04/2024 Respiratory Pathogens (16-well) | Medical Recall Class I Hospital
Step 1 Tubes. An in vitro Device
diagnostic medical device (IVD)
3/04/2024 Bedside clean kit enzymatic Medical Recall Class Il Hospital
imbibed sponge and container Device
3/04/2024 Compounded Medicines Medicine Recall Class I Hospital
3/04/2024 NexGen CR-Flex Femoral Medical Hazard Alert Class Il Hospital
Component, Porous, Size E, Device
Right
2/04/2024 HeartWare Ventricular Assist Medical Product Defect | Class | Hospital
Device (HVAD) System Device Correction
2/04/2024 OmniLab Advanced + (OLA+) Medical Product Defect | Class | Hospital
devices Device Alert
2/04/2024 Rheo Knee and Rheo Knee XC | Medical Product Defect | Class Il Hospital
Device Correction
30/03/2024 BiPAP Devices Medical Product Defect | Class | Consumer
Device Alert
27/03/2024 AIRFLOW PROPHYLAXIS Medical Recall Class Il Retall
MASTER or AIRFLOW One Device
27/03/2024 Hintermann Series H3 Total Medical Hazard Alert Class Il Consumer
Ankle Replacement (TAR) Device
system
27/03/2024 K-Citra 10 Tablets Potassium Medicine Recall Class lll Retall
Citrate 1080mg
27/03/2024 KLARO In Vivo Surgical Lighting | Medical Recall Class Il Hospital
Device
26/03/2024 Alinity m System. An in vitro Medical Product Defect | Class Il Hospital
diagnostic medical device (IVD) | Device Correction
26/03/2024 Endosee Advance Cannula Medical Recall Class Il Hospital
Device (REF: CS ESPX5) Device
26/03/2024 Ingenia Ambition X Medical Product Defect | Class I Hospital
Device Correction
26/03/2024 Mobile Diagnostic WDR 2.x Medical Product Defect | Class I Hospital
Systems Device Correction
26/03/2024 NFO2L ENFit Double Lumen Medical Recall Class | Hospital
Replogle Tube 10FR Device
25/03/2024 Alcon Custom Pak containing Medical Product Defect | Class Il Hospital
Oasis Medical 27G Chang Device Correction
Hydrodissection Cannulas
25/03/2024 POWERSEAL Sealer and Medical Recall Class I Hospital
Divider Device
22/03/2024 Fresenius Medical Care Medical Product Defect | Class Il Hospital
Haemodialysis Machines Series | Device Alert
4008/5008/6008
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Recall Action Product Name/Descriptionil Type of  Recall ActionV Recall Action Recall
Commencement Product! ClassificationV Action
Date! LevelV
22/03/2024 Surgical procedure kit, Medical Recall Class Il Hospital
cardiothoracic, non-medicated, Device
single-use: Custom Tubing Pack
21/03/2024 Hugo Robotic-Assisted Surgery | Medical Product Defect | Class Il Hospital
(RAS) System Device Correction
21/03/2024 Hugo Robotic-Assisted Surgery | Medical Product Defect | Class Il Hospital
(RAS) System Device Correction
21/03/2024 PERLA TL 25D SCREW device | Medical Recall Class Il Wholesale
Device
20/03/2024 Fludeoxyglucose [18F] Injection | Medicine Product Defect | Class Il Hospital
BP [18F] FDG Correction
20/03/2024 HeartMate 3 LVAS Kits Medical Product Defect | Class | Hospital
Device Correction
20/03/2024 Panocell — 10 Reagent Red Medical Product Defect | Class Il Hospital
Blood Cells. An in vitro Device Correction
diagnostic medical device (VD)
20/03/2024 Shimadzu CVS System - Trinias | Medical Product Defect | Class I Hospital
units Device Correction
20/03/2024 Zimmer Periarticular Locking Medical Hazard Alert Class I Hospital
Plate System, Distal Lateral Device
Fibula Locking Plate
19/03/2024 Evidence MultiSTAT. An in vitro | Medical Product Defect | Class Il Hospital
diagnostic medical device (IVD) | Device Correction
19/03/2024 Impella Devices Medical Product Defect | Class Il Hospital
Device Correction
18/03/2024 Atlan Anaesthesia workstation Medical Product Defect | Class Il Hospital
Device Correction
18/03/2024 Clear the Skin Formula a.k.a. Medicine Recall Class I Consumer
Liang Xue Xiao Feng San
15/03/2024 Atellica CH analysers. An in vitro | Medical Product Defect | Class Il Hospital
diagnostic medical device (IVD) | Device Correction
15/03/2024 Cannulae Devices Medical Recall Class Il Hospital
Device
15/03/2024 Equinoxe Shoulder reverse total | Medical Hazard Alert Class Il Hospital
shoulder (rTSA) UHWMPE and Device
anatomic total shoulder (aTSA)
UHMWPE devices
15/03/2024 Fludeoxyglucose (18F) Injection | Medicine Recall Class I Hospital
([18F]FDG)
15/03/2024 Medartis APTUS Wrist Plates Medical Recall Class Il Hospital
Device
14/03/2024 Fanttest COVID-19/Influenza Medical Product Defect | Class IlI Consumer
A&B Antigen Test Kit. An in vitro | Device Correction
diagnostic medical device (VD)
14/03/2024 ID-DiaCell I-11-11l, ID-DiaCell I-1I- | Medical Product Defect | Class I Hospital
Il Asia, LISS/Coombs, Coombs | Device Correction
Anti-IgG. An in vitro diagnostic
medical device (IVD).
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Recall Action Product Name/Descriptionil Type of  Recall ActionV Recall Action Recall
Commencement Product! ClassificationV Action
Date! LevelV
14/03/2024 LABType SSO Typing Tests and | Medical Product Defect | Class Il Hospital
LABType XR/CWD DNA Typing | Device Correction
Kits. An in vitro diagnotic medical
device (IVD).
14/03/2024 ResScan 7.0 on AirSense 11 Medical Product Defect | Class I Retall
AutoSet device Device Correction
13/03/2024 Astral 100 and Astral 150 Medical Product Defect | Class Il Consumer
ventilators Device Correction
13/03/2024 Calibration Serum Level 3. Anin | Medical Product Defect | Class Il Hospital
vitro diagnostic medical device Device Correction
(IVD).
13/03/2024 MAGNETOM Biograph mMR Medical Product Defect | Class Il Hospital
Device Correction
13/03/2024 Unimax Medical Systems — Medical Recall Class Il Hospital
Detachable Endo Pouch Device
12/03/2024 DIVA 24 Inch Widescreen LCD Medical Product Defect | Class Il Hospital
Touch Display Device Correction
12/03/2024 NordBed Kid (Paediatric Bed) Medical Product Defect | Class Il Hospital
Device Correction
8/03/2024 Philips CareEvent & Patient Medical Product Defect | Class Il Hospital
Information Center iX (PIC iX) Device Correction
8/03/2024 Philips Incisive CT Medical Product Defect | Class Il Hospital
Device Correction
7/03/2024 DX-D100 Mobile Medical Product Defect | Class Il Hospital
Device Correction
7/03/2024 Fludeoxyglucose (18F) Injection | Medicine Recall Class Il Hospital
6/03/2024 2-[18F]Fluoro-2-deoxy-D-glucose | Medicine Product Defect | Class IlI Hospital
Stabilised Injection BP Correction
6/03/2024 HeartSine samaritan PAD 500P | Medical Recall Class | Consumer
Device
6/03/2024 Microalbumin and Urine Liquid Medical Product Defect | Class I Hospital
Controls — Level 3, An in vitro Device Correction
diagnostic medical device (VD)
5/03/2024 Allura Xper, Allura Centron, and | Medical Product Defect | Class | Hospital
Azurion Systems Device Correction
5/03/2024 Disposable Biopsy Needle Kit Medical Recall Class I Hospital
Device
5/03/2024 DxI 9000 Access Immunoassay | Medical Product Defect | Class Il Hospital
Analyser. An in vitro diagnostic Device Correction
medical device (VD)
5/03/2024 MAC VU360 V1.02 SP05 12 Medical Product Defect | Class I Hospital
Lead ECG Post Acquisition Device Correction
Preview Screen
4/03/2024 ACUSON Redwood 1.0 Medical Product Defect | Class Il Hospital
ultrasound system (product Device Correction
version 1.0), ACUSON Juniper
and ACUSON Juniper Select
Ultrasound Systems
4/03/2024 Trilogy Evo, Trilogy Evo 02, Medical Product Defect | Class Il Consumer
Trilogy EV300 Device Correction
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Recall Action Product Name/Descriptionil Type of  Recall ActionV Recall Action Recall
Commencement Product! ClassificationV Action
Date! LevelV
1/03/2024 BD BodyGuard MicroSets Medical Recall Class | Hospital
Device
1/03/2024 CADD-Solis Ambulatory Infusion | Medical Product Defect | Class Il Hospital
Pumps Device Correction
1/03/2024 CADD-Solis Ambulatory Infusion | Medical Product Defect | Class I Hospital
Pumps Device Correction
1/03/2024 Olympus Soltive Premium Medical Product Defect | Class Il Hospital
SuperPulsed Laser System Device Correction
1/03/2024 Wrench Devices Medical Recall Class Il Hospital
Device
29/02/2024 Covidien Auto Suture Structural | Medical Product Defect | Class I Hospital
Balloon Trocar & Auto Suture Device Correction
Blunt Tip Trocar
29/02/2024 EZ2 Connect MDx instrument. Medical Product Defect | Class Il Hospital
An in vitro diagnostic medical Device Correction
device (IVD)
28/02/2024 BIOFIRE FILMARRAY Medical Product Defect | Class Il Hospital
Pneumonia (PNplus) Panel plus | Device Alert
"An in vitro diagnostic medical
device (IVD)"
28/02/2024 Chiba Biopsy Needle Medical Recall Class | Hospital
Device
28/02/2024 Low RNA Reagent Cassette. An | Medical Recall Class Il Hospital
in vitro diagnostic medical device | Device
(IVD)
28/02/2024 VisuMax, VISUMAX 600 & Medical Product Defect | Class Il Hospital
VISUMAX 800 - Preventive laser | Device Correction
source replacement
27/02/2024 Heartmate 3 LVAS Kits with Medical Product Defect | Class | Hospital
Heartmate 3 Outflow Grafts & Device Correction
Heartmate Il LVAS Kits with
Heartmate Il Outflow Grafts
27/02/2024 HV Sterile Screws Medical Recall Class Il Hospital
Device
27102/2024 therascreen MGMT Pyro Kit. An | Medical Recall Class Il Hospital
in vitro diagnostic medical device | Device
(IVD)
26/02/2024 Elecsys Troponin T hs Elecsys Medical Product Defect | Class Il Hospital
Troponin T hs STAT. Aninvitro | Device Correction
diagnostic medical device (VD)
26/02/2024 Irrigation Handle (20/SP) Medical Product Defect | Class Il Hospital
Device Correction
23/02/2024 3M Tube Securement Device Medical Recall Class Il Hospital
Device
22/02/2024 Access Substrate 4 x 130ml. An | Medical Recall Class I Hospital
in vitro diagnostic medical device | Device
(IVD).
22/02/2024 Anti-k. An in vitro diagnostic Medical Product Defect | Class Il Hospital
medical device (IVD) Device Correction
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Recall Action Product Name/Descriptionil Type of  Recall ActionV Recall Action Recall
Commencement Product! ClassificationV Action
Date! LevelV
22/02/2024 CYSTATIN C CALIBRATOR and | Medical Product Defect | Class Il Hospital
CONTROL LEVEL 2 and 3 "An Device Correction
in vitro diagnostic medical device
(IvD)"
22/02/2024 GAN MAI DA ZAO TANG Medicine Recall Class Il Retail
22/02/2024 Stay Safe Catheter Extension Medical Product Defect | Class Il Hospital
Luer-Lock 25cm, 32cm & 40cm Device Alert
21/02/2024 Blooms The Chemist Medicine Recall Class Il Retall
Mometasone Nasal Allergy
Relief Mometasone Furoate 50
Micrograms / Actuation Aqueous
Nasal Spray Bottle
21/02/2024 QXDx BCR-ABL %IS Kit. An in Medical Product Defect | Class Il Hospital
vitro diagnostric medical device | Device Correction
(IVD)
20/02/2024 Fanttest COVID-19/Influenza Medical Product Defect | Class Il Consumer
A&B Antigen Test Kit. An in vitro | Device Correction
diagnostic medical device (IVD).
20/02/2024 Neonatal ArcticGel Pads Medical Recall Class | Hospital
Device
20/02/2024 ProxiDiagnost N90 1.1 Medical Product Defect | Class I Hospital
Device Correction
19/02/2024 ADT BOOSTER diphtheria and Medicine Product Defect | Class llI Retall
tetanus vaccine adsorbed Correction
suspension for injection syringe
16/02/2024 Abre Venous Self-expanding Medical Recall Class Il Hospital
Stent System Device
16/02/2024 Fludeoxyglucose Medicine Product Defect | Class Il Hospital
Correction
16/02/2024 Fludeoxyglucose (18F) Injection | Medicine Recall Class Il Hospital
16/02/2024 iISLEEVE 14F Expandable Medical Recall Class Il Hospital
Introducer Set Device
16/02/2024 Oxford Classic Floor Lifter Medical Product Defect | Class | Hospital
Device Correction
15/02/2024 BIOFIRE FILMARRAY Medical Product Defect | Class I Hospital
Gastrointestinal (GI) Panel. Anin | Device Alert
vitro diagnostic medical device
(IVD).
15/02/2024 MESALZ mesalazine 1.2 g Medicine Recall Class Il Retail
gastro-resistant prolonged
release tablet bottle
15/02/2024 Spry KAFO, Spry Vector Medical Recall Class I Consumer
Custom, SpryStep Original Device
Custom and Spry Flex Custom
15/02/2024 SunSeal SPF 50+ Medicine Recall Class Il Consumer
14/02/2024 paraPAC plus Ventilator Medical Product Defect | Class | Hospital
Device Alert
14/02/2024 Ultra Nature Selancy Women's Medicine Recall Class Il Retail
100 Blister Pack
14/02/2024 Xray Screening table handle Medical Product Defect | Class Il Hospital
Device Correction
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Recall Action Product Name/Descriptionil Type of  Recall ActionV Recall Action Recall
Commencement Product! ClassificationV Action
Date' LevelV
13/02/2024 Femoral Head Biological | Hazard Alert Class Il Hospital
13/02/2024 FLUOXETINE SANDOZ Medicine Recall Class I Wholesale

fluoxetine (as hydrochloride)
20mg capsule blister pack

13/02/2024 Grays Osteotome Cup Cutting Medical Recall Class Il Hospital
Tips Device

13/02/2024 VA-LCP Clavicle Plate 2.7, shaft, | Medical Recall Class Il Hospital
CS1, right Device

12/02/2024 All Care Plus, Care Plus & Medical Product Defect | Class Il Hospital
Lullaby Incubator Device Correction

12/02/2024 Technetium-99m HDP Medicine Product Defect | Class | Hospital

Alert

9/02/2024 BIOFIRE Blood Culture Medical Product Defect | Class Il Hospital
Identification 2 (BCID2) Panel Device Alert
with BD BACTEC Blood Culture
Vials

9/02/2024 CooperSurgical SupraSperm 100 | Medical Recall Class Il Retail
Gradient Medium Device

9/02/2024 Phadia 200 and Phadia 200 Medical Product Defect | Class llI Hospital
Software 1.6.12. An in vitro Device Correction
diagnostic medical device (IVD).

8/02/2024 Disposable Analgesia Breathing | Medical Recall Class I Hospital
Circuit 3.0m EXPANDABLE Device

22mmID Tubing, Filter, Hand
piece with One-way Valve and

Mouthpiece
7102/2024 Knotless TensionTight Button Medical Recall Class Il Hospital
Implant System Device
7/02/2024 MR systems with 60cm wide Medical Product Defect | Class I Hospital
bore Device Correction
7102/2024 Slishman Traction Splint (Gen 2) | Medical Recall Class Il Hospital
Device
6/02/2024 lonostar Plus REF 2540, 2543, Medical Recall Class I Retail
2546 Device
5/02/2024 Arrow QuickFlash Radial Artery | Medical Recall Class Il Hospital
Catheterisation Set Device
5/02/2024 Epix Universal Clip Applier Medical Recall Class Il Hospital
Device
1/02/2024 3M Surgical Clipper Blade Medical Product Defect | Class Il Hospital
Assembly, 3M Specialty Blade Device Correction
Assembly, 3M Surgical Clipper
31/01/2024 Duracon AP Tibial Insert Medical Hazard Alert Class Il Hospital
Device
30/01/2024 Atellica UAS 800 Urine Sediment | Medical Product Defect | Class Il Hospital
Analyser & Atellica 1500 Device Correction
Automated Urinalysis System.
An in vitro diagnostic medical
device (IVD).
30/01/2024 BrightView systems — Medical Product Defect | Class Il Wholesale
BrightView, BrightView X and Device Correction
BrightView XCT
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30/01/2024 BrightView systems — Medical Product Defect | Class Il Hospital
BrightView, BrightView X and Device Correction
BrightView XCT
29/01/2024 Aspire FLX Bed Medical Product Defect | Class Il Consumer
Device Correction
29/01/2024 DX FiberTak Suture Anchor, ST | Medical Recall Class Il Hospital
& NDLs Device
29/01/2024 Philips Azurion System R1.0, Medical Product Defect | Class Il Hospital
R1.1, R1.2, R2.0, R2.1, and R2.2 | Device Correction
29/01/2024 Philips EPIQ Series Ultrasound Medical Product Defect | Class Il Hospital
Systems Device Correction
29/01/2024 RSR LEM25 RiaRSR VGCC Ab | Medical Recall Class Il Hospital
Kit - Anti-human 1gG. An in vitro | Device
diagnostic medical device (IVD).
29/01/2024 SPIRIVA RESPIMAT tiotropium | Medicine Product Defect | Class Il Consumer
2.5 micrograms/actuation Correction
solution for inhalation cartridge
(with dose indicator)
25/01/2024 Dental Surgical Handpiece S-12 | Medical Recall Class I Retail
without light Device
25/01/2024 EQUASHIELD® Closed System | Medical Product Defect | Class I Hospital
Transfer Device, Spike Tubing Device Alert
24/01/2024 18F-DCFPyL (PSR) Medicine Product Defect | Class Il Hospital
Correction
24/01/2024 DORC Directional Laser Probe Medical Recall Class Il Hospital
Device
24/01/2024 Technopath Multichem IA Plus, Medical Product Defect | Class I Hospital
Multichem S Plus Level 1, Device Correction
Multichem S Plus Level 2,
Multichem S Plus Level 3 and
Multichem P. An in vitro
diagnostic medical device (VD).
23/01/2024 Servo-n HFOV Medical Product Defect | Class | Hospital
Device Correction
23/01/2024 Spectral CT 7500 Medical Product Defect | Class Il Hospital
Device Correction
23/01/2024 Teen Mood + Anxiety Medicine Recall Class Il Wholesale
23/01/2024 The Alinity s System. An in vitro | Medical Product Defect | Class I Hospital
diagnostic medical device (IVD) | Device Correction
22/01/2024 Henry Blooms Herb-a-lax Medicine Recall Class Il Consumer
Powder 200g
22/01/2024 The Duet External Drainage and | Medical Recall Class Il Hospital
Monitoring System (EDMS) Device
19/01/2024 SMR MB L1 Liner Medical Hazard Alert Class Il Consumer
Device
19/01/2024 The Alinity s System. An in vitro | Medical Product Defect | Class Il Hospital
diagnostic medical device (IVD) | Device Correction
17/01/2024 ACTRAPID PENFILL 3ML Medicine Product Defect | Class Il Retail
5X3ML Alert
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17/01/2024 BEYER Antrum Punch, Antrum Medical Recall Class Il Hospital
Punch, 65°, 11 cm, Sphenoid Device

Punch, 30°, 11 cm, Sphenoid
Punch, 3.2 x 4 mm, Sphenoid
Punch, 30°, 1.6 x 2 mm, Galea
Spring Hook, 31 cm, Uvula
Retractor, Optical Biopsy and
Grasping Forceps, Grasping
Forceps, flexible, 1 mm, Working
Insert, with steering lever,
Optical Scissor

17/01/2024 IC9-RS intracavitary probes Medical Product Defect | Class Il Hospital
Device Correction
17/01/2024 Metformin Sandoz 1000 mg Medicine Recall Class Il Retail
Tablet 90s Blister
16/01/2024 Azurion 7 M20 FlexArm system Medical Product Defect | Class | Hospital
with Maquet Magnus Table Device Correction
15/01/2024 CARMUSTINE-JUNO Medicine Recall Class I Hospital

carmustine 100 mg powder for
injection vial with diluent vial

15/01/2024 Femoral Head Allograft Biological | Hazard Alert Class Il Hospital
15/01/2024 Spectral CT 7500 with software | Medical Product Defect | Class Il Hospital
version 5.0.0.X Device Correction
15/01/2024 Urea. An in vitro diagnostic Medical Product Defect | Class Il Hospital
medical device (IVD). Device Correction
12/01/2024 Optima Coil System Medical Recall Class Il Hospital
Device
11/01/2024 CellAED 2.2 Medical Recall Class | Consumer
Device
11/01/2024 Disposable Cup Impactors (ICJ) | Medical Recall Class I Wholesale

packaged with NOVAE STICK Device
47 cemented dual mobility cups

11/01/2024 EVair and EVair 03 (Jun-Air) Medical Product Defect | Class Il Hospital
Compressors Device Correction

11/01/2024 Hookup Accessories for AER Medical Recall Class lll Hospital

Device

10/01/2024 RF-32#Centrifugal Pump with Medical Recall Class | Hospital
FLOWPROBE Device

9/01/2024 Philips Ingenuity CT and Medical Product Defect | Class llI Hospital
Brilliance CT 64 Device Correction

9/01/2024 PM7100 INVOS Reusable Medical Recall Class Il Hospital
Sensor Cables Device

9/01/2024 Syramed pSP6000 Chroma HYP | Medical Product Defect | Class I Hospital
with battery and Volumed Device Correction
HVP7000 Chroma HYP with
battery

8/01/2024 Atellica CH Immunoglobulin M_2 | Medical Product Defect | Class I Hospital
(IgM_2). An invitro diagnostic Device Correction
medical device (IVD)

8/01/2024 Surefuser+ Medical Recall Class I Hospital

Device
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5/01/2024 Equinoxe Reverse Shoulder Medical Hazard Alert Class Il Hospital
Constrained Humeral Liner Device
4/01/2024 AntiBac San Medical Product Defect | Class I Retail
Device Correction
4/01/2024 HeartMate Touch Medical Product Defect | Class I Hospital
Communication System Device Correction
4/01/2024 HLS Set Medical Product Defect | Class I Hospital
Device Correction
4/01/2024 Icotec Torque Wrench Medical Recall Class Il Hospital
Device
3/01/2024 Cordis OPTEASE Retrievable Medical Product Defect | Class llI Hospital
Vena Cava Filter and OPTEASE | Device Correction
Retrieval Catheter
3/01/2024 Fludeoxyglucose FDG Medicine Recall Class Il Hospital
2/01/2024 BD BBL Sensi-Disc. An in vitro Medical Product Defect | Class Il Hospital
diagnostic medical device (IVD) | Device Correction
2/01/2024 DxI 9000 Access Immunoassay | Medical Product Defect | Class I Hospital
Analyser. An in vitro diagnostic Device Correction
medical device (IVD)
22/12/2023 Philips Azurion Systems with Medical Product Defect | Class Il Hospital
software release R2.2.0, R2.2.1, | Device Correction
R2.2.3, R2.2.5 and R2.2.6
21/12/2023 Alissa Interpret Medical Product Defect | Class I Hospital
Device Correction
21/12/2023 Fresh Frozen Plasma Recall Class I Hospital
21/12/2023 Stericlin Flat Roll 150mmx200m - | Medical Recall Class | Hospital
800304 Device
20/12/2023 bkActiv 2300 Ultrasound Medical Product Defect | Class Il Hospital
Systems 2300-56 and 2300-66 Device Correction
20/12/2023 DCA-70/ DCI-70 Drying Medical Product Defect | Class Il Hospital
Cabinets Device Correction
20/12/2023 Liu Wei Di Huang Wan Medicine Recall Class I Consumer
(Rehmannia Six Formula) BP015
20/12/2023 SECUFILL patient lines X50 Medical Recall Class Il Hospital
Device
20/12/2023 Sofsilk Braided Silk Suture and Medical Recall Class Il Hospital
Ti-Cron Coated Braided Device
Polyester Sutures.
20/12/2023 Swisse Ultiboost Relax & Sleep Medicine Recall Class I Wholesale
19/12/2023 iQ200 Series Analysers and DxU | Medical Product Defect | Class Il Hospital
850m and 840m Iris Analysers. Device Correction
An in vitro diagnostic medical
device (VD).
19/12/2023 MANUJET Il With Jet Vent Cath | Medical Recall Class Il Hospital
Device
19/12/2023 OXALIPLATIN 130MG & 125MG | Medicine Recall Class I Hospital
IN 5% GLUCOSE IN
POLYOLEFIN BAG
(FREEFLEX) FOR
INTRAVENOUS INFUSION
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19/12/2023 Panther Fusion SARS-CoV-2/Flu | Medical Product Defect | Class Il Hospital
A/B/RSV Assay. An in vitro Device Correction
diagnostic medical device
19/12/2023 XVIVO Disposable Lung Circuit | Medical Product Defect | Class Il Hospital
Device Correction
18/12/2023 BD/CME BodyGuard Infusion Medical Product Defect | Class Il Hospital
Pumps Device Correction
18/12/2023 Bondi Sands Mineral Zinc Medicine Recall Class I Consumer
Sunscreen SPF50+ Lotion 60ml
& 120ml
18/12/2023 Irradiated Femoral Head (L) Biological | Hazard Alert Class Il Hospital
18/12/2023 Space Saver Shower Stool Medical Recall Class Il Consumer
Device
16/12/2023 Normothermic cornea (R) Biological | Hazard Alert Class Il Hospital
15/12/2023 Flow Family Anaesthesia Medical Product Defect | Class Il Hospital
systems Device Correction
15/12/2023 LOGIWASH Sodium Chloride for | Medical Recall Class | Consumer
Irrigation 0.9% Device
15/12/2023 Single Use Distal Cover MAJ- Medical Product Defect | Class | Hospital
2315 Device Alert
15/12/2023 Sterile Water Syringe supplied Medical Recall Class Il Hospital
with Atrium Express Dry Suction | Device
Dry Seal Chest Drain
14/12/2023 Alinity i HBsAg Reagent Kit. An Medical Recall Class Il Hospital
in vitro diagnostic medical device | Device
(IVD)
14/12/2023 ImmunoCAP Rare Allergen Medical Recall Class Il Hospital
k220, Allergen component rHev | Device
b 6.02 Latex. An in vitro
diagnostic medical device (VD)
14/12/2023 Low RNA Reagent Cassette; Medical Recall Class I Hospital
40331. An in vitro diagnostic Device
medical device (IVD)
14/12/2023 MEGADYNE MEGA SOFT Medical Product Defect | Class | Hospital
Universal and Universal Plus Device Correction
Reusable Patient Return
Electrodes
14/12/2023 Sculptra Poly L Lactic Acid Vials | Medical Product Defect | Class I Retail
150mg Powder for Injection Device Correction
14/12/2023 SynchroMed II Medical Product Defect | Class Il Hospital
Device Correction
13/12/2023 NeoBaseTM 2 Non-derivatized Medical Product Defect | Class Il Hospital
MSMS kit. An in vitro diagnostic | Device Correction
medical device (VD)
13/12/2023 ProclaimXR, ProclaimPlus, Medical Product Defect | Class Il Hospital
ProclaimDRG, and Infinity IPGs | Device Correction
13/12/2023 Q-Stress and X-Scribe Cardiac Medical Product Defect | Class | Hospital
Stress Testing Systems Device Correction
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11/12/2023 AEROWASH Eyewash and Medical Recall Class | Consumer
Wound Irrigation (15 mL & 30 Device
mL). Supplied both individually
and as part of some Aero
branded and custom made first
aid kits.
11/12/2023 Femoral Head Allograft Biological | Hazard Alert Class I Hospital
11/12/2023 Monolisa HCV Ag/Ab ULTRA Medical Product Defect | Class I Hospital
V2?. An in vitro diagnostic Device Correction
medical device (VD)
11/12/2023 Paparella-Type Vent Tube - Medical Recall Class IlI Hospital
240044 Device
7/12/2023 The Prenatal, 60s Medicine Recall Class lll Consumer
7/12/2023 Tuohy-Borst Adapter Medical Recall Class Il Hospital
Device
6/12/2023 SOLTIVE Laser System Medical Product Defect | Class Il Hospital
Device Correction
5/12/2023 Impella Introducer Kits Medical Recall Class | Hospital
Device
5/12/2023 Sterile Percutaneous Reference | Medical Recall Class Il Hospital
Pin Device
4/12/2023 INGENIO, VITALIO, and Medical Hazard Alert Class | Hospital
ADVANTIO dual chamber (DR) Device
extended life (EL) pacemakers
and INLIVEN, and INVIVE
cardiac resynchronization
therapy pacemakers (CRT-Ps)
4/12/2023 ProbioSpore Medicine Recall Class Il Retail
1/12/2023 COPPER (Cu). An in vitro Medical Product Defect | Class I Hospital
diagnostic medical device (IVD) | Device Correction
1/12/2023 Ocular tissue - Sclera, Cornea Biological | Hazard Alert Class Il Hospital
1/12/2023 PIC iX Version 4.X and Medical Product Defect | Class | Hospital
CareEvent Version C.03.X Device Correction
1/12/2023 T3030 - LEGENCY REMEDIES | Medical Recall Class | Consumer
SODIUM CHLORIDE 0.9% Device
IRRIGATION (AMPOULES) /
30ML / BOX OF 30
1/12/2023 Zoom Programming System Medical Product Defect | Class Il Hospital
Device Correction
30/11/2023 E-Scribe Medical Product Defect | Class Il Hospital
Device Alert
30/11/2023 Sodium Chloride 0.9% 30ml Medical Recall Class | Consumer
plastic ampoules Device
29/11/2023 Fluoroethyl-L-Tyrosine [18F] Medicine Product Defect | Class Il Hospital
(FET) Correction
29/11/2023 Luminos Fusion Medical Product Defect | Class Il Hospital
Device Correction
29/11/2023 MINC+ Benchtop Incubator Medical Product Defect | Class Il Hospital
Device Correction
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28/11/2023 Dispenser DP30 - Bedside Medical Product Defect | Class I Hospital
infusion pump, single-channel Device Correction
28/11/2023 PI1-2620 (2-(2-([18F] fluoro) Medicine Product Defect | Class I Hospital
pyridin-4-yl)-9H-pyrrolo[2,3- Correction
b:4,5-c’] dipyridine)
28/11/2023 PROM and Partus products. An | Medical Product Defect | Class Il Hospital
in vitro diagnostic medical device | Device Correction
(IVD)
27/11/2023 Comfort Marker 2.0 Safety Medical Product Defect | Class Il Hospital
Needle used with the Medical Device Correction
Precision Comfort Marker 2.0
Patient Marking System
27/11/2023 da Vinci X/Xi SureForm 45 Medical Product Defect | Class Il Hospital
Device Alert
27/11/2023 Defiguard Touch-7 Medical Product Defect | Class | Hospital
Device Correction
24/11/2023 Atlantis Abutment in Ti - Medical Recall Class Il Retail
Straumann Bone Level 3.3 NC Device
24/11/2023 Low Profile Primary Guide Medical Recall Class Il Hospital
Device
24/11/2023 Philips Allura and Azurion Medical Product Defect | Class Il Hospital
systems Device Correction
23/11/2023 Intravenous Cannula Insertion Medical Recall Class Il Hospital
Pack Device
23/11/2023 ZACTIN TABS fluoxetine 20 mg | Medicine Recall Class I Wholesale
(as hydrochloride) dispersible
tablet
22/11/2023 Achieva 1.5T MRI System Medical Product Defect | Class | Hospital
Device Correction
22/11/2023 BIOFIRE TORCH Base Medical Product Defect | Class Il Hospital
Systems. An invitro diagnostic Device Correction
medical device (IVD)
22/11/2023 Fludeoxyglucose F18 Injection Medicine Product Defect | Class | Hospital
(18F-FDG) Alert
22/11/2023 Valleylab FT10 FT Series Energy | Medical Product Defect | Class Il Hospital
Platform Device Correction
21/11/2023 Ambu aView 2 Advance Medical Product Defect | Class Il Hospital
Device Correction
21/11/2023 RX Daytona Plus (with ISE & Medical Product Defect | Class I Hospital
without ISE). An in vitro Device Correction
diagnostic medical device (IVD)
20/11/2023 BD BACTEC Micro MGIT Medical Recall Class Il Hospital
Calibration Vial. Device
20/11/2023 ResMed Masks with Magnets Medical Product Defect | Class I Consumer
Device Correction
20/11/2023 UTAK Validity Control 2 and 3 Medical Product Defect | Class Il Hospital
Device Correction
17/11/2023 Calibration Serum Level 3 and Medical Recall Class Il Hospital
Human Assayed Multi-Sera Device
Level 2 and Level 3. An in vitro
diagnostic medical device (VD)
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17/11/2023 METRAN JPAP Travel CPAP Medical Recall Class Il Retail
Machines Device
16/11/2023 Balanced 25:25 Oral Liquid 30ml | Medicine Product Defect | Class Il Retail
Correction
15/11/2023 CARDIOHELP System Medical Product Defect | Class | Hospital
Device Correction
15/11/2023 DreamStation Auto CPAP - Care | Medical Product Defect | Class Il Hospital
Orchestrator Device Correction
15/11/2023 Kangaroo Enteral Feeding Pump | Medical Product Defect | Class Il Hospital
Sets Device Correction
14/11/2023 Bard Mission Disposable Core Medical Recall Class I Hospital
Biopsy Instrument and Kit Device
14/11/2023 C2 Airwave Oscillometry System | Medical Product Defect | Class Il Hospital
Device Correction
13/11/2023 BIOFIRE BCID2 Panel. An in Medical Product Defect | Class Il Hospital
vitro diagnostic medical device Device Correction
(IVD)
13/11/2023 CamAPS FX and mylife Medical Product Defect | Class Il Consumer
CamAPS Device Correction
13/11/2023 HeartStart Intrepid Medical Product Defect | Class Il Hospital
Monitor/Defibrillator Device Correction
13/11/2023 ID NOW Instrument. An in vitro Medical Product Defect | Class Il Retail
diagnostic medical device (IVD) | Device Correction
13/11/2023 IPS CaseDesigner Software Medical Product Defect | Class Il Retail
Device Correction
13/11/2023 RAPIDPoint 500 and 500e Medical Product Defect | Class Il Hospital
Systems Measurement Device Correction
Cartridges (with lactate). An in
vitro diagnostic medical device
(IVD)
10/11/2023 epoc NXS Host. An in vitro Medical Product Defect | Class Il Hospital
diagnostic medical device (IVD) | Device Correction
10/11/2023 Serology TORCH IgM Positive Medical Product Defect | Class I Hospital
Control. An in vitro diagnostic Device Correction
medical device (IVD)
9/11/2023 ARTIS icono biplane, ARTIS Medical Product Defect | Class Il Hospital
icono floor and Artis pheno with Device Correction
Large Display
8/11/2023 BioCeuticals Zinc Drops Medicine Recall Class Il Consumer
8/11/2023 LISINOPRIL SANDOZ lisinopril Medicine Recall Class Il Retail
dihydrate 20mg tablet blister
pack
7/11/2023 ACROBAT-i Vacuum Positioner | Medical Recall Class Il Hospital
System Device
7/11/2023 Merit Maestro Microcatheter Medical Recall Class I Hospital
Device
7/11/2023 oneFIT TOTAL KNEE PSI Medical Recall Class I Hospital
Device
6/11/2023 EZDilate Fixed Wire Balloon Medical Recall Class | Hospital
Device
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6/11/2023 NIM TRIVANTAGE EMG Medical Recall Class | Hospital
Endotracheal tube Device
6/11/2023 The CARDIOHELP-i System Medical Product Defect | Class Il Hospital
Device Correction
3/11/2023 ENDOEYE HD I Medical Product Defect | Class I Hospital
Device Alert
3/11/2023 Quantum TTC Biliary Balloon Medical Recall Class | Hospital
Dilators Device
2/11/2023 Cytocell 20pter Subtelomere Medical Recall Class Il Hospital
Specific Probe. An in vitro Device
diagnostic medical device (VD)
1/11/2023 HeartWare Ventricular Assist Medical Product Defect | Class Il Hospital
Device (HVAD) System Device Correction
30/10/2023 ASSY,USM,IS4000, da Vinci Xi Medical Product Defect | Class Il Hospital
Surgical System and da Vinci X | Device Correction
Surgical System
30/10/2023 The Insides Driver (a component | Medical Recall Class I Hospital
of The Insides System PS006 Device
and The Insides System Patient
Education Model (Part number:
MK-1R001))
27/10/2023 LINQ Il Insertable Cardiac Medical Hazard Alert Class Il Hospital
Monitoring Systems (LNQ22) Device
26/10/2023 The CereLink ICP Extension Medical Recall Class I Hospital
Cable Device
25/10/2023 DASATINIB DR. REDDY'S Medicine Recall Class Il Consumer
dasatinib 70 mg film coated
tablet blister pack
25/10/2023 Irradiated Femoral Head Biological | Hazard Alert Class I Hospital
Allograft
25/10/2023 Neuromedex/Dispomedica Medical Recall Class Il Hospital
Medistrip Vein Stripper Device
25/10/2023 Versicon irrigation pump Medical Product Defect | Class I Hospital
Device Correction
24/10/2023 ARTIS icono ceiling Medical Product Defect | Class I Hospital
Device Correction
24/10/2023 Bondi Sands Everyday Medicine Product Defect | Class Il Consumer
Protection Face SPF 50+ Correction
Sunscreen Mist
23/10/2023 B Braun 0.9% Sodium Chloride Medicine Product Defect | Class Il Hospital
Intravenous Infusion BP 100mL Alert
Bottle
23/10/2023 Integra Cranial Access Kit Medical Recall Class I Hospital
(without Prep Solutions) Bit and | Device
Guard
20/10/2023 PowerPICC 5Fr SL IR 135cm, Medical Product Defect | Class Il Hospital
PowerPICC 6Fr TL IR 135cm, Device Correction
PowerPICC SV 4F DL Sherlock,
PowerPICC SOLO 5Fr DL IR
70cm and Groshong PICC 4F SL
Bas
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19/10/2023 BIPAP A40 Pro, BIPAP A40 EFL | Medical Product Defect | Class Il Consumer
and the System One Humidifier | Device Correction
19/10/2023 Elekta Medical Linear Medical Product Defect | Class Il Hospital
Accelerator — Accelerator system | Device Correction
linear
19/10/2023 Nova Biomedical Stat Profile Medical Product Defect | Class | Hospital
Prime Plus Analyser. An in vitro | Device Correction
diagnostic medical device (VD)
19/10/2023 Sterile Light Handle Cover Medical Recall Class Il Hospital
Device
19/10/2023 Thermo Scientific Gram Negative | Medical Product Defect | Class I Hospital
IVD AST Sensititre Plate. An in Device Correction
vitro diagnostic medical device
(IVD)
18/10/2023 Multiple BD Alaris Extension Medical Product Defect | Class I Hospital
Sets Device Correction
18/10/2023 VariSoft Infusion Sets Medical Recall Class | Consumer
Device
17/10/2023 Mazor X robotic guidance Medical Product Defect | Class Il Hospital
system Device Correction
16/10/2023 Philips Ingenia Elition S and MR | Medical Product Defect | Class llI Hospital
7700 Systems with SW version Device Correction
R5.9
13/10/2023 Alinity s System - An in vitro Medical Product Defect | Class llI Hospital
diagnostic medical device (IVD) | Device Correction
13/10/2023 Cios Spin, Cios Alpha, Cios Flow | Medical Product Defect | Class Il Hospital
with VA30 Device Correction
13/10/2023 EVO I1Q Syringe Pump (EVO IQ | Medical Product Defect | Class | Hospital
SYR ANZ) Device Correction
12/10/2023 2 unit doses of Tc99m Nanoscan | Medical Product Defect | Class Il Hospital
Device Alert
12/10/2023 Carestream DRX-Revolution Medical Product Defect | Class Il Hospital
Mobile X-ray System and Device Correction
Communication & Power
Industries, Inc (CPI) generator
12/10/2023 DRX-Revolution Mobile X-ray Medical Product Defect | Class Il Hospital
System(s) Carestream Health Device Correction
Inc. generator
12/10/2023 Irradiated femoral head Biological | Hazard Alert Class Il Hospital
12/10/2023 Irradiated femoral head Biological | Hazard Alert Class I Hospital
12/10/2023 TruWave Disposable Pressure Medical Product Defect | Class IlI Hospital
Transducer Device Alert
11/10/2023 Atellica DCA Analyser & Atellica | Medical Product Defect | Class I Hospital
DCA HbAl1c Dx Reagent. An in Device Correction
vitro diagnostic medical device
(IVD)
11/10/2023 Deluxe Knee Walker Medical Recall Class Il Consumer
Device
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11/10/2023 MKO014- VaccZyme Diphtheria Medical Product Defect | Class Il Hospital
Toxoid IgG Enzyme Device Correction
Immunoassay kit. An in vitro
diagnostic medical device (IVD).
11/10/2023 NZ Emergency Chest Re- Medical Recall Class | Hospital
opening Pack and ANZ Device
Emergency Chest Re-opening
Pack
11/10/2023 RAPIDPoint 500 Blood Gas Medical Product Defect | Class I Hospital
System and RAPIDPoint 500e Device Correction
Blood Gas System. An in vitro
diagnostic medical device (VD)
11/10/2023 Sodium Chloride 0.9% Freeflex Medicine Recall Class Il Hospital
100mL injection bag
11/10/2023 Teosyal Puresense Redensity | Medical Product Defect | Class I Retail
Device Alert
11/10/2023 TN300 Babyroo Radiant Warmer | Medical Product Defect | Class I Hospital
mattress tray Device Correction
10/10/2023 CARDIOHELP Emergency Drive | Medical Product Defect | Class Il Hospital
and CH Emergency Drive Device Correction
10/10/2023 FETALtrol control Medical Product Defect | Class llI Hospital
Device Alert
9/10/2023 ETHICAL NUTRIENTS MEGA Medicine Recall Class I Consumer
MAGNESIUM RASPBERRY
6/10/2023 CardioMEMS HF System Medical Product Defect | Class Il Hospital
Device Correction
6/10/2023 High Flow Insufflation Unit Medical Product Defect | Class | Hospital
Device Correction
6/10/2023 In2Flow Nasal cannula Medical Product Defect | Class I Hospital
Device Alert
6/10/2023 KETOROLAC-BAXTER Medicine Recall Class | Hospital
ketorolac trometamol 30 mg/1
mL solution for injection ampoule
6/10/2023 MiSeqDx instrument and Medical Product Defect | Class Il Hospital
NextSeq 550Dx instrument. An Device Correction
in vitro diagnostic medical device
(IVD).
6/10/2023 StealthStation S8 and FIexENT | Medical Product Defect | Class Il Hospital
Device Correction
6/10/2023 Trushot 2.0 Hospital Cleaner & Medical Product Defect | Class I Hospital
Disinfectant, Trushot 2.0 Multi- Device Alert
Hard Surface, Restroom Cleaner
& Disinfectant
5/10/2023 Advanced Cement Mixer (ACM) | Medical Recall Class I Hospital
System devices Device
5/10/2023 EVIS X1 VIDEO SYSTEM Medical Product Defect | Class | Hospital
CENTER OLYMPUS Device Correction
5/10/2023 ID-DiaPanel Plus 6. An in vitro Medical Product Defect | Class I Hospital
diagnostic medical device (VD). | Device Correction
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4/10/2023 ARCHITECT and Alinity c Iron Medical Recall Class Il Hospital
Reagent Kit. An in vitro Device
diagnostic medical device (IVD)
3/10/2023 FiberLink 0, Blue Medical Product Defect | Class Ill Hospital
Device Alert
3/10/2023 StaySafe Peritoneal Dialysis Medical Product Defect | Class | Hospital
Disinfection Cap to close Device Alert
patient's peritoneal catheter
29/09/2023 EMBLEM S-ICD and EMBLEM Medical Product Defect | Class Il Consumer
MRI S-ICD enrolled in Device Correction
LATITUDE
29/09/2023 HeartMate Apical Coring Knife Medical Product Defect | Class Il Hospital
Device Alert
29/09/2023 Tempus Pro Monitor Medical Product Defect | Class Il Hospital
Device Correction
28/09/2023 EVIS EXERA 1lI Medical Product Defect | Class | Hospital
GASTROINTESTINAL Device Correction
VIDEOSCOPE OLYMPUS
28/09/2023 Kangaroo Connect Enteral Medical Product Defect | Class Il Hospital
Feeding Set, 1000 mL bag, Feed | Device Correction
Only, Non-Sterile
27/09/2023 EXALT Model D Single-Use Medical Recall Class Il Hospital
Duodenoscope Device
27/09/2023 INOMED C3 CRYOPROBE 2, Medical Recall Class I Hospital
1mm SHARP Device
26/09/2023 Pilling LOWSLEY PROSTATIC Medical Product Defect | Class | Hospital
TRACTOR CVD and STR Device Correction
25/09/2023 Glucose-6-Phosphate Medical Recall Class Il Hospital
Dehydrogenase (G-6-PDH). An | Device
in vitro diagnostic medical device
(IVD)
25/09/2023 Impella 5.5 with SmartAssist Medical Product Defect | Class | Hospital
heart pumps Device Correction
25/09/2023 MIDAZOLAM 50mg/ 10mL Medicine Product Defect | Class | Retall
solution for injection Correction
24/09/2023 Ad-Tech Epidural Spinal Medical Recall Class Il Hospital
Electrodes Device
23/09/2023 AMCAL URICALM Medicine Recall Class lll Retall
EFFERVESCENT granules oral
powder sachet
22/09/2023 The Atrium Ocean, Oasis and Medical Product Defect | Class Il Hospital
Express chest drains: Drain, Device Correction
Qasis Single, Drain, Oasis
Paediatric, Drain, Express,
Single, Drain, Ocean Single and
Drain, Ocean, Paediatric
20/09/2023 Access hsTnl Reagent. An in Medical Recall Class I Hospital
vitro diagnostic medical device Device
(IVD)
20/09/2023 Hybrid Guidewire Medical Product Defect | Class llI Hospital
(HYBRID12D300) Device Alert
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19/09/2023 18F-Fludeoxyglucose (FDG) Medicine Product Defect | Class Il Hospital
Correction
19/09/2023 Triathlon Fixation Peg 2 Per Medical Recall Class lll Hospital
Pack Device
19/09/2023 Whole Lamellar Biological | Hazard Alert Class I Hospital
18/09/2023 Juno 200 Ventilators Medical Recall Class Il Hospital
Device
18/09/2023 Luminos Agile Max, Axiom Medical Product Defect | Class Il Hospital
Luminos dRF, Luminos dRF Device Correction
Max, Ysio, Ysio Max, Ysio
X.pree with BABIX holder on the
Bucky wall stand
15/09/2023 da Vinci Xi/X Instrument Arm Medical Product Defect | Class I Hospital
Drapes Device Correction
15/09/2023 PROVEO 8, M530 OHX and Medical Product Defect | Class I Hospital
PROvido surgical operating Device Correction
microscopes
14/09/2023 DNCG iso (cromoglicic acid Medicine Recall Class Il Hospital
disodium salt) 20 mg/2 mL
Solution (Pack of 50 x 2 mL)
13/09/2023 Eligard leuprorelin acetate 7.5 Medicine Recall Class I Retall
mg modified release injection
syringe
13/09/2023 Lyphochek Hemoglobin A2 Medical Product Defect | Class llI Hospital
Control. An in vitro diagnostic Device Correction
medical device (IVD)
13/09/2023 RX series analysers. An in vitro | Medical Product Defect | Class Il Hospital
diagnostic medical device (IVD) | Device Correction
12/09/2023 Astral 100 and Astral 150 Medical Product Defect | Class I Consumer
ventilators Device Correction
12/09/2023 CARDIOHELP-i Medical Product Defect | Class | Hospital
Device Correction
12/09/2023 Technopath Multichem IA Plus, Medical Product Defect | Class I Hospital
Multichem |A Plus, Multichem S | Device Alert
Plus Level 1, Multichem S Plus
Level 2, Multichem S Plus Level
3 and Multichem P. An in vitro
diagnostic medical device (IVD)
12/09/2023 Zimmer Dermatome Blades Medical Recall Class I Hospital
Device
11/09/2023 Accu-Chek Solo Canné&P-hold Medical Product Defect | Class Il Consumer
6mm 10+3, Accu-Chek Solo Device Correction
Cann&P-hold 9mm 10+3, Accu-
Chek Solo insertion device
ROW, Accu-Chek Solo reservoir
Po8, Accu-Chek Solo system G
mol AU/en and Accu-Chek Solo
system A mol AU/en
11/09/2023 Allergenic Extract — Pecan Nut Medical Recall Class | Retail
(Food) Device
11/09/2023 F-18 Fludeoxyglucose Medicine Recall Class Il Hospital
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11/09/2023 Microscalpel Plastic Handle, Medical Recall Class Il Hospital
Incision Knife Device

8/09/2023 AU/DxC AU Chemistry Medical Recall Class Il Hospital

Transferrin. An in vitro diagnostic | Device
medical device (VD)

8/09/2023 Thermo Clone VPS Fast Set, Medical Recall Class Il Retail
Heavy Body 50mL 2pk Kit Device
8/09/2023 Venue Go Standard Carts Medical Product Defect | Class Il Hospital
Device Correction
7/09/2023 CellAED Medical Recall Class | Consumer
Device
7/09/2023 CryoMini Medical Product Defect | Class Il Retail
Device Correction
7/09/2023 Dispenser DP 30 Pump Medical Product Defect | Class Il Hospital
Device Correction
7/09/2023 EnSite X EP System with Medical Product Defect | Class Il Hospital
software version 3.0 Device Correction
7/09/2023 Euky Bear Warm Steam Medical Recall Class Il Consumer
Vaporiser - Humidifier Device
7/09/2023 VENTANA anti-ALK (D5F3) Medical Recall Class Il Hospital
Rabbit Monoclonal Primary Device

Antibody. An in vitro diagnostic
medical device (IVD)

6/09/2023 F2-01 Frame and CARESCAPE | Medical Product Defect | Class Il Hospital
ONE and CARESCAPE Canvas | Device Correction
1000 patient monitors

6/09/2023 Motec Wrist ArthrodesisSystem | Medical Hazard Alert Class Il Hospital
—Metacarpal Taper Device
6/09/2023 Motec Wrist ArthrodesisSystem | Medical Hazard Alert Class Il Hospital
—Metacarpal Taper Device
5/09/2023 MD Eleva systems Medical Product Defect | Class I Hospital
Device Correction
5/09/2023 Over-ear headphones Medical Product Defect | Class I Hospital
Device Correction
4/09/2023 3M Attest Super Rapid 5 Steam- | Medical Recall Class Il Hospital
Plus Challenge Pack Device
4/09/2023 Allura Xper, Allura Centron, and | Medical Product Defect | Class Il Hospital
Azurion systems Device Correction
4/09/2023 VITROS Chemistry Products Medical Product Defect | Class I Hospital
ALKP Slides and VITROS XT Device Correction

Chemistry Products TBIL-ALKP
Slides. An in vitro diagnostic
medical device (IVD)

1/09/2023 HeartWare Ventricular Assist Medical Product Defect | Class | Hospital
Device (HVAD) System Device Correction
1/09/2023 Philips Essenta DR Compact Medical Product Defect | Class Il Hospital
Device Correction
31/08/2023 GMK Efficiency - Sphere CR Medical Recall Class Il Hospital
Insert Instrument Set Size 1 Device
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31/08/2023 RevolLock Align Kit and Medical Recall Class Il Consumer
Threaded Inserts Device
30/08/2023 Scandinavian Total Ankle Medical Hazard Alert Class Il Consumer
Replacement (STAR Ankle) Device
30/08/2023 SV600/800 Mindray Ventilator Medical Product Defect | Class | Hospital
Device Correction
29/08/2023 Allura Xper, Allura Centron, Medical Product Defect | Class I Hospital
Azurion and MultiDiagnost-Eleva | Device Correction
systems
29/08/2023 Fludeoxyglucose Medicine Recall Class Il Hospital
29/08/2023 ON-Q Pain Relief System Medical Recall Class lll Hospital
QUIKBLOC Over-the-Needle Device
Catheter Set (Original,
Stimulating and NRFit
Connector)
28/08/2023 Cardiosave Hybrid and Rescue Medical Product Defect | Class | Hospital
Intra-Aortic Balloon Pumps Device Correction
28/08/2023 MEERA Operating Tables Medical Product Defect | Class Il Hospital
Device Correction
28/08/2023 Tc99m Mag 3 and Tc99m Medicine Recall Class Il Hospital
Cardiolite
25/08/2023 Attune Cementless CR Femur Medical Hazard Alert Class I Hospital
Device
25/08/2023 Minisart HY SRP Syringe Medical Product Defect | Class Il Hospital
Device Correction
25/08/2023 Sophysa SM1 Medical Recall Class Il Hospital
Device
24/08/2023 Aquilex Fluid Control System Medical Product Defect | Class Il Hospital
Pump Device Correction
24/08/2023 EXCOR Cannulae Medical Hazard Alert Class | Hospital
Device
24/08/2023 HeartWare Ventricular Assist Medical Hazard Alert Class | Hospital
Device (HVAD) System Device
23/08/2023 K (Potassium) electrode Medical Recall Class I Hospital
Device
22/08/2023 Centricity Enterprise Archive Medical Product Defect | Class Il Hospital
V2.X, V3.X, V4.X and Enterprise | Device Correction
Archive Version 8
22/08/2023 The EasyScreen Respiratory Medical Product Defect | Class I Hospital
Pathogen Detection Kit. An in Device Alert
vitro diagnostic medical device
(IVD)
21/08/2023 Infusomat Space Infusion Pump | Medical Recall Class Il Hospital
Device
21/08/2023 Invivoscribe LymphoTrack Dx Medical Recall Class I Hospital
IGH FR3 Assay Panel - MiSeq Device
and Invivoscribe LymphoTrack
Dx IGH FR1/2/3 Panel - MiSeq.
An in vitro diagnostic medical
device (VD)
21/08/2023 Ocular Sciera Biological | Hazard Alert Class I Hospital
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21/08/2023 Space Plus Infusomat Infusion Medical Recall Class Il Hospital
Pump Device
21/08/2023 TC-1 Reusable Tip Clip Sensors | Medical Recall Class Il Hospital
Device
18/08/2023 Genex DS 2.5cc and GeneX DS | Medical Product Defect | Class Il Hospital
5cc Device Correction
18/08/2023 Philips Incisive CT and CT 3500 | Medical Product Defect | Class Il Hospital
systems Device Correction
18/08/2023 Philips Spectral CT7500 Medical Product Defect | Class Il Hospital
Device Correction
18/08/2023 Radixact Treatment Delivery Medical Product Defect | Class I Hospital
System Device Correction
17/08/2023 ORTHO Sera Anti-Lea Murine Medical Recall Class Il Hospital
Monoclonal IgM. An in vitro Device
diagnostic medical device (VD)
17/08/2023 The Gallant, Entrant, and Medical Product Defect | Class Il Hospital
Neutrino NXT HV devices Device Correction
17/08/2023 ZEISS OPMI LUMERA 300 - Medical Product Defect | Class Il Hospital
Suspension Arm Device Correction
16/08/2023 18F-Fludeoxyglucose (FDG) Medicine Product Defect | Class Il Hospital
Correction
16/08/2023 Arjo medical beds Enterprise Medical Product Defect | Class Il Consumer
5000x, Enterprise 8000X, Device Correction
Enterprise 9000X, Citadel
assembled with IndiGo module
16/08/2023 One-Way Valve, 22F x 22M Medical Recall Class | Hospital
Device
15/08/2023 Bard Marquee Disposable Core | Medical Recall Class I Hospital
Biopsy Instrument Kit Device
15/08/2023 Technetium-99m NanoScan Medicine Recall Class Il Hospital
14/08/2023 BD Alaris Gateway Workstation | Medical Product Defect | Class I Hospital
Device Correction
14/08/2023 HeartSine Samaritan Public Medical Product Defect | Class | Consumer
Access Defibrillator Pak (PAD- Device Correction
PAK)
14/08/2023 myLife CamAPS FX app for Medical Product Defect | Class Il Consumer
automated insulin delivery Device Correction
14/08/2023 Pentacam AXL (Type 70100) Medical Product Defect | Class Il Hospital
and Pentacam AXL Wave (Type | Device Correction
70020)
11/08/2023 HemoslIL Liquid Anti-Xa. An in Medical Product Defect | Class I Hospital
vitro diagnostic medical device Device Correction
(IVD)
11/08/2023 OCULUS Myopia Master Medical Product Defect | Class Il Hospital
Device Correction
10/08/2023 aView 2 Advance Medical Product Defect | Class Il Hospital
Device Correction
10/08/2023 Thermo Scientific MAS Omni Medical Product Defect | Class llI Hospital
CORE Control. An in vitro Device Correction
diagnostic medical device (IVD)
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9/08/2023 BritePro Solo Evo Single-Use Medical Product Defect | Class | Hospital
Fiber Optic Laryngoscope Device Correction
Handle
9/08/2023 FDR Visionary Suite Medical Product Defect | Class Il Hospital
Device Correction
9/08/2023 Iron_2 reagent wedge pairs. An | Medical Product Defect | Class Il Hospital
in vitro diagnostic medical device | Device Correction
(IVD)
8/08/2023 Medfusion Model 3500 and Medical Product Defect | Class | Hospital
Model 4000 Syringe Infusion Device Correction
Pumps
7/08/2023 Anti-Fya. An in vitro diagnostic Medical Recall Class I Hospital
medical device (IVD) Device
7/08/2023 FDG Medicine Recall Class Ill Hospital
7/08/2023 HAMILTON-C1/T1/MR1 Medical Product Defect | Class | Hospital
Ventilators Device Correction
7/08/2023 LymphoTrack Dx IGH FR3 Medical Recall Class Il Hospital

Assay Panel — MiSeq. An in vitro | Device
diagnostic medical device (VD)

7/08/2023 McGRATH MAC 2 Disposable Medical Recall Class | Hospital
Laryngoscope Blade Device

4/08/2023 INJEKT 10 ML and INJEKT 10 Medical Recall Class Il Hospital
ML LL Device

4/08/2023 Medima infusion Sets used with | Medical Product Defect | Class Il Hospital
Large Volume Infusion Pumps Device Correction

3/08/2023 HeartStart Intrepid Medical Product Defect | Class | Hospital
Monitor/Defibrillator Device Correction

3/08/2023 Technetium-99m Nanoscan Medicine Recall Class I Hospital

2/08/2023 PDS Il (polydioxanone) Suture Medical Recall Class Il Hospital
and PDS Plus Antibacterial Device
(polydioxanone) Suture

1/08/2023 EVO IQ Large Volumetric Pumps | Medical Product Defect | Class Il Hospital
(LVP) Device Correction

1/08/2023 McKesson/Change Healthcare Medical Product Defect | Class Il Hospital
Cardiology Hemo with the Nurse | Device Correction
Charting Solution

1/08/2023 SODIUM CHLORIDE Medicine Recall Class | Hospital

INTRAVENOUS INFUSION BP
0.9% 100/50 mL

28/07/2023 Change Healthcare Cardiology, | Medical Product Defect | Class Il Hospital
Change Healthcare Cardiology Device Correction
Hemo and Change Healthcare
Cardiology ECG Management

27/07/2023 Diacan Flex 14G 2,2x25mm Medical Recall Class I Hospital
Device
27/07/2023 Urinary/Cerebrospinal Fluid Medical Product Defect | Class Il Hospital
Protein. An in vitro diagnostic Device Correction

medical device (IVD)
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25/07/2023 Exactech Ultra-High Molecular Medical Hazard Alert Class Il Hospital
Weight Polyethylene (UHMWPE) | Device
Liners (Optetrak/Optetrak Logic
Knee & Vantage Ankle)
25/07/2023 IView GT - Linear Accelerator Medical Product Defect | Class Il Hospital
Device Correction
25/07/2023 Philips Spectral CT7500 Medical Product Defect | Class Il Hospital
Device Correction
24/07/2023 Alinity m Sample Prep Kit 1. An Medical Recall Class Il Hospital
in vitro diagnostic medical device | Device
(IVD)
24/07/2023 Irradiated Femoral Head (R) Biological | Hazard Alert Class I Hospital
24/07/2023 Restoris MCK Tibial Baseplate Medical Recall Class Il Hospital
Trial STD RM/LL Sizes 5 and 6 Device
24/07/2023 Restoris RIO Straight Cup Medical Recall Class Il Hospital
Reamer Handle Device
21/07/2023 DexaHEXAL 4 mg / ml Injection | Medicine Recall Class Il Hospital
Solution
21/07/2023 Immunoglobulin A (IgA). An in Medical Product Defect | Class Il Hospital
vitro diagnostic medical device Device Correction
(IVD)
21/07/2023 MetaVision version 6.x Medical Product Defect | Class Il Hospital
Device Correction
21/07/2023 Sirdalud (Tizanidin) MR 6 mg Medicine Recall Class I Retall
capsules
21/07/2023 Specific Protein Calibrator. An in | Medical Product Defect | Class Il Hospital
vitro diagnostic medical device Device Correction
(IVD)
20/07/2023 3D9-3v Transducer (Accessory Medical Product Defect | Class Il Hospital
to Philips Ultrasound Systems : Device Correction
EPIQ Elite, Affiniti 30, 50, and
70, ClearVue 850, HD15, iU22,
Compact 5000)
20/07/2023 ACUSON Redwood 2.0 Medical Product Defect | Class Il Hospital
ultrasound systems - 18L6 Device Correction
transducer
20/07/2023 Disposable EMR Kit and Distal Medical Recall Class I Hospital
Attachment Device
20/07/2023 Immunoassay Speciality | Level | Medical Product Defect | Class Il Hospital
1. An in vitro diagnostic medical | Device Correction
device (VD)
20/07/2023 MAS Omni-Infectious BSI Medical Recall Class I Hospital
Positive Control Panel. An in Device
vitro diagnostic medical device
(IVD)
20/07/2023 Surgical face Mask - Earloop Medical Product Defect | Class Il Hospital
Level 3 Barrier Device Alert
19/07/2023 Bilirubin Total (DCA). An in vitro | Medical Product Defect | Class I Hospital
diagnostic medical device (IVD) | Device Correction
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19/07/2023 Liquichek Pediatric Control. An in | Medical Product Defect | Class Il Hospital
vitro diagnostic medical device Device Correction
(VD)
18/07/2023 Sternal Retractor contained Medical Recall Class | Hospital
within ANZ Emergency Chest Device
Re-Opening Packs
17/07/2023 Australia Top 1 Health Medical Product Defect | Class I Hospital
Management Pty Ltd - ARTG: Device Alert
338200
17/07/2023 CKT Group Australia Pty Ltd - Medical Product Defect | Class Il Retail
Mask, surgical, single use Device Alert
17/07/2023 Hasky Aus Distributors Pty Ltd - | Medical Product Defect | Class Il Retail
Airway protection face mask Device Alert
17/07/2023 Lead Extraction Lead Clippers Medical Recall Class | Hospital
Device
17/07/2023 Medispec Australia Pty Ltd - Medical Product Defect | Class Il Hospital
ARTG: 335721 Device Alert
14/07/2023 SABRIL 500mg tablet blister Medicine Recall Class | Retall
pack 100 tablet pack
14/07/2023 SOZO Bilateral Arm L-Dex Medical Product Defect | Class Il Retail
Software Device Correction
14/07/2023 Symbia Pro.specta Medical Product Defect | Class Il Hospital
Device Correction
12/07/2023 Access Thyroglobulin Calibrator. | Medical Recall Class Il Hospital
An in vitro diagnostic medical Device
device (VD)
12/07/2023 DANA-i Insulin Pump Medical Recall Class I Consumer
Device
12/07/2023 FIVE S 5.3 x 65, sterile, for Medical Recall Class Il Hospital
single use (Pc.) and FIVE S 5.3 x | Device
65, sterile, for single use (Pack.)
12/07/2023 Incubator - Babyleo TN500 Medical Product Defect | Class Il Hospital
IncuWarmer Device Correction
12/07/2023 Swan-Ganz Double Lumen Medical Product Defect | Class Il Hospital
Monitoring Catheter Device Correction
11/07/2023 18F — Fluorodeoxyglucose Medicine Product Defect | Class I Hospital
Injection Correction
10/07/2023 Air/Water Valve MAJ-1444 Medical Product Defect | Class | Hospital
Device Correction
10/07/2023 Skeletal Dynamics Protean Medical Product Defect | Class llI Hospital
Radial Head Plate (Left and Device Correction
Right designs)
7/07/2023 18F — Fluorodeoxyglucose Medicine Product Defect | Class Il Hospital
Injection Correction
7/07/2023 ACL TOP SW 6.4.0. An in vitro Medical Product Defect | Class I Hospital
diagnostic medical device (IVD) | Device Correction
7/07/2023 Bronchoscopes, tracheal Medical Product Defect | Class | Hospital
intubation scopes and airway Device Correction
mobilescopes
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7/07/2023 CADD Infusion System Medical Product Defect | Class | Hospital
Disposables (also known as Device Alert
Veletri Consumables kit)

7/07/2023 Fusion Lithotripsy Extraction Medical Recall Class | Hospital
Baskets Device

7/07/2023 MINOP trocar, outer diameter 6 | Medical Recall Class Il Hospital
mm Device

7/07/2023 MRI system Vantage Titan 3T Medical Product Defect | Class Il Hospital
MRT-3010 Device Correction

7/07/2023 Musculoskeletal tissue: Bone, Biological | Hazard Alert Class I Hospital

Morsellised, Irradiated, Frozen-L,
Bone, Segmented, Irradiated,
Frozen-L, Tendon (non-

irradiated)

7/07/2023 O&M Halyard Surgical and Medical Product Defect | Class I Hospital
Procedural Facemasks Device Alert

6/07/2023 Access Folate and Access TSH | Medical Recall Class Il Hospital
Reagent Packs when used on Device

Dxl 9000 Access Immunoassay
Analyser. An in vitro diagnostic
medical device (VD)

6/07/2023 Carina Ventilator, Adult Medical Product Defect | Class Il Hospital
Device Correction
6/07/2023 IntelliVue MX40 Patient Monitor | Medical Product Defect | Class | Hospital
Device Correction
6/07/2023 Multiple Smiths Medical Devices | Medical Recall Class Il Hospital
Device
6/07/2023 Plum 360 Infusion System Medical Product Defect | Class | Hospital
Device Correction
5/07/2023 500 XLE treatment chairs Medical Product Defect | Class Il Retail
Device Correction
5/07/2023 Alcon Phaco Tips and packs or Medical Product Defect | Class Il Hospital
kits containing Device Correction
5/07/2023 APO Frusemide 40mg Medicine Product Defect | Class Il Retail
Correction
5/07/2023 Rotaflow Il Drive Medical Product Defect | Class | Hospital
Device Correction
4/07/2023 Britepro Solo Single-Use Fiber Medical Recall Class | Hospital
Optic Laryngoscope Handle Device
4/07/2023 CADD Infusion System Medical Recall Class | Hospital
Disposables Device
4/07/2023 ID-DiaPanel and ID-Panel P. An | Medical Product Defect | Class Il Hospital
in vitro diagnostic medical device | Device Correction
(IVD)
4/07/2023 Natural Instinct Kids SPF50+ Medicine Recall Class Il Consumer
Clean Sunscreen
3/07/2023 Allura Xper and Azurion systems | Medical Product Defect | Class Il Hospital
Device Correction
30/06/2023 EVOLUTIS Reusable Medical Product Defect | Class Il Hospital
Instruments Device Correction
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30/06/2023 Full Vision Treadmill and Medical Product Defect | Class Il Hospital
QStress System (with Treadmill) | Device Correction
30/06/2023 Hamilton C1, T1, MR1 Medical Product Defect | Class Il Hospital
Ventilators Device Correction
30/06/2023 HAMILTON-C1/T1/C3 Medical Product Defect | Class I Hospital
Ventilators with Neonatal Option | Device Alert
30/06/2023 Oxford Advance Patient Hoist Medical Product Defect | Class Il Consumer
Device Correction
30/06/2023 TruSignal SpO2 Sensors Medical Product Defect | Class Il Hospital
Device Correction
29/06/2023 Cholesterol, Direct HDL- Medical Product Defect | Class Il Hospital
Cholesterol, Direct Bilirubin and | Device Correction
Liquid CO2-2. An in vitro
diagnostic medical device (VD)
29/06/2023 INTESTINAL VIDEOSCOPE Medical Recall Class | Hospital
OLYMPUS PSF-1, SINGLE USE | Device
POWERSPIRAL TUBE DPST-1
and POWERSPIRAL CONTROL
UNIT PSCU
29/06/2023 Sterile compounded infusion Medicine Recall Class Il Hospital
bags containing carboplatin or
carmustine diluted in 5% glucose
29/06/2023 Treatment chairs 500 XLE Medical Product Defect | Class Il Hospital
Device Correction
28/06/2023 Macroplastique Medical Hazard Alert Class Il Hospital
Device
28/06/2023 MEGADYNE Suction Medical Recall Class Il Hospital
Coagulators Handswitching, Device
10Fr, 8Fr and 12Fr (6 inch).
28/06/2023 Philips Spectral CT 7500 Medical Product Defect | Class Ill Hospital
Device Correction
28/06/2023 Stephan Applicator EasyFlow Medical Product Defect | Class Il Hospital
nCPAP with magnet and sealing | Device Correction
cap for pressure measuring
connection
23/06/2023 Abtectcell 11l 0.8% Reagent Red | Medical Recall Class | Hospital
Blood Cells. An in vitro Device
diagnostic medical device (VD).
22/06/2023 ARTIS pheno, ARTIS icono Medical Product Defect | Class I Hospital
biplane, ARTIS icono floor Device Correction
22/06/2023 Fluphenazine deconate Medicine Recall Class | Retail
(Neuraxpharm) 25mg/1mL soln
for IM inj amp (1mLx5)
22/06/2023 OEC Flexiview 8800 systems, Medical Product Defect | Class Il Hospital
OEC 9800 systems, OEC 9900 Device Correction
systems and OEC Elite systems
all with 9-inch Image Intensifier.
22/06/2023 ultraView Universal AP Red Medical Recall Class Il Hospital
Detection Kit. An in vitro Device
diagnostic medical device (VD)
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22/06/2023 Vivid S60 / Vivid S70 / Vivid Medical Product Defect | Class Il Hospital
S60N / Vivid S70N Ultrasound Device Correction
Systems
21/06/2023 46923 Haematological Medical Recall Class I Hospital
concentrate system Kkits, platelet | Device
concentration: A-CP-Kit-3,
RegenACR-C Plus, RegenACR-
C Extra, RegenKit-BCT-1,
RegenKit-BCT-2 Plus, RegenKit-
BCT-3 and RegenKit-BCT-T
21/06/2023 Disposable Yankauer Sucker - Medical Product Defect | Class I Hospital
rose tip, non-vented, double Device Correction
wrapped
21/06/2023 Phenocell C 3% and Phenocell C | Medical Recall Class I Hospital
0.8% An in vitro diagnostic Device
medical device (IVD)
21/06/2023 Philips MR room cage Medical Product Defect | Class Il Hospital
installations Device Correction
21/06/2023 TC-I Reusable Tip Clip Sensor Medical Recall Class I Hospital
Device
21/06/2023 TheraSleeve Medical Product Defect | Class Il Hospital
Device Correction
20/06/2023 Adjustable Gastric Band Medical Recall Class | Hospital
Device
20/06/2023 Umbilical cord clamp remover Medical Product Defect | Class llI Hospital
Device Alert
19/06/2023 Philips Big Bore RT, Brilliance Medical Product Defect | Class Il Hospital
CT Big Bore and Brilliance CT Device Correction
Big Bore Oncology (software
version 4.8.0)
19/06/2023 Philips PageWriter TC30/50/70 Medical Product Defect | Class Il Hospital
Cardiographs Device Correction
19/06/2023 Reliance Vision Multi-Chamber Medical Product Defect | Class I Hospital
Washer Device Correction
16/06/2023 BIONECTOR OCTOPUS DBL Medical Recall Class Il Hospital
LUMEN 2ARV Device
16/06/2023 Bronchofiberscope and Medical Product Defect | Class | Hospital
Bronchovideoscope Device Correction
16/06/2023 Cytokine and Growth factors Medical Product Defect | Class llI Hospital
Array Device Correction
16/06/2023 Exactech Ergo Impactor Handle | Medical Recall Class Il Hospital
Device
16/06/2023 Single use, surgical, mask Medical Product Defect | Class Il Hospital
Device Alert
15/06/2023 18F — Fluorodeoxyglucose Medicine Product Defect | Class llI Hospital
Injection Correction
15/06/2023 da Vinci X/Xi Tip-Up Fenestrated | Medical Recall Class | Hospital
Grasper (Version 12) Device
14/06/2023 BD Synapsys. An in vitro Medical Product Defect | Class Il Hospital
diagnostic medical device (IVD) | Device Correction
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14/06/2023 FLUOROURACIL 3,675MG IN Medicine Recall Class llI Hospital
0.9% SODIUM CHLORIDE IN
SUREFUSER + (5ML/HR) FOR
INTRAVENOUS INFUSION.
14/06/2023 Philips Spectral CT 7500 Medical Product Defect | Class Il Hospital
Device Correction
13/06/2023 Datascope Sensation Medical Product Defect | Class | Hospital
Plus/MEGA IAB CATHETERS Device Correction
13/06/2023 Durepair Dura Regeneration Medical Recall Class | Hospital
Matrix Device
13/06/2023 DxA 5000 Automation System. Medical Product Defect | Class Il Hospital
An in vitro diagnostic medical Device Correction
device (VD)
13/06/2023 Fludeoxyglucose (18F) Injection | Medicine Recall Class Il Hospital
([18F]FDG)
13/06/2023 The Alinity ci-series. An in vitro Medical Product Defect | Class Il Hospital
diagnostic medical device (IVD) | Device Correction
9/06/2023 Endotracheal Tube Connector Medical Recall Class | Hospital
Device
9/06/2023 NeuroLogica OmniTom Elite Medical Product Defect | Class Il Hospital
Computed Tomography systems | Device Correction
9/06/2023 Olympus HF-Resection Medical Product Defect | Class | Hospital
Electrode Device Correction
8/06/2023 Fludeoxyglucose (18F) Injection | Medicine Recall Class Il Hospital
FDG - 10mL Vial
8/06/2023 Vanta Implantable Medical Product Defect | Class Il Consumer
Neurostimulator (INS) Device Correction
7/06/2023 Azurion and Allura Xper series Medical Product Defect | Class Il Hospital
Device Correction
7/06/2023 Cardiac Ultra-Low Control. An in | Medical Product Defect | Class Il Hospital
vitro diagnostic medical device Device Alert
(IVD)
7/06/2023 DreamStation GO (DSGO) sleep | Medical Product Defect | Class Il Consumer
therapy device Device Correction
7/06/2023 Giraffe OmniBeds and Giraffe Medical Product Defect | Class Il Hospital
OmniBed Carestation Device Correction
7/06/2023 Technetium-99m & Technetium- | Medicine Recall Class Il Hospital
99m labelled
radiopharmaceuticals: Tc99m
DTPA, Tc99m DTPA Pulmonary
Ventilation, Tc99m Neurolite and
Tc99m Mebrofenin
7/06/2023 Tiger Snake Antivenom 3000 Medicine Recall Class I Retall
Units Injection Vial
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5/06/2023 Accu-Chek Solo diabetes Medical Product Defect | Class Il Consumer
manager included in Accu-Chek | Device Correction
Solo system kits and Accu-Chek
Solo replacement kits: DM Guide
Solo mol, DM Aviva Solo mol,
Accu-Chek Solo System G mol
AU/en, Accu-Chek Solo system
A mol AU/en, Accu-Chek Guide
Solo Repl mol and Accu-Chek
Aviva Solo Repl mol
5/06/2023 Besmed Health Business Corp, Medical Recall Class I Consumer
Paediatric Size 2, Cushioned Device
Disposable Face Mask,
packaged with the LifeVac
Airway Clearance Device
5/06/2023 EBV R-GENE and BK Virus R- Medical Product Defect | Class Il Hospital
GENE. An in vitro diagnostic Device Alert
medical device (VD)
5/06/2023 Superset Fixed Elbow Catheter | Medical Recall Class | Hospital
Mount 22F-22M/15F = 70mm- Device
150mm
5/06/2023 VERITAS Advanced Infusion and | Medical Recall Class Il Hospital
Fluidics Packs Device
2/06/2023 4.0 Mm Cannulated Cancellous | Medical Recall Class Il Hospital
Screw, Full Thread, T15, 24mm Device
2/06/2023 Afinion 2 and Alere Afinion 2. An | Medical Product Defect | Class I Retall
in vitro diagnostic medical device | Device Correction
(IVD)
2/06/2023 Anti-Adenovirus ELISA (IgM). An | Medical Recall Class Il Hospital
in vitro diagnostic medical device | Device
(IVD)
2/06/2023 BD Alaris Pump Module Model Medical Product Defect | Class | Hospital
8100 — All devices Device Correction
2/06/2023 Oxylog 3000 plus Medical Product Defect | Class Il Hospital
Device Correction
2/06/2023 PocketECG PC Client software Medical Product Defect | Class Il Hospital
Device Correction
2/06/2023 PushTracker E2 and E3 Medical Product Defect | Class Il Consumer
component utilised with the Device Correction
SmartDrive MX2+ Power Assist
Device
1/06/2023 Calibration Serum Level 3, Medical Product Defect | Class Il Hospital
Human Precision Control Levels | Device Correction
2 & 3 and Human Assayed Multi-
Sera Levels 2 & 3. An in vitro
diagnostic medical device (VD)
1/06/2023 HeartWare Ventricular Assist Medical Recall Class | Hospital
Device (HVAD) System Device
1/06/2023 Infinity Centralstation Medical Product Defect | Class | Hospital
Device Correction
1/06/2023 T2100-ST Treadmill Medical Product Defect | Class I Hospital
Device Correction
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31/05/2023 Thermo Scientific MAS Omni Medical Product Defect | Class Il Wholesale
CORE Controls. An in vitro Device Alert
diagnostic medical device (IVD)
30/05/2023 Betta Link SR Reusable Guide Medical Recall Class I Hospital
Pronged BSM, Betta Link SR Device
Guide Fishmouth BSM, Betta
Link Implant Kit Shoulder BSM,
Betta Link LG Reusable Guide
Pronged BSM, Betta Link LG
Guide Fishmouth BSM and Betta
Link Implant Kit Hip BSM
30/05/2023 Corpuls3 Software Medical Product Defect | Class Il Hospital
Device Alert
26/05/2023 Lorazepam Injection, USP 2 Medicine Recall Class I Hospital
mg/ml
26/05/2023 MobileDiagnost wDR Medical Product Defect | Class Il Hospital
Device Correction
26/05/2023 Philips IQon, iCT, Ingenuity and | Medical Product Defect | Class Il Hospital
Brilliance CT 64 systems Device Correction
26/05/2023 Tempus LS Medical Product Defect | Class | Retail
Device Correction
26/05/2023 Treadmill TMX428 110V, Medical Product Defect | Class Il Hospital
Treadmill TMX428 220V, Device Correction
Treadmill TMX428CP 110V and
Treadmill TMX428CP 220V
25/05/2023 Tunneling Instrument 600MM Medical Recall Class Il Hospital
Device
24/05/2023 Allen Advance Chest Support Medical Recall Class I Hospital
with pad Device
24/05/2023 EliA GBM Wells. An in vitro Medical Product Defect | Class Il Hospital
diagnostic medical device (IVD) | Device Alert
24/05/2023 Fabian HFO, fabian +nCPAP Medical Product Defect | Class I Hospital
evolution and fabian Therapy Device Correction
evolution
24/05/2023 Medifab Carrot 11l XL Car Seat Medical Product Defect | Class Il Consumer
Device Correction
24/05/2023 VITROS XT 7600 Integrated Medical Product Defect | Class Il Hospital
System and VITROS 5600 Device Correction
Integrated System. An in vitro
diagnostic medical device (VD)
22/05/2023 BioComposite Labral SwiveLock | Medical Hazard Alert Class Il Hospital
3.5 mm X 15.8mm Device
22/05/2023 Philips Incisive CT System Medical Product Defect | Class Il Hospital
Device Correction
19/05/2023 Shengquan FFP2 Particle Medical Product Defect | Class Il Retail
Filtering Half Mask Device Alert
19/05/2023 StealthStation S7 Cranial Medical Product Defect | Class | Hospital
Software v3.1.4 Device Correction
18/05/2023 Aptio Automation Storage and Medical Product Defect | Class Il Hospital
Retrieval Module (SRM). An in Device Correction
vitro diagnostic medical device
(IVD)
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18/05/2023 CARTO OCTARAY Mapping Medical Product Defect | Class Il Hospital
Catheter with TRUEref Device Correction
Technology
18/05/2023 Lipoprotein(a). An in vitro Medical Product Defect | Class Il Hospital
diagnostic medical device (IVD) | Device Correction
18/05/2023 Nano-Tech T4 Respirator - All Medical Product Defect | Class Il Hospital
Batches - ARTG 335981 Device Alert
18/05/2023 Phenobarbital. An in vitro Medical Product Defect | Class IlI Hospital
diagnostic medical device (IVD) | Device Alert
18/05/2023 Resuscitaire Infant Radiant Medical Product Defect | Class Il Hospital
Warmer with the Optional Scale | Device Correction
18/05/2023 Sodium Chloride 5% Ophthalmic | Medicine Recall Class Il Retail
Solution, 15ml [1] Eye drop (US)
18/05/2023 Sufentanil citrate injection, USP | Medicine Recall Class Il Retail
50 mcg/ml
17/05/2023 Access Hybritech p2PSA assay. | Medical Recall Class Il Hospital
An in vitro diagnostic medical Device
device (VD)
17/05/2023 BioFire FilmArray Medical Product Defect | Class Il Hospital
Gastrointestinal (GI) Panel. Anin | Device Correction
vitro diagnostic medical device
(IVD)
16/05/2023 UroPass Ureteral Access Sheath | Medical Recall Class | Hospital
Device
15/05/2023 Access 2 Immunoassay Medical Product Defect | Class Il Hospital
Analyser. An in vitro diagnostic Device Correction
medical device (IVD)
15/05/2023 AQUIOS IMMUNO-TROL Cells. | Medical Product Defect | Class llI Hospital
An in vitro diagnostic medical Device Correction
device (VD)
15/05/2023 Technetium-99m and Medicine Recall Class Il Hospital
Technetium-99m Macrosalb
15/05/2023 VersalLyse Lysing Solution. An in | Medical Recall Class Il Hospital
vitro diagnostic medical device Device
(IVD)
12/05/2023 Cobalt XT/Cobalt /Crome, ICDs | Medical Product Defect | Class | Hospital
and CRT-Ds Device Correction
11/05/2023 Cornea (Normothermic) R Biological | Hazard Alert Class Il Hospital
11/05/2023 VITROS Chemistry Products Medical Recall Class I Hospital
Calibrator Kit 20. An in vitro Device
diagnostic medical device (IVD)
10/05/2023 Tearaway Introducer Kit Medical Recall Class Il Hospital
Device
9/05/2023 3M Ophthalmic Drape Medical Recall Class I Hospital
Device
9/05/2023 SYQUET 25 mg quetiapine (as Medicine Recall Class Il Retail
fumarate) tablet blister pack
8/05/2023 BEPOD Percutaneous Chevron | Medical Recall Class Il Wholesale
Burr / MIS Il D3.0x20mm and Device
BEPOD Percutaneous Chevron
Burr / MIS 1l D2.0x20mm
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8/05/2023 LIFECODES HLA-DQA1/B1 Medical Product Defect | Class Il Hospital
SSO Typing Kit. An in vitro Device Correction
diagnostic medical device (IVD
8/05/2023 LISS4122 - Laparoscopic Medical Product Defect | Class Il Hospital
Irrigation/Suction Set - Double Device Correction
Spike with detached 5mm probe
5/05/2023 Dispomedica Medistrip Vein Medical Recall Class Il Hospital
Stripper Device
5/05/2023 HORIZON Microclip Titanium Medical Recall Class Il Hospital
Ligating Clips w/tape Device
5/05/2023 Philips Incisive CT & CT 3500 Medical Product Defect | Class | Hospital
System Device Correction
4/05/2023 18F — Fluorodeoxyglucose Medicine Product Defect | Class llI Hospital
Injection Correction
4/05/2023 Bicarbonate Reagent OSR6x90. | Medical Recall Class Il Hospital
An in vitro diagnostic medical Device
device (VD)
4/05/2023 IntelliVue G7m Anesthesia Gas | Medical Product Defect | Class Il Hospital
Modules Device Correction
3/05/2023 ExacTrac Dynamic Radiation Medical Product Defect | Class | Hospital
Therapy Patient Positioning Device Correction
System
3/05/2023 P044701 - Polyclonal Goat Anti- | Medical Product Defect | Class IlI Hospital
Mouse Immunoglobulins/HRP. Device Correction
An in vitro diagnostic medical
device (IVD)
1/05/2023 Diathermy Suction Devices Medical Recall Class lll Hospital
Device
1/05/2023 Oxygen Therapy Flowmeter Medical Recall Class I Hospital
Device
28/04/2023 Icelock 125 Ratchet, Icelock 600 | Medical Recall Class Il Retail
XM Ratchet, Icelock 621 Device
Ratchet, Icelock 621 Ratchet
Adaption Kit and Ratchet Lock
Body
28/04/2023 P044701 - Polyclonal Goat Anti- | Medical Product Defect | Class llI Wholesale
Mouse Immunoglobulins/HRP Device Correction
27/04/2023 AMSCO 600 Sterilizer Medical Product Defect | Class Il Hospital
Device Correction
27/04/2023 mask, surgical, single use Medical Product Defect | Class Il Hospital
Device Alert
26/04/2023 EliA GliadinDP IgG Well, Phadia | Medical Product Defect | Class Il Hospital
2500E and Operating Software Device Correction
Phadia Prime version 2.6.11. An
in vitro diagnostic medical device
(IVD)
26/04/2023 F18 Fludeoxyglucose Medicine Recall Class | Hospital
26/04/2023 iQ200 Series, DxU 850m and Medical Product Defect | Class Il Hospital
840m lIris Analyzers. An in vitro Device Alert
diagnostic medical device (VD)
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26/04/2023 Midstream Collection Pack Medical Recall Class Il Hospital
Device
26/04/2023 Trilogy Evo, Trilogy Evo O2, Medical Product Defect | Class | Consumer
Trilogy EV300 Device Correction
24/04/2023 Single Fiber Optical DVI Medical Product Defect | Class Il Hospital
Extender Receiver Device Correction
24/04/2023 Surgical/medical respirator, Medical Product Defect | Class Il Hospital
single-use Device Alert
21/04/2023 Femoral Head (L) Biological | Hazard Alert Class I Hospital
21/04/2023 Milled Bone Coarse 18g Biological | Hazard Alert Class Il Hospital
21/04/2023 Milled Bone Coarse 18g Biological | Hazard Alert Class Il Hospital
21/04/2023 Milled Bone Coarse 89 Biological | Hazard Alert Class Il Hospital
21/04/2023 Multiple biological allograft Biological | Recall Class I Hospital
components. Milled Bone Coarse
18g, Femoral Head (R), Femur
(L) Portion, Milled Bone 18g,
Tendon EHL (L), Tendon EHL
(R), Tendon Tibialis Posterior (L)
21/04/2023 Tendon Achilles (R) Biological | Hazard Alert Class Il Hospital
21/04/2023 Tendon Tibialis Posterior (R) Biological | Hazard Alert Class I Hospital
20/04/2023 Long Depth Gauge Medical Recall Class Il Hospital
Device
19/04/2023 Biofil Level 3 Surgical Mask Medical Product Defect | Class Il Retail
Device Alert
19/04/2023 Fluoroethyl-L-Tyrosine [18F] Medicine Product Defect | Class Il Hospital
Injection Correction
18/04/2023 Airo TruCT Mobile CT Scanner Medical Product Defect | Class I Hospital
Device Correction
17/04/2023 Allplex RV Essential Assay. An Medical Product Defect | Class Il Hospital
in vitro diagnostic medical device | Device Alert
(IVD)
17/04/2023 Atrium Pneumostat Chest Drain | Medical Product Defect | Class Il Hospital
Valve Device Correction
17/04/2023 Attest Steam Chemical Medical Recall Class Il Hospital
Integrators Device
17/04/2023 BRAF Mutation Assay. An in Medical Product Defect | Class Il Hospital
vitro diagnostic medical device Device Alert
(IVD)
17/04/2023 Shimadzu X-Ray system - X-Ray | Medical Product Defect | Class Il Hospital
tube support, ceiling mounted Device Correction
CH-200/CH-200M
17/04/2023 Single Use Distal Cover Medical Recall Class | Hospital
Device
17/04/2023 TEAM3A & TEAM3I Medical Product Defect | Class llI Hospital
Device Correction
14/04/2023 18F DCFPyL Medicine Recall Class | Hospital
14/04/2023 Codman Cranial Hand Dirill Medical Recall Class I Hospital
Device
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14/04/2023 Dofetilide Capsules 125 mcg Medicine Recall Class Il Retail
14/04/2023 Florbetapir [18F] Injection Medicine Product Defect | Class Il Hospital
Correction
14/04/2023 Fluoroethyl-L-Tyrosine [18F] Medicine Recall Class Il Hospital
Injection
14/04/2023 Gastrointestinal Anchor Set, Medical Recall Class Il Hospital
SAF-T-PEXY T-Fasteners Device
14/04/2023 Lateral Lumbar Ti-Life Plate - Medical Recall Class I Hospital
Small and Large Device
14/04/2023 Sani Cloth 70, Sani Cloth Active, | Medical Product Defect | Class llI Hospital
Sani Cloth Chlorine Wipes - 50, Device Alert
125 and 200 count
14/04/2023 Tc99m Cardiolite Medicine Recall Class Il Hospital
13/04/2023 Atellica CH Toxicology Calibrator | Medical Product Defect | Class Il Hospital
(TOX CAL). An in vitro diagnostic | Device Correction
medical device (IVD)
13/04/2023 DR-XD1000 (FDR Nano) Medical Product Defect | Class Il Hospital
Device Correction
13/04/2023 Mission Kit 20G x 10CM Medical Recall Class Il Hospital
Device
13/04/2023 Water for Injection (WFI) Medicine Product Defect | Class Il Hospital
ampoules co-packed with Correction
Simulect 20mg vials
12/04/2023 A1AT Controls. An in vitro Medical Recall Class Il Hospital
diagnostic medical device (IVD) | Device
12/04/2023 HOYA Vivinex iSert Toric IOLs Medical Recall Class I Hospital
Device
12/04/2023 Input Output Module (IOM), Medical Product Defect | Class Il Hospital
Storage and Retrieval Module Device Correction
(SRM) , Vesmatic Cube 80
Interface Module (VMC) and
Alinity h Interface Module (HSQ).
An in vitro diagnostic medical
device (VD)
12/04/2023 NUVAXOVID (SARS-CoV-2 rS Medicine Recall Class I Wholesale
[NVX-CoV2373]) COVID-19
VACCINE
11/04/2023 18F DCFPyL Medicine Recall Class | Hospital
11/04/2023 Arthrex Quickset Kit - 5CC, 8CC | Medical Recall Class I Hospital
+ 16CC Device
11/04/2023 Cardiosave Intra-Aortic Balloon Medical Product Defect | Class | Hospital
Pumps (IABP) Safety Disk Device Correction
11/04/2023 F18 Fludeoxyglucose Medicine Product Defect | Class Il Hospital
Correction
11/04/2023 mask, single use, surgical Medical Product Defect | Class Il Hospital
Device Alert
11/04/2023 mask, single use, surgical Medical Product Defect | Class Il Hospital
Device Alert
11/04/2023 Medihealth Guard Facemask Pty | Medical Product Defect | Class Il Retail
Ltd Device Alert
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11/04/2023 Moosh (Australia) Pty Ltd Medical Product Defect | Class Il Retail
Device Alert
11/04/2023 Public respirator, single use Medical Recall Class Il Hospital
Device
11/04/2023 Public Respirator, Single use Medical Product Defect | Class I Hospital
Device Alert
11/04/2023 Redon Bottle Medical Recall Class Il Hospital
Device
11/04/2023 RX Monaco. An in vitro Medical Product Defect | Class Il Hospital
diagnostic medical device (IVD) | Device Correction
11/04/2023 Sunry Health Management Pty Medical Product Defect | Class I Hospital
Ltd Device Alert
6/04/2023 Jelco Optiva IV Catheter 24G Medical Recall Class Il Hospital
Device
6/04/2023 Philips Azurion System Medical Product Defect | Class Il Hospital
Device Correction
6/04/2023 Surgipack Clear Tip Digital Medical Recall Class I Retall
Thermometer Device
5/04/2023 (18F) DCFPyL Medicine Recall Class | Hospital
5/04/2023 CC300 Medical Product Defect | Class Il Hospital
Device Correction
5/04/2023 Elekta Unity Systems Medical Product Defect | Class Il Hospital
Device Correction
5/04/2023 QUADROX-I Pediatric Medical Recall Class I Hospital
Microporous Membrane Device
Oxygenator with SOFTLINE
Coating and QUADROX_iD
Pediatric with Bioline Coating
5/04/2023 TEAM3A & TEAM3I Fetal Medical Product Defect | Class lll Wholesale
Monitor Device Correction
4/04/2023 Arya Mobility Pty Ltd Medical Product Defect | Class I Retall
Device Alert
4/04/2023 Shiley Adult Flexible Medical Recall Class | Hospital
Tracheostomy Tube with Device
TaperGuard Cuff and Cuffless:
Disposable Inner Cannula or
Reusable Inner Cannula
4/04/2023 Vectibix (panitumumab) Medicine Recall Class I Hospital
100mg/5mL vial
4/04/2023 VentStar Anesthesia (N) 180, Medical Recall Class Il Hospital
VentStar Basic (P)180, Seattle Device
PAP plus, Ventstar Coax,
Ventstar Coax 180, Ventstar
Coax 230
4/04/2023 WATCHDOG Hemostasis Valve | Medical Recall Class lll Hospital
Kit Device
3/04/2023 Fiasp, Saxenda and Ozempic Medicine Product Defect | Class Il Retail
Alert
3/04/2023 Hugo Robotic-Assisted Surgery | Medical Product Defect | Class Il Hospital
(RAS) System Device Correction
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3/04/2023 Orbital Retractor - Left and Right | Medical Recall Class | Hospital
Device
3/04/2023 PSR 18 F DCFPyL Medicine Recall Class | Hospital
31/03/2023 ADHEAR Configuration Software | Medical Product Defect | Class IlI Retail
1.0 and ADHEAR Configuration | Device Correction
Software 1.0 Service Release 1
31/03/2023 ANGIOGUARD RX Emboli Medical Recall Class | Hospital
Capture Guidewire System Device
31/03/2023 BioCeuticals Ultra Potent-C Medicine Recall Class Il Consumer
Chewable (60s)
31/03/2023 public respirator, single use Medical Recall Class I Hospital
Device
30/03/2023 Artis One with Hybrid Cable Medical Product Defect | Class Il Hospital
Device Correction
29/03/2023 18F- Fluoroestradiol Injection Medicine Product Defect | Class Il Hospital
Correction
29/03/2023 da Vinci X and Xi system Medical Product Defect | Class | Hospital
Device Correction
29/03/2023 Samsung Digital Diagnostic Medical Product Defect | Class Il Hospital
Mobile X-ray System GM85 Device Correction
29/03/2023 Starrsed Control Level N. An in Medical Recall Class lll Hospital
vitro diagnostic medical device Device
(IVD).
28/03/2023 ambIT cassette filter, male Medical Recall Class | Hospital
connector Device
28/03/2023 Cornea (Normothermic) R Biological | Hazard Alert Class Il Hospital
28/03/2023 INTELLANAV STABLEPOINT Medical Recall Class I Hospital
Ablation Catheter Device
28/03/2023 Maxi Kidney Care - Wealthy Medicine Recall Class Il Retall
Health, 2VNR Goodlife and
Goodlife Nutrition
28/03/2023 Philips Incisive CT Medical Product Defect | Class I Hospital
Device Correction
28/03/2023 Philips Spectral CT 7500 Medical Product Defect | Class Il Hospital
Device Correction
28/03/2023 Thermo Clone VPS Regular Set, | Medical Recall Class Il Retail
Heavy Body 50mL 2pk Kit, Device
Thermo Clone VPS Fast Set,
Heavy Body 50mL 2pk Kit and
Thermo Clone VPS Fast Set,
Heavy Body 50mL Cartridge
10pk Econo Kit
27/03/2023 Assayed Urine Control Levels 2 | Medical Product Defect | Class Il Hospital
& 3. An in vitro diagnostic Device Correction
medical device (IVD)
27/03/2023 Atellica IM Cortisol 50T, Atellica | Medical Product Defect | Class Il Hospital
IM Cortisol 250T, ADVIA Centaur | Device Correction
Cortisol 50T and ADVIA Centaur
Cortisol 250T. An in vitro
diagnostic medical device (VD)
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27/03/2023 BD Alaris System PC Unit Model | Medical Product Defect | Class Il Hospital
8015 Device Correction
27/03/2023 Philips DigitalDiagnost C50 Medical Product Defect | Class Il Hospital
System Device Correction
27/03/2023 Technetium-99m Macrosalb Medicine Recall Class Il Hospital
24/03/2023 Glofitamab SC 80mg/2mL vials Medicine Recall Class I Hospital
23/03/2023 AMPEQ Pty Ltd - Public face Medical Product Defect | Class I Hospital
mask, reusable Device Alert
23/03/2023 Big Start Medical Product Defect | Class I Retall
Device Alert
23/03/2023 Estitch Australia Pty Ltd Medical Product Defect | Class Il Retail
Device Alert
23/03/2023 Life Biotech Pty Ltd Medical Product Defect | Class Il Retail
Device Alert
23/03/2023 Mask, surgical, single use Medical Product Defect | Class I Hospital
Device Alert
23/03/2023 Mask, surgical, single-use Medical Product Defect | Class Il Sponsor
Device Alert
23/03/2023 MiSeqgDx instrument and Medical Product Defect | Class I Hospital
NextSeq 550Dx instrument. An Device Correction
in vitro diagnostic medical device
(IVD)
22/03/2023 Plum 360 Infusion System and Medical Product Defect | Class I Hospital
Plum A+ & Plum A+3 Infusion Device Correction
Systems
21/03/2023 Express Mini 500 Chest Drain Medical Product Defect | Class Il Hospital
Device Correction
20/03/2023 a3600 Storage and Retrieval Medical Product Defect | Class Il Hospital
Module 15K (SRM), a3600 Device Correction
Storage and Retrieval Module 9K
(SRM), and FlexLab Storage and
Retrieval Module 12K(SRM). An
in vitro diagnostic medical device
(IVD)
20/03/2023 Evolut PRO+ 34 mm Medical Hazard Alert Class | Hospital
Transcatheter Aortic Valve (TAV) | Device
17/03/2023 Atellica DCA and Atellica DCA Medical Product Defect | Class Il Hospital
ACR Reagent Kit. An in vitro Device Correction
diagnostic medical device (VD)
17/03/2023 MyLife App Medical Product Defect | Class Il Consumer
Device Correction
16/03/2023 150cm Straight Medical Recall Class Il Hospital
Extension/Injector Line for CT & | Device
MRI
16/03/2023 18F Fludeoxyglucose Medicine Recall Class | Hospital
16/03/2023 Heater Cooler Unit HCU 40, High | Medical Product Defect | Class | Hospital
Voltage Device Correction
16/03/2023 Integre Pro/Proscan lasers - Medical Product Defect | Class Il Hospital
Integre Pro Yellow and Spare Device Correction
Optics Bench Yellow
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16/03/2023 STA R MAX/ STA-R Medical Product Defect | Class I Hospital
EVOLUTION, STA COMPACT Device Correction
MAX and STA COMPACT. An in
vitro diagnostic medical device
(IVD)
16/03/2023 Vscan Air CL Medical Product Defect | Class Il Hospital
Device Correction
16/03/2023 Zenith Branch Endovascular Medical Recall Class Il Hospital
Graft - lliac Bifurcation (ZBIS) Device
15/03/2023 18F DCFPyL PSR Medicine Recall Class | Hospital
15/03/2023 Ambulatory insulin infusion pump | Medical Product Defect | Class Il Consumer
software patent Device Correction
15/03/2023 VITROS Chemistry Products Medical Product Defect | Class I Hospital
ALTYV Slides. An in vitro Device Correction
diagnostic medical device (VD)
14/03/2023 Trilogy Evo O2 and Trilogy Medical Product Defect | Class Il Hospital
EV300 Device Correction
10/03/2023 Infinity CentralStation (ICS) Medical Product Defect | Class Il Hospital
Device Correction
10/03/2023 mask, single use, surgical Medical Product Defect | Class Il Hospital
Device Alert
10/03/2023 Mednow Pty Ltd mask, surgical, | Medical Product Defect | Class Il Hospital
single use Device Alert
10/03/2023 Safelight Cable Clear 5mm x Medical Recall Class I Hospital
3.05m Device
10/03/2023 SmartPerfusion Medical Product Defect | Class Il Hospital
Device Correction
9/03/2023 Change Healthcare Cardiology Medical Product Defect | Class Il Hospital
Device Correction
8/03/2023 Habib EndoHPB Bipolar Medical Product Defect | Class Il Hospital
Radiofrequency Catheter Device Correction
8/03/2023 Mission Kit 16G x 10CM and Medical Recall Class Il Hospital
Mission Kit 18G x 16CM Device
8/03/2023 Philips DigitalDiagnost, Medical Product Defect | Class Il Hospital
ProxiDiagnost, and Device Correction
CombiDiagnost systems
8/03/2023 RBX TOPIRAMATE 200 mg Medicine Recall Class Il Wholesale
tablets
8/03/2023 The EasyScreen Sample Medical Recall Class Il Hospital
Processing Kit. An in vitro Device
diagnostic medical device (VD)
7/03/2023 AMCAL DRY COUGH FORTE Medicine Recall Class I Retall
4mg/mL and AMCAL DRY
COUGH MIXTURE 1mg/mL
7/03/2023 APOHEALTH DRY TICKLY Medicine Recall Class Il Retail
COUGH RELIEF pholcodine 1
mg/mL oral liquid bottle and
APOHEALTH DRY TICKLY
COUGH RELIEF FORTE
pholcodine 4 mg/mL oral liquid
bottle
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7/03/2023 BENADRYL DRY, TICKLY Medicine Recall Class Il Retail
COUGH FORTE pholcodine
4mg/mL oral liquid bottle and
CODRAL DRY COUGH FORTE
STRENGTH pholcodine 4mg/mL
oral liquid bottle
7/03/2023 CHEMISTS' OWN DRY TICKLY | Medicine Recall Class Il Retail
COUGH FORTE pholcodine 4
mg/mL oral liquid bottle (new
formulation)
7/03/2023 DURO-TUSS liquids and Medicine Recall Class I Retall
lozenges and DIFFLAM
lozenges containing pholcodine
7/03/2023 Hamilton C6 Ventilators Medical Product Defect | Class Il Hospital
Device Alert
7/03/2023 Pharmacy Health Dry Cough Medicine Recall Class I Retall
Relief Forte Pholcodine 4mg/mL
oral liquid bottle and Priceline
Pharmacy Dry Cough Relief
Forte Pholcodine 4mg/mL oral
liquid
7/03/2023 Pharmacy Health Dry Tickly Medicine Recall Class Il Retail
Cough Mixture 200mL
7/03/2023 Tempus Pro Patient Monitor Medical Product Defect | Class I Hospital
Device Correction
6/03/2023 Eagle Health Holdings Ltd mask, | Medical Product Defect | Class Il Hospital
surgical, single use Device Alert
3/03/2023 F18 Fludeoxyglucose (FDG) Medicine Product Defect | Class I Hospital
Alert
3/03/2023 HB Access Pty Ltd mask, Medical Product Defect | Class Il Hospital
surgical, single use Device Alert
1/03/2023 ATIVAN lorazepam 2.5mg tablet | Medicine Recall Class I Retall
bottle
1/03/2023 Attune REV LPS INSERT XSM Medical Hazard Alert Class Il Hospital
12MM Device
1/03/2023 Femoral Head Allograft Biological | Hazard Alert Class I Hospital
1/03/2023 Fludeoxyglucose F18 Injection Medicine Product Defect | Class Il Hospital
(18F-FDG) Alert
1/03/2023 Trifecta Valve and Trifecta Valve | Medical Hazard Alert Class I Consumer
with Glide Technology Device
28/02/2023 1 mL CLEAR Oral Syringe, Medical Recall Class Il Hospital
Pharmacy Pack, non-sterile Device
28/02/2023 Dofetilide Capsules 125mcg, 250 | Medicine Recall Class I Retail
mcg and 500 mcg
28/02/2023 Doxazosin Tablets USP 1 mg, Medicine Recall Class Il Retail
28/02/2023 PerFix Plug, PerFix Light Plug, Medical Product Defect | Class I Hospital
Ventralex Hernia Patch and Bard | Device Correction
Mesh
27/02/2023 Fludeoxyglucose (18F) Medicine Product Defect | Class Il Hospital
Alert
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27/02/2023 Zenith Branch Endovascular Medical Product Defect | Class Il Hospital
Gratft - lliac Bifurcation (ZBIS) Device Alert
24/02/2023 CgA kits. An in vitro diagnostic Medical Recall Class Il Hospital
medical device (IVD) Device
24/02/2023 HeartSine SAM 360P Medical Product Defect | Class Il Wholesale
Device Correction
22/02/2023 Cardiosave Hybrid and Medical Product Defect | Class | Hospital
Cardiosave Rescue Intra-Aortic | Device Correction
Balloon Pump (IABP)
22/02/2023 Monaco Treatment Planning Medical Product Defect | Class Il Hospital
System Device Correction
22/02/2023 NovaStar TS and NovaStar plus | Medical Product Defect | Class Il Consumer
masks Device Correction
21/02/2023 CardioMEMS HF Systems Medical Product Defect | Class Il Hospital
Device Correction
21/02/2023 CardioMEMSTM Electronics Medical Product Defect | Class Il Consumer
Systems Radiofrequency (RF) Device Correction
Emissions
20/02/2023 CombiDiagnost R90 1.0 and 1.1, | Medical Product Defect | Class llI Hospital
ProxiDiagnost N90 1.0 Device Correction
17/02/2023 Luminos Agile (VC10), Luminos | Medical Product Defect | Class Il Hospital
Agile Max (VE10, VF10, VF11), | Device Correction
Luminos dRF (VD10), Luminos
dRF Max (VE10, VF10, VF11),
Luminos Lotus Max (VF11),
Uroskop Omnia (VD10) and
Uroskop Omnia Max (VEL10,
VF10, VF11)
17/02/2023 Sample Diluent. An in vitro Medical Recall Class I Hospital
diagnostic medical device (IVD) | Device
16/02/2023 AtmosAir Velaris & AtmosAir Medical Product Defect | Class llI Hospital
Velaris Plus Device Correction
16/02/2023 Efficia External Paddles Medical Product Defect | Class | Hospital
Device Correction
16/02/2023 FDG Medicine Recall Class Il Hospital
16/02/2023 Freestyle LibreLink Android app | Medical Product Defect | Class Il Consumer
and Android 13 Device Correction
16/02/2023 Frozen Femoral head Biological | Hazard Alert Class Il Hospital
16/02/2023 injeTAK Adjustable Tip Needle Medical Recall Class I Hospital
Device
16/02/2023 MicroVue C1-Inhibitor Plus EIA. | Medical Recall Class Il Hospital
An in vitro diagnostic medical Device
device (IVD)
16/02/2023 MobileDiagnost wDR 2.2 and Medical Product Defect | Class I Hospital
MobileDiagnost wDR with Device Correction
Windows 10 Upgrade
16/02/2023 Monnal T60 Ventilator Medical Product Defect | Class Il Hospital
Device Correction
15/02/2023 Curash Nappy Rash Cream Medicine Recall Class I Consumer
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15/02/2023 Philips Incisive CT system Medical Product Defect | Class Il Hospital
Device Correction
15/02/2023 Thermo Scientific MAS Omni Medical Product Defect | Class Il Hospital
CARDIO Device Correction
15/02/2023 Tracoe Experc Set Vario, Tracoe | Medical Product Defect | Class I Hospital
Experc Set Twist and Tracoe Device Correction
Experc Set Twist Plus
14/02/2023 18F-DCFPyL Medicine Product Defect | Class I Hospital
Correction
14/02/2023 Oxygenator and Medical Product Defect | Class | Hospital
Cardiotomy/Venous Reservoir Device Alert
with Balance Biosurface,
Oxygenator with Cortiva
BioActive Surface, Oxygenator
with Cortiva BioActive Surface,
Cardiotomy/Venous Reservoir
with Balance Biosurface and Any
Tubing Pack containing any of
the 3 product numbers listed
14/02/2023 PM4-306 - PRIMAGARD Medical Product Defect | Class Il Hospital
PROCEDURE MASK, EAR Device Alert
LOOPS, BLUE
13/02/2023 Celestone Chronodose Injection | Medicine Recall Class Il Retail
Ampoule
13/02/2023 Select 1 day (somofilcon A) soft | Medical Recall Class lll Consumer
contact lenses Device
9/02/2023 Infusomat Space Transfusion Medical Product Defect | Class I Hospital
Lines Device Alert
8/02/2023 ARTIS pheno systems with Medical Product Defect | Class Il Hospital
software version VE10B in Device Correction
combination with a Siemens
Healthineers table or a
Trumpf/MAQUET table
8/02/2023 EVO IQ Large Volumetric Pump | Medical Product Defect | Class | Hospital
(LVP) Device Correction
8/02/2023 Fludeoxyglucose F18 Injection Medicine Recall Class Il Hospital
(18F-FDG)
8/02/2023 Health One Surgical Face Mask | Medical Product Defect | Class I Hospital
with Eye Shield Anti-fog, Anti- Device Alert
splash
8/02/2023 Lyphochek Coagulation Control. | Medical Product Defect | Class lll Hospital
An in vitro diagnostic medical Device Correction
device (VD)
7102/2023 Anaconda Custom Stent Grafts Medical Hazard Alert Class | Hospital
System (Anaconda Custom) Device
7/02/2023 Atellica DCA HbAlc Dx Reagent. | Medical Recall Class I Hospital
An in vitro diagnostic medical Device
device (IVD)
7102/2023 Clariti 1 day toric contact lenses | Medical Recall Class Il Retail
Device
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6/02/2023 Atellica CH LDL Cholesterol Medical Product Defect | Class I Hospital
Direct,CH Total Protein Il, CH Device Correction
Triglycerides (concentrated) &
CH Triglycerides_2.
6/02/2023 Grafton DBM products: Biological | Recall Class Il Hospital
6/02/2023 MINC+ Benchtop Incubator Medical Product Defect | Class I Hospital
Device Correction
6/02/2023 MYLA AST Filters with VITEK Medical Product Defect | Class Il Hospital
MS. An in vitro diagnostic Device Correction
medical device (IVD)
2/02/2023 Cytokine Control Kit Medical Product Defect | Class Il Hospital
Device Correction
2/02/2023 Femoral Head - Fresh Frozen - Biological | Hazard Alert Class Il Hospital
Non-irradiated
2/02/2023 IH-1000 Medical Product Defect | Class IlI Hospital
Device Correction
2/02/2023 Perfusor Original Line Medical Recall Class Il Hospital
Device
2/02/2023 SmartPill SmartBar Medical Recall Class I Hospital
Device
2/02/2023 Superlite Electric Foldable Medical Product Defect | Class Il Consumer
Wheelchair Device Correction
2/02/2023 The DRX-Compass/DR-FIT X- Medical Product Defect | Class Il Hospital
ray System Device Correction
1/02/2023 HLS Set Advanced and the PLS | Medical Product Defect | Class | Hospital
Set Device Alert
1/02/2023 HR Trace Elements. An in vitro Medical Product Defect | Class Il Hospital
diagnostic medical device (IVD) | Device Correction
1/02/2023 Irradiated Milled Bone Biological | Hazard Alert Class Il Hospital
1/02/2023 Mini TightRope FT Medical Recall Class Il Hospital
Device
31/01/2023 MedChart v8.3.1.3, v9.0, v10.1, | Medical Product Defect | Class Il Hospital
vll, v12 Device Correction
31/01/2023 Medicinal cannabis vape Medicine Product Defect | Class llI Consumer
cartridges: Releaf Critical Kush Correction
0.5g cart & Releaf White Lemon
0.5g cart
30/01/2023 Efficia Pads Adapter Cable Medical Product Defect | Class | Hospital
Device Correction
30/01/2023 Fludeoxyglucose F18 Injection Medicine Recall Class I Hospital
(18F-FDG)
30/01/2023 Multiple Elecsys Troponin Medical Product Defect | Class Il Hospital
devices. An in vitro diagnostic Device Alert
medical device (IVD)
30/01/2023 Technetium-99m Medicine Recall Class I Hospital
30/01/2023 Tri-Staple 2.0 Black Intelligent Medical Recall Class | Hospital
Reload and Lap Bariatric Sleeve- | Device
With Energy Procedure Kit
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26/01/2023 Biofinity XR toric (comfilcon A) Medical Recall Class Il Retail
soft contact lenses Device

25/01/2023 Cardiosave Hybrid and Medical Product Defect | Class | Hospital
Cardiosave Rescue Intra-Aortic Device Correction
Balloon Pump (IABP)

25/01/2023 Disability vehicle, cycle, tricycle, | Medical Product Defect | Class Il Consumer
foot-propelled Device Correction

25/01/2023 Philips Respironics V680 Medical Recall Class | Hospital
Ventilator Device

24/01/2023 Thermodilution Catheter And Kits | Medical Product Defect | Class Il Hospital

Device Correction

24/01/2023 XP-100 Automated Hematology | Medical Product Defect | Class Il Hospital
Analyser. An in vitro diagnostic Device Correction
medical device (VD)

23/01/2023 BISOLVON PHOLCODINE DRY | Medicine Recall Class I Retail
FORTE 4mg/mL oral liquid bottle

23/01/2023 myNeedle Guide 2D license, Medical Product Defect | Class I Hospital
myNeedle Guide 2D AWP only Device Correction
Workflow license

23/01/2023 PET Gantry Locking Mechanism | Medical Product Defect | Class Il Hospital
— Biograph Mobile and Seismic Device Correction
Installations

20/01/2023 Sedecal Statif Stum X-Ray Medical Product Defect | Class Il Hospital
System Device Correction

20/01/2023 Vancomycin Viatris 1000mg vials | Medicine Product Defect | Class Il Hospital

Alert

19/01/2023 FB 112k-1005-1, IIFT Mosaic: Medical Recall Class Il Hospital
Glutamate Receptor (type Device
AMPAL1) / Glutamate Receptor
(type AMPA2). An in vitro
diagnostic medical device (VD)

19/01/2023 Multicath 2 Catheter - Vygon Medical Recall Class I Hospital
GmbH Device

19/01/2023 Plus Medical Disposable Face Medical Product Defect | Class Il Retail
Mask - EN Type Il Device Alert

19/01/2023 TCM Prostate Support Medicine Recall Class Il Retail

18/01/2023 Cardiosave Hybrid IABP and Medical Product Defect | Class | Hospital
Cardiosave Rescue IABP Device Correction

17/01/2023 Atellica IM & ADVIA Centaur Medical Product Defect | Class I Hospital
Folate. An in vitro diagnostic Device Correction
medical device (IVD)

17/01/2023 Covera and Covera Plus Medical Recall Class Il Hospital
Vascular Covered Stent Device

17/01/2023 Selenia Dimensions / Medical Product Defect | Class Il Hospital
3Dimensions mammography Device Correction
system

17/01/2023 Universa Firm Ureteral Stent Medical Product Defect | Class Il Hospital
Sets Device Correction

17/01/2023 Venovo 9F 14/160/800mm OUS | Medical Recall Class | Hospital

Device
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16/01/2023 Alfacalcidol Hexal 1 pg 50 and Medicine Recall Class Il Hospital
100 soft capsules
16/01/2023 Broviac CVC Comp Rep 4.2Fr Medical Recall Class I Hospital
and 6.6Fr SL Device
16/01/2023 MR View&Go or syngo.via. Medical Product Defect | Class I Hospital
Device Correction
13/01/2023 AU/DxC AU Chemistry Lactate. | Medical Product Defect | Class IlI Hospital
An in vitro diagnostic medical Device Correction
device (VD)
13/01/2023 HBA/MacConkey agar without Medical Recall Class Il Hospital
added salt (HBA/Mac no salt). Device
An in vitro diagnostic medical
device (VD)
13/01/2023 Horse Blood Agar (HBA). An in Medical Recall Class Il Hospital
vitro diagnostic medical device Device
(IVD)
13/01/2023 Horse Blood Agar with colistin Medical Recall Class Il Hospital
and nalidixic acid (HBA+CNA). Device
An in vitro medical device (IVD).
12/01/2023 Airo TruCT Mobile CT Scanner Medical Product Defect | Class Il Hospital
Device Correction
12/01/2023 Hypodermic needle, single-use, | Medical Recall Class Il Retail
sterile (59230) Device
12/01/2023 lodine-131 capsule Medicine Recall Class I Hospital
11/01/2023 ATOM IncuArch Infant Transport | Medical Product Defect | Class llI Hospital
Incubator Device Correction
11/01/2023 QUATTROCONE30 implant Medical Recall Class I Retall
Device
10/01/2023 M5071A Adult and M5072A Medical Product Defect | Class Il Retail
Infant/child pads cartridges for Device Correction
use with HS1/OnSite/Home
AEDs
10/01/2023 MUTARS HD coupling C-O-M Medical Hazard Alert Class I Hospital
12.5mm TiN Device
9/01/2023 CADD Infusion System Medical Product Defect | Class | Hospital
Disposables as part of the Veletri | Device Alert
Consumables kit (Electric
infusion pump administration set)
9/01/2023 Fast Cath Swartz 10F Guiding Medical Product Defect | Class IlI Hospital
Introducer Device Correction
6/01/2023 Flow Anesthesia System - Flow- | Medical Product Defect | Class | Hospital
c, Flow-e and Flow-i Device Correction
6/01/2023 PP2420 HBA+CNA/Brilliance Medical Recall Class Il Hospital
UTI Clarity. An in vitro diagnostic | Device
medical device (VD)
6/01/2023 Technetium-99m and Medicine Recall Class Il Hospital
Technetium-99m Macrosalb
6/01/2023 Yongli Face Mask Medical Product Defect | Class Il Hospital
Device Alert
5/01/2023 All Defigard Touch 7 devices Medical Product Defect | Class Il Hospital
Device Correction
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5/01/2023 Dako CoverStainer CS10030. An | Medical Product Defect | Class Il Wholesale
in vitro diagnostic medical device | Device Correction
(IVD)
5/01/2023 Peanut (Arachis hypogaea) Medical Recall Class Il Hospital
Device
5/01/2023 Polyclonal Rabbit Anti-Human Medical Recall Class lll Hospital
IgG/FITC Rabbit F(ab')2. An in Device
vitro diagnostic medical device
(IVD)
4/01/2023 Medical Surgical Mask Medical Product Defect | Class I Hospital
Device Alert
4/01/2023 Shred Maxx, Shred Maxx Male, Medicine Recall Class Il Consumer
Shred Maxx Super Strength,
Glow Maxx, Cli Maxx, X Maxx
and GMax
3/01/2023 Canon Aquilion Serve CT Medical Product Defect | Class llI Hospital
scanner Device Correction
3/01/2023 Color Cuff Sterile Disposable Medical Product Defect | Class Il Hospital
Tourniquet Cuffs Device Correction
3/01/2023 Support Arm for tremoflo C100 Medical Product Defect | Class Il Hospital
Device Correction
3/01/2023 Vadi Expiratory Filter Heater Medical Product Defect | Class Il Hospital
Device Alert
23/12/2022 ComfortCleanse Medicine Recall Class Il Wholesale
23/12/2022 PHARMACY ACTION DRY Medicine Recall Class I Retail
COUGH RELIEF pholcodine
1mg/mL oral liquid bottle
23/12/2022 SimplyGo Oxygen Concentrator | Medical Product Defect | Class Il Consumer
Device Alert
22/12/2022 CADD Infusion System Medical Product Defect | Class | Hospital
Disposables Device Alert
22/12/2022 Fu Gui Ba Wei Tang a.k.a. Medicine Recall Class Il Consumer
Rehmannia Eight Vitality
Formula & Nuan Gong Cheng
Yun Fang a.k.a. Motherhood 1
Formula
22/12/2022 Histology FISH Accessory Kit. Medical Product Defect | Class Il Hospital
An in vitro diagnostic medical Device Correction
device (VD)
21/12/2022 REVACLEAR 300 Dialyser and Medical Recall Class Il Hospital
REVACLEAR 400 Dialyser Device
20/12/2022 ARTIS icono / pheno system in Medical Product Defect | Class Il Hospital
combination with a Siemens Device Correction
Healthineers VE OR Table
20/12/2022 Artis zee/ Artis Q/ Artis Q.zen Medical Product Defect | Class Il Hospital
systems with software version Device Correction
VD12A
20/12/2022 Fluphenazine deconate Medicine Recall Class I Retall
(Neuraxpharm) 25mg/1mL soln
for IM inj amp (1mLx5)
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20/12/2022 Forearm Crutch - Tall and Adult | Medical Recall Class Il Consumer
sizes Device

20/12/2022 Immunotrol Infliximab. An in vitro | Medical Product Defect | Class Il Hospital
diagnostic medical device (IVD) | Device Correction

20/12/2022 Nuclear Medicine 600/800 series | Medical Product Defect | Class | Hospital
systems Device Correction

20/12/2022 Tc99m Sestamibi, Tc99m MAG3 | Medicine Recall Class Il Hospital
and Tc99m Sulphur Colloid

19/12/2022 Accu-Chek Solo cannula Medical Recall Class Il Consumer
assembly & pump holder (9 mm; | Device
10+3 & 6 mm; 10+3) and Accu-
Chek Solo supply kit (9 mm) & (6
mm)

19/12/2022 KN95 respirators supplied by Medical Recall Class Il Retail
Ironbark Creek Investments Device

19/12/2022 Tissue-Tek Polar D and Tissue- | Medical Product Defect | Class Il Hospital
Tek Polar DM Cryostat Device Correction
Microtome. An in vitro diagnostic
medical device (IVD)

16/12/2022 All NexGen Complete Knee Medical Hazard Alert Class I Hospital
Solution Stemmed Device
Nonaugmentable Option Tibial
Components

16/12/2022 Fresh frozen femoral head Biological | Hazard Alert Class Il Hospital
(Bone) - irradiated

15/12/2022 BIOSTOP G Bioresorbable Medical Recall Class Il Hospital
Cement Restrictor Device

15/12/2022 epoc Host 2, epoc Host 2 Medical Product Defect | Class Il Hospital
(Refurbished), epoc Host 2, Device Correction
ROW (MC55X) and epoc NXS
Host, ROW. An in vitro
diagnostic medical device (IVD)

14/12/2022 Alinity m System. An in vitro Medical Product Defect | Class I Hospital
diagnostic medical device (IVD) | Device Correction

14/12/2022 HeartWare Ventricular Assist Medical Hazard Alert Class | Hospital
Device (HVAD) System Device

14/12/2022 IMMULITE 2000 Thyroglobulin. Medical Recall Class I Hospital
An in vitro diagnostic medical Device
device (VD)

14/12/2022 OAPL FACE MASK Medical Product Defect | Class Il Retail
DISPOSABLE 3PLY EARLOOP | Device Alert

13/12/2022 AXIOM Luminos TF, AXIOM Medical Product Defect | Class Il Hospital
Iconos R100 and R200, AXIOM | Device Correction
Luminos Agile, Luminos Agile
Max, AXIOM Luminos dRF,
Luminos dRF Max and
LUMINOS Lotus Max systems

13/12/2022 Philips ProxiDiagnost N90 1.1 Medical Product Defect | Class Il Hospital

Device Correction

12/12/2022 Deep Lung Support Medicine Recall Class Il Retail

9/12/2022 Codman Surgical Patties XRAY | Medical Recall Class Il Hospital
1/2X1/2-200 Device
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9/12/2022 Multiple Quinapril Products Medicine Recall Class Il Retail
9/12/2022 OAPL Protective Face Mask Medical Recall Class Il Hospital
with Earloops KN95 Mask 4PLY | Device
EAR LOOP
9/12/2022 Quinapril 20 mg 30 tablet blister | Medicine Recall Class I Retall
9/12/2022 STATIF STU / STATIF STUM Medical Product Defect | Class Il Hospital
Device Correction
9/12/2022 Surgipack Digital Thermometers | Medical Product Defect | Class Il Retall
Device Correction
9/12/2022 ThermoBrite Elite. An in vitro Medical Product Defect | Class Il Hospital
diagnostic medical device (IVD) | Device Correction
7112/2022 Invisalign System Medical Recall Class I Hospital
Device
7112/2022 SHOEBOX Audiometry Standard | Medical Product Defect | Class Il Consumer
and Pro systems running Device Correction
iPadOS 16.1 or 16.1.1.
7112/2022 Vanta Clinician Programmer Medical Product Defect | Class Il Hospital
Application A71200 Device Correction
5/12/2022 Enterprise Imaging XERO Medical Product Defect | Class Il Hospital
Viewer Device Correction
5/12/2022 Floradix Liquid products Medicine Recall Class Il Retail
5/12/2022 Mahurkar Acute Dual Lumen Medical Recall Class Il Hospital
High Flow (13.5 French) Device
Hemodialysis Catheters
(Mahurkar QPlus)
2/12/2022 18F-Fluorodeoxyglucose Medicine Product Defect | Class Il Hospital
Alert
2/12/2022 VIDAS Anti-HEV IgM (HEVM). Medical Product Defect | Class Il Hospital
An in vitro diagnostic medical Device Correction
device (VD)
1/12/2022 Brilliance iCT and I1Qon Spectral | Medical Product Defect | Class I Hospital
CT X-Ray system Device Correction
1/12/2022 PrimeOn Artemis Level 2 Medical Product Defect | Class Il Hospital
Procedure Face Mask w/Earloop | Device Alert
- Yellow
30/11/2022 Integre Scan Red Yellow, Integre | Medical Product Defect | Class llI Hospital
Scan Yellow and Integre Pro Device Correction
Yellow
30/11/2022 Mupirocin nasal ointment Medicine Recall Class Il Hospital
30/11/2022 ORISE Gel Submucosal Lifting Medical Recall Class | Hospital
Agent Device
29/11/2022 HeartStart Intrepid Medical Product Defect | Class Il Hospital
Monitor/Defibrillators Device Correction
29/11/2022 Philips Ingenia Elition X, Ingenia | Medical Product Defect | Class Il Hospital
Elition S and MR 7700 Device Correction
28/11/2022 Philips Fetal Spiral Electrode Medical Recall Class Il Hospital
Device
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28/11/2022 Proshield Level 2 & 3 Surgical Medical Product Defect | Class Hospital
Masks and Proshield N95 Device Alert
Respirators
28/11/2022 Y Type Blood/Solution Infusion Medical Recall Class Il Hospital
Set Device
25/11/2022 B105P/B125P (B1x5P) and Medical Product Defect | Class I Hospital
B105M/B125M/B155M (B1x5M) | Device Correction
patient monitors
25/11/2022 ENT CDS MATER HEALTH Medical Product Defect | Class Il Hospital
SERVICE Device Correction
25/11/2022 Oncentra Brachy Medical Product Defect | Class Il Hospital
Device Correction
25/11/2022 Specific Protein Control Levels Medical Product Defect | Class I Hospital
1-3. An in vitro diagnostic Device Correction
medical device (IVD)
25/11/2022 VITROS Immunodiagnostic Medical Product Defect | Class Il Hospital
Products Intact PTH Reagent Device Correction
Pack. An in vitro diagnostic
medical device (VD)
24/11/2022 Alinity m Resp-4-Plex AMP Kit. Medical Recall Class Il Hospital
An in vitro diagnostic medical Device
device (VD)
24/11/2022 Examination Table Top Medical Product Defect | Class I Hospital
Device Correction
24/11/2022 ID-DiaPanel (1-11). An in vitro Medical Product Defect | Class Il Hospital
diagnostic medical device (IVD) | Device Correction
24/11/2022 INJ198 PRENOXAD 1mg/mL Medicine Product Defect | Class Il Wholesale
Solution for Injection in a pre- Alert
filled syringe (naloxone
hydrochloride)
24/11/2022 Sensis, Sensis Vibe Hemo, Medical Product Defect | Class Il Hospital
Sensis Vibe Combo with VD12A | Device Correction
software
24/11/2022 V.A.C. Ulta Therapy Unit Medical Product Defect | Class I Hospital
Device Correction
24/11/2022 V.A.C. Ulta Therapy Unit Medical Product Defect | Class Il Hospital
Device Correction
23/11/2022 Aspire Superlite Adjustable Seat | Medical Product Defect | Class Il Consumer
Walker Device Correction
23/11/2022 da Vinci X/Xi SureForm 45 and Medical Product Defect | Class Il Hospital
SureForm 60 Staplers Device Alert
23/11/2022 VENTANA PD-L1 (SP142) Medical Product Defect | Class Il Hospital
Assay. An in vitro diagnostic Device Correction
medical device (VD)
22/11/2022 Philips 12-Lead Chest Lead-set | Medical Product Defect | Class I Hospital
(AAMI/IEC) Device Correction
22/11/2022 Vliwaktiv Absorbent activated Medical Recall Class Il Hospital
charcoal dressing 10cm x 20cm | Device
21/11/2022 18F-Fuoroethyl-L-Tyrosine Medicine Product Defect | Class llI Hospital
Injection Correction
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21/11/2022 Brilliance iCT, CT5000 Ingenuity | Medical Product Defect | Class I Hospital
Plus, CT5000 Ingenuity Pro and | Device Correction
Brilliance CT 64 Channel

21/11/2022 Disposable cuffs for tourniquet Medical Recall Class Il Hospital
application Device

21/11/2022 M530 OHX, PROvido and Medical Product Defect | Class Il Hospital
Proveo 8 Surgical Microscopes Device Correction

18/11/2022 Dermalon Monofilament Nylon Medical Recall Class Il Hospital
sutures, Novafil Monofilament Device

Polybutester Suture, Surgilon
Braided Nylon suture, Surgipro
Monofilament Polypropylene
Sutures, Ti-Cron Coated Braided
Polyester Suture, Monosof
Monofilament Nylon sutures,
Sofsilk Coated Braided Silk
Suture, Surgidac Uncoated
Braided Polyester suture and
Surgipro Il Monofilament
Polypropylene Sutures

18/11/2022 Endoeye Flex 3d Deflectable Medical Product Defect | Class Il Hospital
Videoscope, LTF-190-10-3D Device Correction
18/11/2022 Suction Coagulator, foot- Medical Recall Class Il Hospital
controlled (25/case) Device
17/11/2022 PDS Il (polydioxanone) Suture Medical Recall Class Il Hospital
Device
17/11/2022 Power Backup Batteries Flow Medical Recall Class Il Hospital
Family Device
17/11/2022 X-CORE 2, Ti Core, Static Medical Product Defect | Class Il Hospital
Device Correction
16/11/2022 Automated External Defibrillator | Medical Recall Class | Retail
Device
16/11/2022 Irradiated femoral head Biological | Hazard Alert Class I Hospital
16/11/2022 The 3M Ranger Blood/Fluid Medical Recall Class Il Hospital
Warming System Device
16/11/2022 Vivid Ultrasound Systems with Medical Product Defect | Class Il Hospital
batteries - Vivid S5, Vivid S5 N, Device Correction

Vivid S6, Vivid S6 N, Vivid i,
Vivid i N, Vivid g, Vivid g N

15/11/2022 ED-Flow AER & ED-Flow SD Medical Product Defect | Class Il Hospital
AER Device Correction

15/11/2022 LinkSeq HLA Typing Kits. Anin | Medical Product Defect | Class Il Hospital
vitro diagnostic medical device Device Correction
(IVD)

15/11/2022 Vicks VapoRub Xtra Strong 100g | Medicine Recall Class Il Consumer

14/11/2022 Syngo.via with VB20, VB30, Medical Product Defect | Class Il Hospital
VB40, VB60 and VB70 software | Device Correction

11/11/2022 Fludeoxyglucose [18F] FDG for | Medicine Recall Class | Hospital
injection supplied in a multidose
vial

Report generated 18/05/2024 8:45:48 PM Page 55 of 448

The TGA publishes Australian recall actions in a searchable database to ensure the public has access to information
about therapeutic products that have been recalled from the Australian market. If you are concerned about your health
or if you have experienced an adverse event please seek advice from a health professional as soon as possible.
Please read all the important information at the beginning of this report.



System for Australian Recall Actions

Recall Action Product Name/Descriptionil Type of  Recall ActionV Recall Action Recall
Commencement Product! ClassificationV Action
Date! LevelV
11/11/2022 TRACOE vario P-Tracheostomy | Medical Product Defect | Class Hospital
Tube with minimally traumatic Device Alert
insertion system, TRACOE
experc Set vario, TRACOE twist
plus P-Tracheostomy Tube with
minimally traumatic insertion
system and TRACOE experc Set
twist plus
10/11/2022 AQUIOS CL Flow Cytometry Medical Product Defect | Class Il Hospital
System, AQUIOS IMMUNO- Device Correction
TROL, and AQUIOS IMMUNO-
TROL Low Cells, AQUIOS
IMMUNO-TROL Cells
(PLG/Tetra) and AQUIOS
IMMUNO-TROL Low Cells
(PLG/Tetra). An in vitro
diagnostic medical device (VD)
10/11/2022 BD Connecta Stopcock with Medical Recall Class Il Hospital
extension tube - 100 cm Device
10/11/2022 Philips Incisive CT PIM Medical Product Defect | Class Il Hospital
Device Correction
9/11/2022 3gAllergy Specific IgE Universal | Medical Recall Class I Hospital
Assay Kit (600T). An in vitro Device
diagnostic medical device (VD)
9/11/2022 CAPILLARYS 3 TERA and Medical Product Defect | Class I Hospital
OCTA. An in vitro diagnostic Device Correction
medical device (IVD)
9/11/2022 Sanjin Watermelon Frost Medicine Product Defect | Class Il Consumer
Insufflation Alert
8/11/2022 Human Cornea Biological | Hazard Alert Class Il Hospital
8/11/2022 MO-INS-0552 Posterior Lumbar | Medical Product Defect | Class llI Hospital
Interbody Fusion (PLIF) T- Device Correction
Handle Cage Inserter
8/11/2022 ReelPass Suture Lasso, 45 CRV | Medical Recall Class Il Hospital
Left, ReelPass Suture Lasso, 45 | Device
CRV Right and ReelPass Suture
Lasso, 90 CRV Straight
8/11/2022 Straight cup positioner and Medical Recall Class I Hospital
Curved cup positioner Device
8/11/2022 Trilogy 100 portable ventilator Medical Recall Class Il Hospital
devices Device
7/11/2022 DBL Vancomycin (vancomycin Medicine Recall Class I Retail
hydrochloride) 500 mg vial
7/11/2022 Exactech Shoulder GPS Medical Recall Class Il Hospital
Impactor Handle Device
7/11/2022 Kiwi Vacuum assisted delivery Medical Product Defect | Class Il Hospital
(VAC-6000M and VAC-6000ME) | Device Correction
4/11/2022 GEHC T2100-ST Treadmill Medical Product Defect | Class Il Hospital
Device Correction
3/11/2022 Aero Chrome Breathable High Medical Recall Class I Hospital
Performance Surgical Gown with | Device
Blue Huck Towel, L
3/11/2022 FDG Medicine Recall Class I Hospital

Report generated 18/05/2024 8:45:48 PM

The TGA publishes Australian recall actions in a searchable database to ensure the public has access to information
about therapeutic products that have been recalled from the Australian market. If you are concerned about your health
or if you have experienced an adverse event please seek advice from a health professional as soon as possible.

Please read all the important information at the beginning of this report.

Page 56 of 448



System for Australian Recall Actions

Recall Action Product Name/Descriptionil Type of  Recall ActionV Recall Action Recall
Commencement Product! ClassificationV Action
Date! LevelV
3/11/2022 Numerous antibiotic and Medicine Product Defect | Class Il Hospital
oncology compounded Alert
medicines
3/11/2022 PLS Set, PLS Set Plus and HIT Medical Product Defect | Class | Hospital
Set PLS Plus Device Correction
2/11/2022 Anti-HSV-1/2 Pool ELISA (IgM). | Medical Recall Class Il Hospital
An in vitro diagnostic medical Device
device (VD)
2/11/2022 Detox + Debloat Medicine Recall Class Il Consumer
1/11/2022 Alcon Custom PAK Medical Product Defect | Class Il Hospital
Device Correction
31/10/2022 da Vinci X/Xi Fenestrated Bipolar | Medical Recall Class Il Hospital
Forceps Device
31/10/2022 Omnipod DASH Personal Medical Product Defect | Class Il Consumer
Diabetes Manager (PDM) Device Alert
31/10/2022 Polaris 600 (MedView) Operating | Medical Product Defect | Class Il Hospital
Light Device Correction
31/10/2022 ReSolve Locking Drainage Medical Product Defect | Class Il Hospital
Catheter Device Correction
28/10/2022 FLOCARE INFINITY ENTERAL | Medical Product Defect | Class Il Hospital
FEEDING PUMP Device Correction
28/10/2022 Philips Respironics — Sleep & Medical Product Defect | Class llI Consumer
Respiratory Care Devices Device Correction
27/10/2022 DreamWear Full Face Mask, Medical Product Defect | Class Il Consumer
DreamWisp Nasal Mask, Wisp Device Correction
and Wisp Youth Nasal Mask and
Amara View Full Face Mask
26/10/2022 NEO-fit device Medical Recall Class I Hospital
Device
26/10/2022 StandTall Sheath Extender Medical Recall Class Il Wholesale
Device
25/10/2022 3M Steri-Drape Surgical Drapes | Medical Recall Class Il Hospital
Device
25/10/2022 Coseal Surgical Sealant 2ml, 4ml | Medical Product Defect | Class Il Hospital
and 8ml. Device Correction
21/10/2022 HeartWare (HVAD) System Medical Hazard Alert Class | Hospital
Device
21/10/2022 VITROS XT 3400 and VITROS Medical Product Defect | Class Il Hospital
XT 7600 Systems. An in vitro Device Correction
diagnostic medical device (VD)
20/10/2022 Alinity m System. An in vitro Medical Product Defect | Class I Hospital
diagnostic medical device (IVD) | Device Correction
19/10/2022 T19 Beersheba. Dried medicinal | Medicine Recall Class Il Consumer
cannabis flower
18/10/2022 Technetium-99m HDP Medicine Recall Class I Hospital
13/10/2022 MIM Encore software Medical Product Defect | Class Il Hospital
Device Correction
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13/10/2022 Thermo Scientific AcroMetrix Medical Recall Class Il Wholesale
HCVRNA+. An in vitro diagnostic | Device
medical device (VD)
12/10/2022 VITROS Immunodiagnostic Medical Recall Class Il Hospital
Products HIV Combo Reagent Device
Pack and VITROS
Immunodiagnostic Products HIV
Combo Calibrators. An in vitro
medical device (VD)
11/10/2022 Amplitude Platform with the Medical Product Defect | Class llI Hospital
TagPath COVID-19 HT Kit. An in | Device Correction
vitro diagnostic medical device
(IVD)
11/10/2022 BD Trucount Tubes for Flow Medical Product Defect | Class Il Hospital
Cytometry, BD Leucocount Kit Device Correction
for Flow Cytometry/cell counts,
BD Multitest 6-Color TBNK
Reagent for Flow cytometry/cell
counts and BD Stem Cell
Enumeration Kit in Flow
Cytometry. An in vitro diagnostic
medical device (IVD)
11/10/2022 BME SPEED Implant Kit Medical Recall Class I Hospital
15X12mm Device
10/10/2022 ARTIS pheno systems Medical Product Defect | Class I Hospital
Device Correction
7/10/2022 DASATINIB DR. REDDY'S Medicine Recall Class I Consumer
dasatinib 50 mg film coated
tablet blister pack
7/10/2022 Ransel. An in vitro diagnostic Medical Product Defect | Class Il Hospital
medical device (VD) Device Correction
7/10/2022 Surdial X Medical Product Defect | Class Il Hospital
Device Correction
7/10/2022 Synapse PACS Version 5.x Medical Product Defect | Class Il Hospital
Device Correction
7/10/2022 Teledyne Oxygen sensor R-22A | Medical Recall Class I Hospital
Device
5/10/2022 Chloradet 5L and Chloradet 20L | Medical Recall Class Il Retail
Device
5/10/2022 Endo Stitch V-Loc 180 Medical Recall Class I Hospital
Absorbable Reload and Endo Device
Stitch V-Loc PBT Non-
Absorbable Reload
5/10/2022 Insertion Kit for use with Medical Product Defect | Class Il Hospital
SENSATION PLUS 8Fr. 50cc Device Alert
IABC and SENSATION PLUS
8Fr. 50cc IAB Catheter
5/10/2022 Novation Crown Cup GXL Liner | Medical Hazard Alert Class Il Hospital
Device
4/10/2022 ImmunoCAP Allergen f76. Anin | Medical Recall Class Il Hospital
vitro diagnostic medical device Device
(IVD)
30/09/2022 Fludeoxyglucose F18 Injection Medicine Recall Class I Hospital
(18F-FDG)
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30/09/2022 Susi Eves Tonsil Snare Medical Recall Class Il Hospital
Device
30/09/2022 TM80 & N-Series & BeneVision | Medical Product Defect | Class Il Hospital
Central Monitoring System Device Correction
29/09/2022 IH-500. An in vitro diagnostic Medical Product Defect | Class I Hospital
medical device (VD) Device Correction
28/09/2022 MicroVention Inc WEB Medical Recall Class Il Hospital
Detachment Controller Device
28/09/2022 Tc99m MAA Medicine Product Defect | Class I Hospital
Alert
27/09/2022 Atellica CH 930 Analyzer - Medical Recall Class I Hospital
Lithium and Lithium_2. An in Device
vitro diagnostic medical device
(IVD)
27/09/2022 PROVIVE MCT-LCT INJ. 1% Medicine Recall Class Il Retail
20ML GV
26/09/2022 Fludeoxyglucose F18 Injection Medicine Recall Class I Hospital
(18F-FDG)
26/09/2022 KH600 Mobile Shower Trolley Medical Product Defect | Class I Hospital
Device Correction
26/09/2022 Li-ion Battery Model 100 Medical Recall Class Il Hospital
(AutoPulse brand) used with Device
ZOLL'’s AutoPulse Resuscitation
System
26/09/2022 TurmeriX Powder 360gm Medicine Recall Class Il Wholesale
23/09/2022 Floradix Liquid Magnesium 250 | Medicine Recall Class Il Retail
mL
23/09/2022 FuturePAD Tablet USB Power Medical Product Defect | Class Il Hospital
Adapter used with the Philips Device Correction
Lumify Ultrasound System
21/09/2022 MR Patient Care Portal 5000 Medical Product Defect | Class Il Hospital
Device Correction
20/09/2022 F18-DCFPyL Injection Medicine Product Defect | Class I Hospital
Alert
20/09/2022 IH-QCS8. An in vitro diagnostic Medical Recall Class Il Hospital
medical device (IVD) Device
20/09/2022 Xpert EV. An in vitro diagnostic Medical Recall Class Il Hospital
medical device (IVD) Device
16/09/2022 DOXORUBICIN 46MG IN Medicine Recall Class I Hospital
SYRINGE (TERUMO) FOR
INTRAVENOUS USE
15/09/2022 AMSORB PLUS PREFILLED G- | Medical Product Defect | Class | Hospital
CAN 1.0L — CO2 Absorbers Device Correction
15/09/2022 PE-Conjugated Goat Anti- Medical Product Defect | Class llI Hospital
Human IgG. An in vitro Device Correction
diagnostic medical device (VD)
15/09/2022 Philips IntelliVue Monitors with Medical Product Defect | Class I Hospital
Nellcor SpO2 Boards Device Correction
15/09/2022 Syntel Silicone Over the Wire Medical Recall Class Il Wholesale
Embolectomy Catheter Device
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14/09/2022 Alinity hg Analyzer and Alinity hs | Medical Product Defect | Class Il Hospital
Slide Maker Stainer Module. An | Device Correction
in vitro diagnostic medical device
(IvD)

14/09/2022 Anti-GM1 Autoantibodies ELISA. | Medical Recall Class I Hospital
An in vitro diagnostic medical Device
device (VD)

14/09/2022 HeartWare Ventricular Assist Medical Product Defect | Class Il Hospital
Device (HVAD) system Power Device Correction
Sources and Monitor Data
Cables for Controller Port Bent
Pins

14/09/2022 PRIMOVIST disodium Medicine Product Defect | Class I Hospital
gadoxetate 181.43 mg/mL Alert
(0.25M) 10mL injection pre-filled
syringe

13/09/2022 Pinnacle3 Radiation Therapy Medical Product Defect | Class Il Hospital
Planning System Device Correction

8/09/2022 Alinity m System. An in vitro Medical Product Defect | Class Il Hospital
diagnostic medical device (IVD) | Device Correction

7/09/2022 ISO-GARD FILTER Medical Recall Class Il Hospital

Device

7/09/2022 VERITAS Advanced Infusion Medical Recall Class I Hospital
Packs Device

5/09/2022 KM8020 IIl Karma Eagle Medical Product Defect | Class I Consumer
Wheelchair Device Correction

5/09/2022 Micro-X Rover Mobile X-Ray Unit | Medical Product Defect | Class I Hospital

Device Correction

2/09/2022 N Antiserum to Human 1gG 2mL | Medical Product Defect | Class I Hospital
& 5mL. An in vitro diagnostic Device Correction
medical device (VD)

1/09/2022 Codman CereLink ICP Monitor Medical Recall Class Il Hospital
(ICP Monitor) Device

1/09/2022 IMMAGE Immunochemistry Medical Product Defect | Class Il Hospital
Systems - Rheumatoid Factor. Device Correction
An in vitro diagnostic medical
device (VD)

31/08/2022 Catheter Pack, Eye Toilet Medical Product Defect | Class llI Hospital
Dressing Pack, Single Swab Device Correction
Stick Orange 8 and Syringe 50
mL Bulb Irrigation Mini Pack

31/08/2022 EVOLVE Stem 7.5mm +2 and Medical Recall Class Il Hospital
EVOLVE Stem 9.5mm +4 Device

31/08/2022 TRIKAFTA elexacaftor / Medicine Product Defect | Class llI Consumer
tezacaftor / ivacaftor and Alert
ivacaftor 100mg/50mg/75mg and
150mg film-coated tablet blister
pack

30/08/2022 ARveo08, ARveo, M530 OHX and | Medical Product Defect | Class I Hospital
PROvido Surgical Microscopes Device Correction

29/08/2022 Rapid-Guard Immune Boost Medicine Recall Class I Retall
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24/08/2022 Bio-Tenodesis Screw, Bio- Medical Recall Class llI Hospital
Interference Screw w/disp shth, | Device
Bio-Tenodesis Screw 5.5 mm
24/08/2022 Fludeoxyglucose F18 Injection Medicine Recall Class I Hospital
(18F-FDG)
24/08/2022 Puritan Bennett 500 series Medical Product Defect | Class Il Hospital
ventilators Device Correction
23/08/2022 Artis system Medical Product Defect | Class Il Hospital
Device Correction
23/08/2022 Dimension Magnesium (MG) Medical Recall Class Il Hospital
Flex reagent cartridge. An in vitro | Device
diagnostic device
23/08/2022 Haemonetics Platelet Storage Medical Recall Class I Hospital
Bags Device
23/08/2022 VIDAS 3 system. An in vitro Medical Product Defect | Class Il Hospital
diagnostic device Device Correction
22/08/2022 Catheter Kit Medical Recall Class I Hospital
Device
22/08/2022 GSS TERMINAL UNITS Medical Recall Class Il Hospital
Device
22/08/2022 STERRAD 100NX Sterilization Medical Product Defect | Class IlI Hospital
System Device Correction
19/08/2022 IMMULITE 2000 and IMMULITE | Medical Recall Class Il Hospital
2000 XPi Thyroid Stimulating Device
Immunoglobulins (TSI). Anin
vitro diagnostic medical device
(IVD).
18/08/2022 Everest MI XT Inner and Outer Medical Recall Class Il Hospital
Dilators Device
18/08/2022 Zoledronic Acid SUN zoledronic | Medicine Recall Class Il Retall
acid 5 mg / 100 mL injection
solution vial
17/08/2022 Philips SmartPath to dStream Medical Product Defect | Class Il Hospital
and Ingenia systems Device Correction
17/08/2022 QMS Tacrolimus Calibrator. An Medical Product Defect | Class I Hospital
in vitro medical diagnostic Device Correction
device.
16/08/2022 BiPAP A40 Medical Recall Class | Consumer
Device
16/08/2022 D-Touch Disposable Medical Medical Product Defect | Class Il Retail
Facemasks Device Alert
16/08/2022 Hikma Lorazepam Injection, USP | Medicine Recall Class Il Hospital
2mg/ml
15/08/2022 Anti-FITC-AP CISH Accessory Medical Recall Class Il Hospital
Kit. An in vitro diagnostic medical | Device
device (IVD)
15/08/2022 Fixed Core Wire Guide and Medical Recall Class I Hospital
Roadrunner Hydrophilic Wire Device
Guide
12/08/2022 CoughAssist E70 International Medical Product Defect | Class llI Consumer
(CoughAssist 2) Device Alert
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12/08/2022 Regulator Click Style Medical Medical Product Defect | Class IlI Wholesale
Oxygen 25 L/min 2 Self Seal Device Correction
SIS, 1 Hose Barb
11/08/2022 F18-Fludeoxyglycose Injection Medicine Product Defect | Class Il Hospital
(FDG) Correction
10/08/2022 iChemVELOCITY Strips. Anin Medical Recall Class Il Hospital
vitro diagnostic medical device Device
(IVD).
9/08/2022 18F-Fludeoxyglucose (FDG) Medicine Recall Class | Hospital
9/08/2022 Philips EPIQ Ultrasound System | Medical Product Defect | Class Il Hospital
Device Correction
9/08/2022 TIP CAPS, SELF-RIGHTING Medical Recall Class Il Hospital
LUER SLIP, (DISCPAC, 25 Device
Pack) YELLOW, STERILE
8/08/2022 Elm dosing pipette Medical Product Defect | Class Il Hospital
Device Correction
5/08/2022 GELITA-SPON Product Range Medical Recall Class Il Hospital
Device
4/08/2022 Corvocet Biopsy System Medical Recall Class I Hospital
Device
4/08/2022 Nexxis encoders Medical Product Defect | Class | Wholesale
Device Correction
3/08/2022 Centricity systems Medical Product Defect | Class | Hospital
Device Correction
3/08/2022 XYLOCAINE 2% with Medicine Recall Class Il Hospital
ADRENALINE 1:200000 Multi
Dose VIAL (with Preservative)
pack of 10x20ml
2/08/2022 Remel RapID NF Plus System. Medical Recall Class Il Hospital
An in vitro diagnostic medical Device
device (VD)
1/08/2022 ORIGIO Sequential Cleave Medical Recall Class | Hospital
Device
29/07/2022 ENT sinus suction tubes Medical Recall Class Il Hospital
Device
29/07/2022 EverFlex Self-Expanding Medical Product Defect | Class Il Hospital
Peripheral Stent with Entrust Device Correction
Delivery System
29/07/2022 Giraffe Bedded Warmers and Medical Product Defect | Class | Hospital
Panda iRes Warmers. Device Correction
27/07/2022 Getinge ED-Flow AER and the Medical Product Defect | Class I Hospital
Getinge ED Flow SD AER Device Correction
26/07/2022 AMSORB PLUS PREFILLED G- | Medical Recall Class I Hospital
CAN 1.0L (GE part# 2105489- Device
003)
26/07/2022 NUCLISENS Magnetic Silica. An | Medical Product Defect | Class Il Hospital
in vitro diagnostic medical device | Device Correction
(IVD)
26/07/2022 Technetium-99m HDP Medicine Recall Class I Hospital
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26/07/2022 Zenex, Assurity, and Endurity Medical Hazard Alert Class | Hospital
pacemakers with SBP PMH Pre- | Device
Molded Header (SBP PMH)
22/07/2022 Femoral Head Allograft (R) Biological | Hazard Alert Class I Hospital
Irradiated
22/07/2022 Roadrunner PC Hydrophilic Wire | Medical Recall Class | Hospital
Guide and RoadRunner UniGlide | Device
Hydrophilic Wire Guide
21/07/2022 BD PhaSeal Y-Site Connector Medical Recall Class Il Hospital
C80 Device
21/07/2022 DigitalDiagnost C50 and Medical Product Defect | Class Il Hospital
DigitalDiagnost C50 1.1 Device Correction
21/07/2022 Vanta Implantable Medical Product Defect | Class I Hospital
Neurostimulator (INS) and Vanta | Device Correction
Clinician Programmer
Application (CP App)
20/07/2022 D-100 HbA1c Elution Buffer A. Medical Product Defect | Class Il Hospital
An in vitro diagnostic medical Device Alert
device (VD)
20/07/2022 EVOLVE TRIAD Plate Cutter Medical Recall Class I Hospital
Device
20/07/2022 Pregnosis Digital 1 test. Anin Medical Product Defect | Class Il Retail
vitro diagnostic medical device Device Correction
(IVD).
20/07/2022 Servo-u, Servo-n and Servo-air Medical Product Defect | Class | Hospital
ventilator systems Device Correction
20/07/2022 The BD Veritor Plus Analyser. Medical Product Defect | Class Il Retail
An in vitro diagnostic medical Device Correction
device (VD).
20/07/2022 Urine Collector Bag Medical Recall Class lll Consumer
Device
19/07/2022 ChemoLock Port Medical Recall Class Il Hospital
Device
19/07/2022 TaperFit Stem Size 0 38mm Medical Hazard Alert Class I Hospital
Offset 12/14 TAPER Device
18/07/2022 Atellica CH 930 Analyser - Medical Product Defect | Class Il Hospital
Iron_2 Assay. An in vitro Device Correction
diagnostic medical device (VD)
18/07/2022 cobas pure e 402 analytical unit | Medical Product Defect | Class Il Hospital
and cobas e 801 analytical unit. | Device Correction
An in vitro diagnostic medical
device (IVD)
18/07/2022 da Vinci EndoWrist Clip Applier | Medical Product Defect | Class I Hospital
Instruments Device Correction
15/07/2022 3M Clarity Aligners and Clarity Medical Product Defect | Class Il Hospital
Retainers Device Correction
14/07/2022 HAMILTON-C6 ventilator Medical Product Defect | Class Il Hospital
Device Correction
14/07/2022 Unima Evolution Screw Medical Recall Class Il Hospital
Device
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13/07/2022 AXIOM Sensis XP, Sensis / Medical Product Defect | Class Il Hospital
Sensis Lite or Sensis Vibe Device Correction
Combo

13/07/2022 Centricity Universal Viewer and | Medical Product Defect | Class Il Hospital
Universal Viewer Software Device Correction

12/07/2022 Canon Ultrasound Stress Echo Medical Product Defect | Class Il Hospital
option (USSE-AI900A) Device Correction

12/07/2022 HeartWare Ventricular Assist Medical Product Defect | Class | Hospital
Device (HVAD) Battery Device Correction

12/07/2022 Philips Efficia CMS200 Central Medical Product Defect | Class | Hospital
Monitoring Station and the Efficia | Device Correction
CM100, CM10, CM120, CM12
and CM150.

12/07/2022 Supple Peri Guard Repair Patch | Medical Product Defect | Class llI Hospital

Device Correction

11/07/2022 AR-1616-L and AR-1616-X Medical Recall Class Il Hospital
Finger Trap — Large and X-Large | Device
Sizes

11/07/2022 Medicina ENfit reusable enteral | Medical Recall Class lll Consumer
syringes & Medicina single-use Device
and reusable oral tip syringes

11/07/2022 Pressure Plates used in Level 1 | Medical Product Defect | Class | Hospital
Fast Fluid Flow Fluid Warmers Device Alert

11/07/2022 Tibbs Arterial Cannula set of 3/ | Medical Recall Class | Hospital
Tibbs Arterial Cannula Large Device
Cone

8/07/2022 Boston Scientific Model 3120 Medical Product Defect | Class I Hospital
ZOOM programmers Device Correction

8/07/2022 Dochem Face Mask and Medical Product Defect | Class I Retall
Dochem Face Mask Type IIR Device Alert

8/07/2022 Slade Health compounded Medicine Product Defect | Class Il Hospital
medicines containing one of the Alert
following S8 medicines:
Fentanyl, Hydromorphone,
Ketamine, Morphine,
Oxycodone, Pethidine

7/07/2022 Covidien Shiley Hi-Contour and | Medical Recall Class I Hospital
Low-Contour Oral/Nasal Device
Tracheal Tubes Cuffed.

7/07/2022 Revogene. An in vitro diagnostic | Medical Product Defect | Class Il Hospital
medical device (IVD) Device Correction

6/07/2022 Phadia 2500E, Phadia 2500EE, | Medical Product Defect | Class Il Hospital
Phadia 5000E and Phadia Device Correction
5000E+E. An in vitro diagnostic
medical device (VD)

6/07/2022 Servo-air with High mobile cart Medical Product Defect | Class Il Hospital

Device Correction

5/07/2022 ATTUNE Measured Sizing & Medical Recall Class Il Hospital

Rotation Guide Instrument Device
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1/07/2022 HLS Set Advanced 7.0 with Medical Product Defect | Class | Hospital
BIOLINE Coating and HLS Set Device Alert
Advanced 5.0 with BIOLINE
Coating
1/07/2022 Lucas’ Papaw Ointment Medicine Recall Class I Consumer
1/07/2022 Minisart syringe filters Medical Product Defect | Class I Hospital
Device Correction
29/06/2022 Defigard Touch 7 Defibrillator Medical Product Defect | Class | Hospital
and Pacemaker Device Correction
29/06/2022 PHARMACY ACTION Low Dose | Medicine Product Defect | Class Il Retail
Aspirin 100mg tablet blister pack Alert
28/06/2022 Fludeoxyglucose F18 Injection Medicine Recall Class Il Hospital
(18F-FDG)
28/06/2022 ID-DiaPanel Plus 6. An in vitro Medical Product Defect | Class Il Hospital
diagnostic medical device (IVD) | Device Alert
27/06/2022 Femoral Head Allograft - (R) Biological | Hazard Alert Class I Hospital
Irradiated
27/06/2022 PELORIS instruments with the Medical Product Defect | Class Il Hospital
RemoteCare solution installed. Device Correction
An in vitro diagnostic medical
device (IVD)
24/06/2022 ARTIS pheno with Large Display | Medical Product Defect | Class Il Hospital
Device Correction
24/06/2022 Cholesterol (CHOL). An in vitro Medical Product Defect | Class Il Hospital
diagnostic medical device (IVD) | Device Alert
24/06/2022 CT, PET, or NM table Medical Product Defect | Class Il Hospital
Device Correction
23/06/2022 Cholestech LDX System. An in Medical Product Defect | Class Il Retail
vitro diagnostic medical device Device Correction
(IVD)
23/06/2022 Philips V680 Ventilator Medical Product Defect | Class | Hospital
Device Correction
23/06/2022 Sample packs (30s)- Bretaris Medicine Recall Class Il Hospital
Genuair 1 x 30 dose inhalers
21/06/2022 3Shape Implant Studio software | Medical Product Defect | Class Il Hospital
versions from 2.17.3.0 to Device Correction
R1.2.15 (2.17.3.0 and R1.2.15
included)
21/06/2022 Medtronic Cobalt and Crome Medical Recall Class | Hospital
Implantable Cardioverter Device
Defibrillators (ICDs) and Cardiac
Resynchronization Therapy
Defibrillators (CRT-Ds)
21/06/2022 Medtronic Cobalt XT, Cobalt and | Medical Hazard Alert Class | Hospital
Crome Implantable Cardioverter | Device
Defibrillators (ICDs) and Cardiac
Resynchronization Therapy
Defibrillators (CRT-Ds)
20/06/2022 Medi-Trace Cadence Medical Product Defect | Class Il Hospital
Defibrillation Electrodes Device Correction
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20/06/2022 Sensis and Sensis Vibe Combo | Medical Product Defect | Class I Hospital
systems with software version Device Correction
VD12A
20/06/2022 Triathlon Solid CR Tibial Insert Medical Recall Class Il Hospital
Trials Device
20/06/2022 VASERIipo System Medical Product Defect | Class I Hospital
Device Correction
20/06/2022 VENTANA HE 600 System. An Medical Product Defect | Class Il Hospital
in vitro diagnostic medical device | Device Correction
(IVD)
17/06/2022 Alinity ¢ Hemoglobin Alc Medical Product Defect | Class Il Hospital
Reagent Kit (HbA1c) - An in vitro | Device Correction
diagnostic medical device (IVD)
17/06/2022 Calibration Serum Level 3 Medical Product Defect | Class Il Hospital
(CAL2351). An in vitro diagnostic | Device Correction
medical device (IVD).
17/06/2022 DURACIone B27 Reagent Kit Medical Product Defect | Class Il Hospital
Device Correction
17/06/2022 Leica CM1950 and Leica Medical Product Defect | Class Il Hospital
CM3050 S. An in vitro diagnostic | Device Correction
medical device (VD)
17/06/2022 nordicBrainEx Medical Product Defect | Class Il Hospital
Device Correction
16/06/2022 Aisys CS2 Anaesthesia Medical Product Defect | Class Il Hospital
Systems: P/N: 1011-9050-000 — | Device Correction
GTIN: 00840682102292
16/06/2022 Avance CS2 and Avance CS2 Medical Product Defect | Class Il Hospital
Pro Anaesthesia Systems: Device Correction
P/N:1009-9050-000 - GTIN:
00840682102322
16/06/2022 Merlin Patient Care System Medical Product Defect | Class I Hospital
(PCS) Software Model 3330 Device Correction
25.3.X or earlier and Merlin.net
MN 5000 v11.7 Remote
Monitoring Application
14/06/2022 Corflo J tube, MIC-KEY GJ tube | Medical Product Defect | Class Il Hospital
and Corflo PEG Kits Device Correction
9/06/2022 Anti-lIA2 ELISA (1gG). An in vitro | Medical Product Defect | Class Il Hospital
diagnostic medical device (IVD) | Device Correction
9/06/2022 Heater Unit HU 35, 230 V Medical Product Defect | Class Il Hospital
Device Correction
9/06/2022 The Alinity ci-series software Medical Product Defect | Class I Hospital
versions 3.3.3 and lower. An in Device Correction
vitro diagnostic medical device
(IVD)
8/06/2022 All Carestation 750/750c Medical Product Defect | Class Il Hospital
Anesthesia Delivery Systems Device Correction
8/06/2022 Centricity Universal Viewer Zero | Medical Product Defect | Class Il Hospital
Footprint Client Versions 6.0 Device Correction
SP6 through SP11.4
8/06/2022 Disposable Pedicle Access Medical Product Defect | Class I Hospital
Needle Device Correction

Report generated 18/05/2024 8:45:48 PM
The TGA publishes Australian recall actions in a searchable database to ensure the public has access to information
about therapeutic products that have been recalled from the Australian market. If you are concerned about your health
or if you have experienced an adverse event please seek advice from a health professional as soon as possible.

Please read all the important information at the beginning of this report.

Page 66 of 448



System for Australian Recall Actions

Recall Action Product Name/Descriptionil Type of  Recall ActionV Recall Action Recall
Commencement Product! ClassificationV Action
Date! LevelV
8/06/2022 lodine 131 Capsule Medicine Recall Class Il Hospital
8/06/2022 Palindrome Precision Chronic Medical Recall Class I Hospital
Haemodialysis Catheters and Device
Palindrome Chronic
Haemodialysis Catheters
7/06/2022 Ambu VivaSight 2 DLT Medical Recall Class Il Hospital
Device
7/06/2022 CoolSculpting-branded parallel Medical Recall Class I Hospital
plate applicators (CoolCore, Device
CoolCurve, CoolCurve+,
CoolMax, and CoolFit)
6/06/2022 Arjo Citadel Plus Bed Frame with | Medical Product Defect | Class Il Hospital
Powerdrive Device Correction
6/06/2022 Citadel Patient Care System Medical Product Defect | Class Il Hospital
Device Correction
6/06/2022 Philips ProxiDiagnost N90 and Medical Product Defect | Class Il Hospital
DigitalDiagnost. Device Correction
6/06/2022 'YelloPort Elite Universal Seal' Medical Product Defect | Class llI Hospital
port access system for use in Device Correction
Minimally Invasive Surgery
3/06/2022 CORTRAK 2 Enteral Access Medical Product Defect | Class | Hospital
System (EAS) Device Correction
3/06/2022 Fludeoxyglucose F18 Injection Medicine Recall Class Il Hospital
(18F-FDG)
2/06/2022 Alinity m System. An in vitro Medical Product Defect | Class I Hospital
diagnostic medical device (IVD) | Device Correction
2/06/2022 TeneoTreatment Centre Medical Product Defect | Class I Retall
Device Correction
1/06/2022 All MiniMed 640G, 670G, 700, Medical Product Defect | Class | Consumer
770G, and 780G Insulin Pumps | Device Correction
1/06/2022 ARTIS icono biplane Medical Product Defect | Class Il Hospital
Device Correction
1/06/2022 GreenLight HPS EA Laser Fiber | Medical Recall Class Il Hospital
Device
1/06/2022 Poole Sucker with Green Handle | Medical Recall Class Il Hospital
D/P 25CM Device
1/06/2022 Vari-Flex Junior Medical Product Defect | Class I Consumer
Device Correction
31/05/2022 #1 MAC F/O LARYNGOSCOPE | Medical Recall Class lll Hospital
F/O Laryngoscope Set-MAC and | Device
F/O Laryngoscope Set-MAC
WI/LED
27/05/2022 Artis zeego / Artis Q zeego Medical Product Defect | Class Il Hospital
Device Correction
27/05/2022 Navbit Sprint - Lateral Medical Product Defect | Class I Hospital
Device Correction
27/05/2022 Nucleus 7 Sound Processor Medical Product Defect | Class IlI Consumer
(CP1000, CP1001) Device Correction
27/05/2022 Philips DreamStation BiPAP Medical Product Defect | Class IlI Hospital
AVAPS30 Device Correction
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27/05/2022 Philips PageWriter TC30/50/70 Medical Product Defect | Class Il Hospital
Cardiographs Device Correction
27/05/2022 SP-50 slidemaker-stainer. An in | Medical Product Defect | Class Il Hospital
vitro diagnostic medical device Device Correction
(IVD)
26/05/2022 BiliLux - Spring Arm Medical Product Defect | Class Il Hospital
Device Correction
25/05/2022 1688 Camera Control Unit (CCU) | Medical Product Defect | Class Il Hospital
Device Correction
25/05/2022 BD Connecta Plus3 stopcocks Medical Recall Class Il Hospital
contained within Multigate Device
Custom Procedure Packs
23/05/2022 Medtronic NIM CONTACT Medical Product Defect | Class | Hospital
Reinforced EMG Endotracheal Device Correction
Tube and NIM Standard
Reinforced EMG Endotracheal
Tube
20/05/2022 18 F-fluoro-ethyl-tyrosine (18F- Medicine Product Defect | Class llI Hospital
FET) Correction
20/05/2022 Safe-T-Centesis Kit 6FR x 16CM | Medical Recall Class | Hospital
Device
19/05/2022 ABL800 Basic and ABL8XX Medical Product Defect | Class | Hospital
FLEX. An in vitro diagnostic Device Correction
medical device (VD)
19/05/2022 Fludeoxyglucose F18 Injection Medicine Product Defect | Class Il Hospital
(18F-FDG) Alert
19/05/2022 Fludeoxyglucose F18 Injection Medicine Product Defect | Class Il Hospital
(18F-FDG) Alert
19/05/2022 Molnlycke Procedure Packs — Medical Recall Class | Hospital
Various containing component Device
Blink Medical Sternal Retractor
19/05/2022 Mueller-Hinton Broth, cation- Medical Recall Class Il Hospital
adjusted. An in vitro diagnostic Device
medical device (IVD)
18/05/2022 All CARESCAPE Central Station | Medical Product Defect | Class Il Hospital
V2 units Device Correction
18/05/2022 Volista StandOp SF & DF Medical Product Defect | Class I Hospital
cupolas Device Correction
17/05/2022 GORE BIO-A Tissue Medical Recall Class lll Hospital
Reinforcement devices Device
17/05/2022 Scarlet AC-T, the Cervical Medical Recall Class Il Hospital
Secured Lordotic Cage - SCA- Device
AC LS 06-S
17/05/2022 t:slim X2 Insulin Pump Medical Product Defect | Class Il Consumer
Device Correction
16/05/2022 E.SPINE-Reduction Pedicle Medical Recall Class Il Wholesale
Screw-g6mm-Length 45mm and | Device
E.SPINE-Pedicle Screw-g6mm-
Length 45mm
16/05/2022 The Alinity s System. An in vitro | Medical Product Defect | Class Il Hospital
diagnostic medical device (IVD) | Device Correction
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16/05/2022 Ultra-High Molecular Weight Medical Hazard Alert Class Il Hospital
Polyethylene (UHMWPE) Liners | Device
(Optetrak/Optetrak Logic Knee &
Vantage Ankle)
13/05/2022 Fludeoxyglucose F18 Injection Medicine Recall Class I Hospital
(18F-FDG)
13/05/2022 HbAlc. An in vitro diagnostic Medical Product Defect | Class llI Hospital
medical device (VD) Device Correction
13/05/2022 N95 Particulate Respirator N95 Medical Product Defect | Class Il Retail
FT-N058 Device Alert
13/05/2022 Philips V60/V60 Plus/V680 Medical Product Defect | Class | Hospital
Ventilator Device Alert
13/05/2022 Sentinel Diagnostics Copper and | Medical Product Defect | Class I Hospital
Controls. An in vitro diagnostic Device Correction
medical device (VD)
13/05/2022 The Alinity h-series. An in vitro Medical Product Defect | Class I Hospital
diagnostic medical device (IVD) | Device Correction
13/05/2022 The BD Connecta products Medical Recall Class I Hospital
Device
12/05/2022 EEA Autosuture Circular Stapler | Medical Recall Class Il Hospital
with DST Series Technology, Device
25mm
12/05/2022 Nester Embolization Microcoil Medical Recall Class Il Hospital
and Tornado Embolization Device
Microcoil
12/05/2022 St Knee Procedure Pack Medical Product Defect | Class Il Hospital
containing BD Plastipak 50mL Device Correction
Syringe with Luer-Lok Tip.
12/05/2022 TEG Hemostasis System Medical Product Defect | Class I Hospital
Functional Fibrinogen Reagent. | Device Correction
An in vitro diagnostic medical
device (VD)
12/05/2022 Various procedure packs Medical Product Defect | Class Il Hospital
containing BD Plastipak 50mL Device Correction
Syringe with Luer-Lok Tip
11/05/2022 Medfusion syringe pump Medical Product Defect | Class | Hospital
Device Correction
11/05/2022 Swisse Beauty Collagen Glow Medicine Recall Class Il Consumer
Gummies
10/05/2022 BiPAP A40 Pro & BiPAP A40 Medical Product Defect | Class I Hospital
EFL Device Correction
10/05/2022 Fentanyl GH 100mcg/2mL Medicine Product Defect | Class | Retail
Alert
6/05/2022 Amplitude Platform with TagPath | Medical Product Defect | Class Il Hospital
COVID-19 HT Kit. An in vitro Device Correction
diagnostic medical device (VD)
6/05/2022 PainChek Medical Product Defect | Class Il Hospital
Device Correction
6/05/2022 Reliance Synergy Medical Product Defect | Class Il Hospital
Washer/Disinfector Device Correction
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6/05/2022 TruSight Cystic Fibrosis Library | Medical Product Defect | Class Il Hospital
Prep. An in vitro diagnostic Device Correction
medical device (IVD)
5/05/2022 Argyle Fistula Cannulas with Medical Recall Class I Hospital
Anti-reflux Valve (15G/30mm) Device
5/05/2022 Promed Level 1 surgical face Medical Product Defect | Class Il Hospital
masks with ties Device Alert
4/05/2022 Avance CS2 and Avance CS2 Medical Product Defect | Class Il Hospital
Pro anesthesia devices Device Correction
4/05/2022 HERZUMA trastuzumab (rch) Medicine Product Defect | Class Il Hospital
440 mg powder for injection for Correction
intravenous infusion vial with
diluent
4/05/2022 The HeartWare HVAD System Medical Hazard Alert Class | Hospital
Device
3/05/2022 2XP SPF50+ BRONZE Medicine Recall Class Il Consumer
PROTECT SUNSCREEN
LOTION
3/05/2022 Argon Medical Devices Coaxial Medical Product Defect | Class Il Hospital
Introducer Needle Device Correction
3/05/2022 Medtronic Cobalt and Crome Medical Hazard Alert Class Il Hospital
Implantable Cardioverter Device
Defibrillators (ICDs) and Cardiac
Resynchronization Therapy
Defibrillators (CRT-Ds)
3/05/2022 Philips Incisive CT Medical Product Defect | Class Il Hospital
Device Correction
2/05/2022 Cardioblate Gemini-s Irrigated Medical Product Defect | Class Il Hospital
RF Surgical Ablation System Device Correction
2/05/2022 MONOPLUS SUTURE Medical Recall Class Il Hospital
Device
29/04/2022 CM320-Series Washer Medical Product Defect | Class Il Hospital
Disinfector Device Correction
29/04/2022 Flexible Endoscopes with single | Medical Product Defect | Class Il Hospital
channel and attached T Luer Device Correction
29/04/2022 Purist Australian - Mask, medical | Medical Product Defect | Class Il Retail
single use Device Alert
28/04/2022 9100-Series Washer-Disinfector | Medical Product Defect | Class Il Hospital
Device Correction
28/04/2022 CARESCAPE R860, Engstrom Medical Product Defect | Class Il Hospital
Carestation and Engstrom PRO | Device Correction
28/04/2022 Gemini Dispoable Surgical Medical Product Defect | Class Il Hospital
Masks Device Alert
28/04/2022 IntelePACS Medical Product Defect | Class Il Hospital
Device Correction
28/04/2022 METHOTREXATE 65MG IN Medicine Recall Class I Hospital
SYRINGE (TERUMO) FOR
INTRAVENOUS USE
27/04/2022 AST-STO3 TEST KIT and AST- | Medical Product Defect | Class I Hospital
YS08 TEST KIT. An in vitro Device Correction
diagnostic medical device (VD)
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27/04/2022 Control LQ COVID-19 IgG + IgM. | Medical Recall Class I Hospital
An in vitro diagnostic medical Device
device (VD)
27/04/2022 Negative Pressure Wound Medical Product Defect | Class Il Hospital
Therapy devices Device Correction
27/04/2022 VIDAS CMV IgM. An in vitro Medical Recall Class Il Hospital
diagnostic medical device (IVD) | Device
26/04/2022 Baby Bum Mineral SPF50+ Medicine Recall Class Il Consumer
Lotion
26/04/2022 Cancer Council Sensitive Medicine Recall Class I Consumer
Sunscreen SPF50+ 110mL
(Tube) and Cancer Council
Sensitive Sunscreen SPF50+
200mL (Pump)
26/04/2022 Humid-Vent Flex Tube Medical Recall Class | Hospital
Device
26/04/2022 PICO50 Arterial Blood Sampler. | Medical Recall Class I Hospital
An in vitro diagnostic medical Device
device (VD)
26/04/2022 SPF 50+ Lotion Spray Coconut Medicine Recall Class Il Consumer
Beach 200ml
22/04/2022 ACCUPRIL (quinapril Medicine Recall Class I Retail
hydrochloride) 5/10/20 mg
tablets
22/04/2022 AXIOM Sensis XP or Medical Product Defect | Class Il Hospital
Sensis/Sensis Lite with VC12M Device Correction
software
22/04/2022 IMRX System Medical Product Defect | Class Il Hospital
Device Correction
22/04/2022 Philips Ingenia Elition X, Ingenia | Medical Product Defect | Class Il Hospital
Elition S Device Correction
22/04/2022 Sara Plus floor lifts Medical Product Defect | Class Il Hospital
Device Correction
21/04/2022 EasyScreen Respiratory Medical Product Defect | Class Il Hospital
Pathogen Detection Kit. Anin Device Correction
vitro diagnostic medical device
(IVD)
21/04/2022 Nivea Sun Protect and Moisture | Medicine Recall Class Consumer
Lotion SPF 30 200ml
21/04/2022 OOK SNOW ALL Medical Product Defect | Class Il Hospital
Device Correction
20/04/2022 Getinge Flow-c Medical Product Defect | Class Il Hospital
Device Correction
20/04/2022 MiSeqgDx instrument and Medical Product Defect | Class Il Hospital
NextSeq 550Dx instrument. An Device Correction
in vitro diagnostic medical device
(IVD)
19/04/2022 Molnlycke Procedure Packs — Medical Product Defect | Class Il Hospital
Various containing component Device Correction
Sol-MTM Blunt Fill Needle within
M?Inlycke Procedure Packs
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19/04/2022 Philips Azurion R2.2 and R2.2.1 | Medical Product Defect | Class Il Hospital
Device Correction
19/04/2022 Stress Relief Medicine Recall Class | Consumer
14/04/2022 18F-Fludeoxyglucose Medicine Product Defect | Class Il Hospital
Correction
14/04/2022 ARTIS icono biplane and ARTIS | Medical Product Defect | Class Il Hospital
icono floor Device Correction
14/04/2022 DBL VANCOMYCIN vancomycin | Medicine Recall Class Il Hospital
(as hydrochloride) 500mg
powder for injection vial
13/04/2022 ABS6090 AEROBURN PE Burn | Medical Recall Class I Consumer
Sheets, 60 cm x 90 cm Device
13/04/2022 Plastipak 50ml Syringes Medical Product Defect | Class Il Hospital
Device Correction
12/04/2022 ACUSON 9VE4 transducer Medical Recall Class I Hospital
Device
12/04/2022 AV-Set ONLINEPIus 5008-R Medical Recall Class Il Hospital
Device
12/04/2022 Easy Grip FLO Medical Recall Class Il Hospital
Device
12/04/2022 HeartWare Ventricular Assist Medical Product Defect | Class Il Hospital
Device (HVAD) system Device Correction
12/04/2022 Medihood McMonty Device and | Medical Product Defect | Class I Hospital
Hood Device Correction
12/04/2022 Percept PC BrainSense Medical Product Defect | Class Il Hospital
Device Alert
12/04/2022 Universal Plus Laparoscopic Medical Recall Class I Hospital
Electrodes Device
11/04/2022 Draeger Australia Pty Infinity Medical Product Defect | Class I Hospital
CentralStation (ICS) Device Correction
11/04/2022 Melobic 15 (meloxicam 15mg) Medicine Recall Class Il Retail
tablet blister pack
11/04/2022 MetaFix Collared Stem Size 7 Medical Recall Class Il Hospital
and MetaFix Collarless Stem Device
Size 3
8/04/2022 fabian HFOi ventilators with Medical Product Defect | Class Il Hospital
software version older than 5.2.1 | Device Correction
8/04/2022 Femoral Head (R) MC Small - Biological | Hazard Alert Class Il Hospital
Femoral Head Allograft
8/04/2022 Surgical Face Mask Level 2 Medical Product Defect | Class Il Hospital
Device Alert
6/04/2022 NeoLynx v4.2 IVD, NeoLynx Medical Product Defect | Class Il Hospital
v4.11VD and lonLynx v4.2 IVD. Device Correction
An in vitro diagnostic medical
device (IVD)
5/04/2022 Alinity i Homocysteine Reagent Medical Product Defect | Class Il Hospital
Kit, An in vitro diagnostic medical | Device Alert
device (IVD)
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5/04/2022 Auralis pump Medical Product Defect | Class Il Consumer
Device Correction
4/04/2022 EPIQ series and Affiniti series Medical Product Defect | Class Il Hospital
Diagnostic Ultrasound Systems | Device Correction
with the Auto Measure licensed
option
4/04/2022 MA-KN95-WOO Medical Recall Class Il Retall
Device
4/04/2022 Puritan Bennett 980 Series Medical Product Defect | Class | Hospital
Ventilator Device Correction
4/04/2022 Schiller Defibrillator - FRED Medical Product Defect | Class I Hospital
Easyport Plus Device Correction
4/04/2022 VITEK 2 GP ID Test Kit. An in Medical Product Defect | Class I Hospital
vitro diagnostic medical device Device Correction
(IVD)
4/04/2022 VITROS Immunodiagnostic Medical Product Defect | Class Il Hospital
Products FSH Reagent Pack, LH | Device Correction
Reagent Pack and Prolactin
Reagent Pack. An in vitro
diagnostic medical device (IVD)
1/04/2022 CUSTODIOL 1000 mL perfusion | Medical Product Defect | Class Il Hospital
solution, bag Device Correction
31/03/2022 ABL90 FLEX and ABL90 FLEX Medical Product Defect | Class I Hospital
PLUS. An in vitro diagnostic Device Correction
medical device (IVD)
31/03/2022 The MAXONIQ OsseoFrame Medical Product Defect | Class Il Retail
Device Correction
30/03/2022 HeartStart HS1 Medical Product Defect | Class Il Retail
AEDs/OnSite/Home AED Device Correction
29/03/2022 Fludeoxyglucose F18 Injection Medicine Recall Class Il Hospital
(18F-FDG)
29/03/2022 FORE-SIGHT ELITE Tissue Medical Product Defect | Class Il Hospital
Oximeter Module and FORE- Device Correction
SIGHT ELITE Absolute Tissue
Oximeter Monitor
28/03/2022 GeeeF Disposable Medical Mask | Medical Product Defect | Class Il Hospital
Device Alert
28/03/2022 Moosh P2 Respirator Mask Medical Product Defect | Class Il Hospital
Device Alert
28/03/2022 Tc99m Mebrofenin Medicine Product Defect | Class I Hospital
Alert
25/03/2022 PIPR Finger Replacement Medical Product Defect | Class Il Hospital
(Proximal Interphalangeal Device Correction
Replacement)
25/03/2022 PrisMax System Medical Product Defect | Class Il Hospital
Device Correction
25/03/2022 Saiph Total Knee Replacement Medical Product Defect | Class Il Hospital
Device Correction
24/03/2022 Philips Azurion systems with Medical Product Defect | Class Il Hospital
R1.x software Device Correction
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24/03/2022 SIMPSON SHELF PESSAR Medical Recall Class Il Hospital
VARIOUS SIZES Device
23/03/2022 ARIS HiQ. An in vitro diagnostic | Medical Product Defect | Class Il Hospital
medical device (VD) Device Correction
23/03/2022 DISPOSABLE GRASPING Medical Recall Class Il Hospital
FORCEPS FG-51D Device
23/03/2022 IN.PACT Admiral Paclitaxel- Medical Recall Class Il Hospital
coated PTA Balloon Catheters Device
22/03/2022 Anti-Lua (LU1). An in vitro Medical Recall Class Il Hospital
diagnostic medical device (IVD) | Device
22/03/2022 AQUINARETIC 20/12.5 and Medicine Recall Class I Retail
10/12.5 quinapril hydrochloride
and hydrochlorothiazide
20/12.5mg and 10/12.5 tablet
blister pack and ACCURETIC
10/12.5 and 20/12.5 tablet blister
pack
22/03/2022 Photopheresis System Medical Product Defect | Class llI Hospital
Device Correction
22/03/2022 SuperLUX, SuperLUX Pro, Medical Product Defect | Class Il Retail
UltraLUX and UltraLUX Pro Device Correction
21/03/2022 Magec Device System Medical Product Defect | Class | Hospital
Device Correction
21/03/2022 Merlin Patient Care System Medical Product Defect | Class Il Hospital
(PCS) Device Correction
21/03/2022 ORACcollect DNA, ORAcollect Dx, | Medical Product Defect | Class Il Hospital
ORAcollect RNA. An in vitro Device Correction
diagnostic medical device (IVD).
18/03/2022 Multi-Modality Touch Screen Medical Product Defect | Class I Hospital
Module (MM-TSM) a part of the | Device Correction
IntraSight Integrated IVUS
System
18/03/2022 MUSE NX R1 systems with Web | Medical Product Defect | Class Il Hospital
Edit option Device Correction
18/03/2022 Triathlon Tritanium Tibial Medical Recall Class Il Hospital
Baseplate and Triathlon Primary | Device
Tibial Baseplate
17/03/2022 AutonoMe Pre-loaded Delivery Medical Recall Class Il Hospital
System Device
17/03/2022 Fludeoxyglucose F18 Injection Medicine Product Defect | Class I Hospital
(F-18 FDG) Alert
17/03/2022 STERRAD Booster Adaptor IV Medical Recall Class Il Hospital
Device
16/03/2022 DARATUMUMAB 1,800MG IN Medicine Recall Class I Hospital
SYRINGE (TERUMO)
15/03/2022 20/30 Priority Pack Accessory Kit | Medical Recall Class Il Hospital
Device
15/03/2022 Alinity m HBV AMP kit and Alinity | Medical Product Defect | Class Il Hospital
m HBV. An in vitro diagnostic Device Correction
medical device (VD)
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15/03/2022 Signa & Discovery MR Medical Product Defect | Class Il Hospital
Device Correction
11/03/2022 Enhanced Estradiol (eE2). Anin | Medical Product Defect | Class Il Hospital
vitro diagnostic medical device Device Correction
(IVD)
11/03/2022 Longteng Disposable Surgical Medical Product Defect | Class Il Retail
Medical Mask Device Alert
11/03/2022 OptiPro FFP2 Mask Medical Product Defect | Class Il Hospital
Device Alert
11/03/2022 Peripheral/coronary vasculature | Medical Recall Class Il Hospital
catheter, infusion Device
11/03/2022 Trinity Depth Gauge Medical Recall Class Il Hospital
Device
11/03/2022 Well Lead — Adult Oxygen Mask | Medical Recall Class | Hospital
Device
10/03/2022 APC-30 Procedure Pack Medical Recall Class lll Wholesale
Device
10/03/2022 Esophageal/Rectal/Skin Medical Product Defect | Class Il Hospital
Temperature Probes Device Correction
9/03/2022 Combination of ANATOMIC Medical Product Defect | Class Il Hospital
femoral component Size 7 or 8 Device Correction
with the cemented inset patellar
component diameter 23mm.
9/03/2022 Natural Laxative Senna and Medicine Recall Class Il Wholesale
Prune
8/03/2022 2288 Premium Plus disposable Medical Product Defect | Class Il Retail
masks ear-loop ultra-sensitive Device Alert
with anti-fog shields
8/03/2022 Atrium Advanta V12 Covered Medical Product Defect | Class Il Hospital
Stent System Device Correction
7/03/2022 Beare Medical Face Mask for Medical Product Defect | Class Il Hospital
Single Use - Level 2 Barrier - Device Alert
BMD 2
7103/2022 Proshield Duckbill Fluid Medical Product Defect | Class Il Hospital
Resistant, Proshield Resistant, Device Alert
Proshield Clearview, Proshield
Elite Visor Mask, Proshield Elite
Antifog Mask, Proshield Elite
Pleated Mask and Proshield
Super Resistant Antifog Mask
4/03/2022 Atellica UAS 800 Urine Sediment | Medical Product Defect | Class I Hospital
Analyser and Atellica 1500 Device Correction
Automated Urinalysis System -
An in vitro diagnostic medical
device (VD)
4/03/2022 OWear Mask with Earloop Fluid | Medical Product Defect | Class Il Hospital
Protection 1IR-120 mmHg Device Alert
4/03/2022 OWear Procedure Mask — Medical Product Defect | Class Il Retail
Earloop OMKO001 Level 2 Device Alert
4/03/2022 Premium Ear-loop-3 Layers Medical Product Defect | Class Il Retail
Masks Device Alert
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3/03/2022 Havyco Vy & Tea Medicine Recall Class Il Consumer

3/03/2022 Mask, surgical, single use Medical Product Defect | Class Il Hospital

Device Alert

3/03/2022 Philips HeartStart Intrepid Medical Product Defect | Class | Hospital
Monitor/Defibrillator Device Alert

3/03/2022 Revogene. An in vitro diagnostic | Medical Product Defect | Class Il Hospital
medical device (IVD) Device Correction

2/03/2022 AEROPLAST Adhesive Medical Recall Class lll Retall
Bandages Device

2/03/2022 ARTIS icono biplane, ARTIS Medical Product Defect | Class Il Hospital
icono floor, ARTIS pheno with Device Correction
syngo Application Software

2/03/2022 FAST FISH Prenatal Medical Recall Class Il Hospital
Enumeration Probe kit. An in Device
vitro diagnostic medical device
(IVD)

1/03/2022 Artis Zee, Zeego, Q, Q.zen Medical Product Defect | Class Il Hospital
Systems Device Correction

1/03/2022 EXALT Model D Single-Use Medical Product Defect | Class Il Hospital
Duodenoscope Device Correction

1/03/2022 Infusion administration set, Medical Product Defect | Class Il Hospital
infusion pump Device Alert

1/03/2022 RayStation 4-11B, and RayPlan | Medical Product Defect | Class Il Hospital
1, 2, 7-11B including some Device Correction
service packs

28/02/2022 ARTIS icono biplane, ARTIS Medical Product Defect | Class Il Hospital
icono floor, ARTIS pheno with Device Correction
software version VE20 to VE21

28/02/2022 Atellica CH 930 Analyzer. An in Medical Product Defect | Class I Hospital
vitro diagnostic medical device Device Correction
(IVD)

28/02/2022 Batec Handbikes of the MINI, Medical Product Defect | Class Il Consumer
MINI 2, SCRAMBLER 2, Device Correction
ELECTRIC 2

28/02/2022 Ripe KN95 Nanofiber filtration Medical Recall Class I Hospital
Anti-Particulate Anti-virus Mask | Device

28/02/2022 Total Bile Acids. An in vitro Medical Recall Class Il Hospital
diagnostic medical device (IVD) | Device

25/02/2022 ACL TOP 300 CTS, ACL TOP Medical Product Defect | Class Il Hospital
350 CTS, ACL TOP 500 CTS, Device Correction
ACL TOP 550 CTS, and ACL
TOP 970 CL. An in vitro
diagnostic medical device (IVD)

25/02/2022 MR systems with Twinspeed Medical Product Defect | Class Il Hospital

Device Correction

25/02/2022 Philips CombiDiagnost R90 and | Medical Product Defect | Class Il Hospital
ProxiDiagnost N90 Systems with | Device Correction
software version 1.1.1 or higher

24/02/2022 Bovine Chemistry Assay Level 1, | Medical Product Defect | Class llI Hospital
2 and 3. An in vitro diagnostic Device Correction
medical device (IVD).
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24/02/2022 Brilliance iCT, IQon Spectral CT, | Medical Product Defect | Class Il Hospital
Ingenuity CT, Brilliance CT 64 Device Correction
24/02/2022 Human Chorionic Gonadotropin | Medical Product Defect | Class Il Hospital
(HCG). An in vitro diagnostic Device Correction
medical device (VD)
24/02/2022 Ripe Doctors KN95 Medical Product Defect | Class Il Hospital
Device Alert
23/02/2022 Access hsTnl Reagent Pack. An | Medical Product Defect | Class Il Hospital
in vitro diagnostic medical device | Device Correction
(IVD)
23/02/2022 SpaceOAR System and Medical Product Defect | Class | Hospital
SpaceOAR Vue System Device Correction
23/02/2022 ThermoFisher Scientific Infinity Medical Product Defect | Class I Hospital
Ammonia Reagent. An in vitro Device Correction
diagnostic medical device (VD)
22/02/2022 Getinge ED-Flow AER Medical Product Defect | Class Il Hospital
(Automated Endoscope Device Correction
Reprocessor); and Getinge ED-
Flow SD AER.
21/02/2022 Liguiband Fix8 Open Hernia Medical Recall Class Il Hospital
Mesh Fixation Device Device
21/02/2022 Shimadzu Sonialvision G4 Medical Product Defect | Class Il Hospital
Device Correction
21/02/2022 UNIVERSAL TWINBAR 670 Medical Product Defect | Class I Hospital
QRH (Quick Release Hook) Device Correction
18/02/2022 Cellife Covid 19 Antigen Test Medical Product Defect | Class llI Wholesale
Cassette pack of 5. An in vitro Device Correction
diagnostic medical device (VD).
18/02/2022 Pendulum Camera Head Medical Product Defect | Class I Hospital
Device Alert
18/02/2022 Philips Azurion 7 M20 systems Medical Product Defect | Class I Hospital
with a software R2.0.x Device Correction
18/02/2022 Philips Big Bore RT, Brilliance Medical Product Defect | Class Il Hospital
CT Big Bore Oncology, and Device Correction
Brilliance CT Big Bore with
software 4.8.x
17/02/2022 3 PLY DISPOSABLE SURGICAL | Medical Product Defect | Class I Retall
FACE MASK Device Alert
17/02/2022 Halyard Surgical Mask Medical Product Defect | Class Il Retail
Device Alert
17/02/2022 RESOLVE HALO - STERILE Medical Product Defect | Class Il Hospital
PACKAGING Device Alert
17/02/2022 Servo-u and Servo-n ventilator Medical Product Defect | Class I Hospital
systems Device Correction
15/02/2022 JUGGERLOC 6MM SLOTTED Medical Recall Class I Hospital
REAMER Device
15/02/2022 TFN-ADVANCED Proximal Medical Product Defect | Class Il Hospital
Femoral Nailing System (TFNA) | Device Correction
15/02/2022 Trustcare Outdoor Rollators Medical Product Defect | Class Il Consumer
Device Correction
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14/02/2022 Alinity m System. An in vitro Medical Product Defect | Class Il Hospital
diagnostic medical device (IVD) | Device Correction

11/02/2022 Acrylic Flowmeter/Flowmeter Medical Product Defect | Class Il Retail
Manifold Family Device Correction

11/02/2022 Revolution CT, Revolution CT Medical Product Defect | Class Il Hospital
ES, Revolution Apex and Device Correction
Revolution CT with Apex edition

11/02/2022 Veisha KN95 Mask Medical Recall Class I Hospital

Device
10/02/2022 Mask, surgical, single-use Medical Product Defect | Class Il Sponsor
Device Alert

9/02/2022 HemoslIL AcuStar ADAMTS13 Medical Product Defect | Class Il Hospital
Activity. An in vitro diagnostic Device Correction
medical device (VD)

9/02/2022 Microvention HydroSoft 3D Medical Product Defect | Class Il Hospital
Endovascular Embolization Coil | Device Correction

9/02/2022 NextSeq 550Dx instrument. An Medical Product Defect | Class Il Hospital
in vitro diagnostic medical device | Device Correction
(VD)

8/02/2022 Ellura Medicine Recall Class Il Consumer

8/02/2022 PiCCO Monitoring Kit, 150cm Medical Recall Class | Hospital
line 5/pkg Device

7/02/2022 Alinity s System. An in vitro Medical Product Defect | Class I Hospital
diagnostic medical device (IVD) | Device Correction

7/02/2022 Fludeoxyglucose F18 Injection Medicine Recall Class I Hospital
(18F-FDG)

7102/2022 Panther Fusion Extraction Medical Recall Class Il Hospital
Reagent-X. An in vitro diagnostic | Device
medical device (IVD).

7/02/2022 Philips DigitalDiagnost C90 and | Medical Product Defect | Class Il Hospital
CombiDiagnost R90 Device Correction

7102/2022 Sevoflurane Quik-Fil Vaporizer Medical Product Defect | Class | Hospital
for Flow Family Anaesthesia Device Correction
systems

7/02/2022 Ysio systems with VC10 Medical Product Defect | Class I Hospital
software Device Correction

4/02/2022 CARESCAPE Central Station Medical Product Defect | Class | Hospital
(CSCS) V2.0.x. Device Correction

4/02/2022 IVD products (red blood cells). Medical Product Defect | Class llI Hospital
An in vitro diagnostic medical Device Alert
device (VD)

3/02/2022 BEVACIZUMAB (AVASTIN) Medicine Recall Class Il Hospital
3MG IN SYRINGE
(BECTONDICKINSON) FOR
OCULAR USE

3/02/2022 e-PTFE Micro-filtration Medical Product Defect | Class Il Hospital
Membrane Mask Device Alert

3/02/2022 HysteroLux Fluid Management Medical Recall Class Il Hospital
System Device
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2/02/2022 Cocoon Respirator Masks Medical Product Defect | Class Il Retail
Device Alert
2/02/2022 Everest MI XT Inner and Outer Medical Recall Class Il Hospital
Dilators Device
2/02/2022 PRIMASOFT SURGICAL MASK, | Medical Product Defect | Class Il Hospital
TIE, SOFT, WHITE, PG4-2333 Device Alert
1/02/2022 Actosolv 100,000/600,000 Ul Medicine Recall Class Il Retail
powder for powder for solution
for injection
1/02/2022 cobas z 480 analyser. An in vitro | Medical Product Defect | Class Il Hospital
diagnostic medical device (IVD) | Device Correction
1/02/2022 MedChart - all versions from Medical Product Defect | Class Il Hospital
8.1.1 onwards Device Correction
1/02/2022 MS-2 Step composite pack Medicine Recall Class I Retail
[MIFEPRISTONE LINEPHARMA
200 MG TABLET mifepristone
200 mg tablet blister; GyMiso
misoprostol 200 microgram
tablet blister]
31/01/2022 Philips eCareManager (eCM) Medical Product Defect | Class Il Hospital
using Sentry Score Device Correction
31/01/2022 Precice Unyte and Precice Medical Product Defect | Class Il Hospital
Freedom trade names Device Correction
28/01/2022 HeartWare Ventricular Assist Medical Product Defect | Class | Hospital
Device (HVAD) Device Correction
28/01/2022 Particulate Respirator FFP2 NR | Medical Product Defect | Class Il Retall
Device Alert
28/01/2022 Philips Volcano SyncVision Medical Product Defect | Class Il Hospital
Systems (400-0100.10, Device Correction
30000485688x)
27/01/2022 ACUSON Juniper ultrasound Medical Product Defect | Class I Hospital
system with Juniper 1.0 (VA10D | Device Correction
/ VA10E / VA10F) software
27/01/2022 Piksters Shield Face Masks Medical Product Defect | Class Il Retail
Level 3 Device Alert
27/01/2022 St John Respirator Mask Medical Recall Class Il Hospital
Device
25/01/2022 Femoral Head Allograft Biological | Hazard Alert Class Il Hospital
25/01/2022 PowerPICC Medical Product Defect | Class Il Hospital
Device Correction
25/01/2022 Rocket Copeland Fetal Scalp Medical Product Defect | Class llI Hospital
Electrode. Device Correction
24/01/2022 BenchMark ULTRA Stainer Medical Product Defect | Class Il Hospital
Module. An in vitro diagnostic Device Correction
medical device (VD)
20/01/2022 Transfer Set (MiniCap Extended | Medical Product Defect | Class Il Hospital
Life PD Transfer Set) Device Correction
19/01/2022 5mmx45cmm, Epix Reusable Medical Recall Class Il Hospital
Probe Device

Report generated 18/05/2024 8:45:48 PM
The TGA publishes Australian recall actions in a searchable database to ensure the public has access to information
about therapeutic products that have been recalled from the Australian market. If you are concerned about your health
or if you have experienced an adverse event please seek advice from a health professional as soon as possible.

Please read all the important information at the beginning of this report.

Page 79 of 448



System for Australian Recall Actions

Recall Action Product Name/Descriptionil Type of  Recall ActionV Recall Action Recall

Commencement Product! ClassificationV Action

Date! LevelV

19/01/2022 A Barcs & Co Nominees - Medical Recall Class Il Retail
Foldable Protective Earloop Device
Mask KN95

19/01/2022 Osteomed Standard Titanium Medical Recall Class I Hospital
Screw 2.0mm x 5mm Device

19/01/2022 Oxford UP - Mobile Patient Medical Product Defect | Class I Consumer
Stand Assist & Transfer Device Device Correction

18/01/2022 XScribe System, HScribe Medical Product Defect | Class Il Hospital
System, Diagnostic Cardiology Device Correction
Suite (DCS) and RScribe System

17/01/2022 Implantcast AGILON glenoid Medical Hazard Alert Class Il Hospital
cementless Device

17/01/2022 Philips ST80i Stress Test Medical Product Defect | Class I Hospital
System Device Correction

14/01/2022 Exeter V40 Cemented Hip Stem | Medical Recall Class Il Hospital

Device

13/01/2022 Arrow Trerotola 5FR Medical Recall Class I Hospital
Percutaneous Thrombolytic Device
Device (PTD)

13/01/2022 CHARLOTTE MTP Hex Screw Medical Recall Class Il Hospital
2.7mm x 18mm Device

13/01/2022 RayStation/RayPlan 6, 7, 8A, 8B, | Medical Product Defect | Class Il Hospital
9A, 9B including some service Device Correction
packs

13/01/2022 Xstrahl Concerto 2.x User Medical Product Defect | Class Il Hospital
Interface Software used with Device Correction
Xstrahl Limited radiotherapy
system

12/01/2022 Endurant Il/lls Stent Graft Medical Recall Class I Hospital
System Device

12/01/2022 NIM Trivantage EMG Medical Recall Class | Hospital
Endotracheal Tube Device

11/01/2022 All GE Healthcare MRI systems | Medical Product Defect | Class | Hospital
with superconducting magnets Device Correction

11/01/2022 da Vinci Xi and X 12-8mm Medical Recall Class Il Hospital
Cannula Reducer Device

11/01/2022 MEDPOR Barrier Surgical Medical Recall Class Il Hospital
Implant Device

10/01/2022 NEO-prene CPAP Cap System - | Medical Recall Class Il Hospital
Midline Prong version Device

7/01/2022 Bio Protect Disposable Surgical | Medical Recall Class I Retall
Face Mask 3 Ply with Earloop Device
Level 2

7/01/2022 Cryptococcal Antigen Lateral Medical Recall Class Il Hospital
Flow Assay (CrAg LFA). Anin Device
vitro diagnostic medical device
(IVD)

7/01/2022 IMRX System Medical Product Defect | Class Il Hospital

Device Correction

7/01/2022 Infusomat Space Pump - Medical Recall Class Il Hospital

Infusion pump, general-purpose | Device
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7/01/2022 Mazor X robotic guidance Medical Product Defect | Class I Hospital
system Device Correction
6/01/2022 BV Endura, BV Pulsera and Medical Product Defect | Class I Hospital
Veradius Unity Device Correction
6/01/2022 Gemini KN95 Protective Medical | Medical Recall Class I Hospital
Masks Device
6/01/2022 Hip and Knee Replacement Medical Recall Class Il Hospital
Implants Device
6/01/2022 Ultrabiotic Factors for Juniors, Medicine Recall Class lll Retail
Chewable Tablets, (30s and 60s)
5/01/2022 Femoral Head Allograft - Coarse | Biological | Hazard Alert Class Il Hospital
Milled Bone
5/01/2022 Inhibin B Gen Il ELISA. An in Medical Recall Class Il Hospital
vitro diagnostic medical device Device
(IVD)
5/01/2022 MobileDiagnost wDR Medical Product Defect | Class Il Hospital
Device Correction
5/01/2022 Philips Fetal Spiral Electrode Medical Product Defect | Class Il Hospital
Device Correction
5/01/2022 Philips Zenition 50, Zenition 70, | Medical Product Defect | Class Il Hospital
Veradius Unity systems Device Correction
24/12/2021 Bellavista 1000 and 1000E Medical Product Defect | Class | Hospital
Ventilators Device Correction
24/12/2021 EFTIAR Octane, vials and Medical Product Defect | Class | Hospital
syringes, 5 mland 7 ml Device Correction
24/12/2021 Shimadzu Sonialvision G4 and Medical Product Defect | Class Il Hospital
Sonialvision Safire 17 Device Correction
24/12/2021 Trimethoprim Sulfametoxazole Medical Recall Class Il Hospital
1.25-23.75 pg disk. An in vitro Device
diagnostic medical device (IVD)
23/12/2021 Airo TruCT Mobile Scanning Medical Product Defect | Class I Hospital
System Device Correction
23/12/2021 DELFIA Xpress hAFP Kit, Medical Recall Class Il Hospital
DELFIA Xpress Free hCGH kit, Device
DELFIA Xpress PAPP-A kit. In
vitro diagnostic medical devices
(IvVDs)
22/12/2021 AU/DxC AU Magnesium. An in Medical Product Defect | Class Il Hospital
vitro diagnostic medical device Device Correction
(IVD).
22/12/2021 AU/DxC AU Uric Acid. An in vitro | Medical Product Defect | Class llI Hospital
diagnostic medical device (IVD). | Device Correction
22/12/2021 Defigard Touch 7 Medical Product Defect | Class | Hospital
Device Correction
22/12/2021 EliA ANA Positive Control Medical Product Defect | Class Il Hospital
2500/5000. An in vitro diagnostic | Device Correction
medical device (VD)
21/12/2021 BD Veritor Plus Analyser. An in Medical Product Defect | Class Il Hospital
vitro diagnostic medical device Device Correction
(IVD)
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21/12/2021 ID-DiaPanel Plus 6 (6x4 ml). An | Medical Product Defect | Class Il Hospital
in vitro diagnostic medical device | Device Correction
(VD)
21/12/2021 ImmunoCAP Specific IgG assay, | Medical Product Defect | Class llI Hospital
Test Gm23. An in vitro diagnostic | Device Alert
medical device (VD)
21/12/2021 Lidocaine Hydrochloride Topical | Medicine Recall Class Il Consumer
Solution USP, 4%, 50mL
20/12/2021 ‘Banana Boat’ Sunscreen Sprays | Medicine Recall Class Il Consumer
SPF 50+ (aerosol sunscreen)
20/12/2021 30X0.3 mL IKERVIS Medicine Recall Class Il Hospital
(Ciclosporin) 1mg/mL eyedrop
20/12/2021 Makrite 9500-N95 Particulate Medical Recall Class I Retall
Respirators Device
20/12/2021 Stryker Twist Drills 5mm Medical Recall Class Il Hospital
Device
20/12/2021 Technomed Disposable Medical Recall Class I Hospital
Subdermal Corkscrew Device
Electrodes
17/12/2021 Glyceryl trinitrate (GTN) Syringes | Medicine Product Defect | Class I Hospital
1mg/10mL in Sodium Chloride Alert
0.9%
17/12/2021 Huo Xiang Zheng Qi Wan a.k.a. | Medicine Recall Class Il Retail
Agastache Formula (BP046)
17/12/2021 ImmunoCAP Total IgE, Medical Product Defect | Class I Hospital
ImmunoCAP Specific IgE and Device Correction
ViewAllergy. An in vitro
diagnostic medical device (IVD)
17/12/2021 IntelePACS Medical Product Defect | Class I Hospital
Device Correction
17/12/2021 Jagtome RX, Hydratome RX, Medical Recall Class Il Hospital
Dreamtome RX, Cannulating Device
Sphincterotomes and Jagtome
Revolution RX
17/12/2021 MedChart - Information system Medical Product Defect | Class Il Hospital
software, application program, Device Correction
patient record
17/12/2021 RECHARGER KITs InterStim Medical Product Defect | Class | Consumer
Micro, ACTIVA RC and Device Correction
RestoreUltra & RestoreSensor
16/12/2021 Alinity m System - An in vitro Medical Product Defect | Class I Hospital
diagnostic medical device (IVD) | Device Correction
16/12/2021 Fludeoxyglucose F18 Injection Medicine Recall Class Il Hospital
(18F-FDG)
16/12/2021 GLOBAL UNITE STEMS Medical Recall Class I Hospital
Device
16/12/2021 Perseus A500 Anesthesia Medical Product Defect | Class Il Hospital
workstation ceiling mounted Device Correction
version
14/12/2021 Endeavour KN95 Mask Medical Recall Class I Hospital
Device
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14/12/2021 Multiple Reagent Red Blood Cell | Medical Recall Class Il Hospital
IVD's. An in vitro diagnostic Device
medical device (IVD)

13/12/2021 Babyleo TN500 IncuWarmer Medical Product Defect | Class Il Hospital

Device Correction

13/12/2021 Invacare Perfecto2 V Oxygen Medical Product Defect | Class I Consumer
Concentrator Device Correction

10/12/2021 Fludeoxyglucose F18 Injection Medicine Product Defect | Class Il Hospital
(18F-FDG) Alert

9/12/2021 Andatech Pty Ltd - MedSense Medical Product Defect | Class Il Retail
Medical Face Mask - Mask, Device Alert
surgical, single use

9/12/2021 Cardiosave Hybrid and Medical Product Defect | Class | Hospital
Cardiosave Rescue Intra-Aortic | Device Correction
Balloon Pump (IABP)

9/12/2021 Femoral Head-NINP (Non- Biological | Hazard Alert Class Il Hospital
Irradiated, Non-processed)

8/12/2021 D25 (D2S) Adult Return Medical Recall Class lll Hospital
Electrode Device

8/12/2021 Molnlycke Procedure Packs - Medical Recall Class Il Hospital
Donor Pack Device

8/12/2021 Ryles Tube x-Ray Line, Rectal Medical Product Defect | Class Il Hospital
Catheter and Infant Feeding tube | Device Correction

7/12/2021 Better Health Pharmacy Pty Ltd - | Medical Product Defect | Class Il Hospital
ARTG: 342635 Device Alert

7/12/2021 Calibration Serum Level 3. Anin | Medical Product Defect | Class Il Hospital
vitro diagnostic medical device Device Correction
(IVD)

7/12/2021 Dixi Medical Microdeep depth Medical Product Defect | Class Il Hospital
electrodes Device Correction

7/12/2021 Merchant Star Pty Ltd - ARTG: Medical Product Defect | Class Il Hospital
340955 Device Alert

7/12/2021 Young Line Trading Company - | Medical Product Defect | Class I Hospital
ARTG: 334729 Device Alert

6/12/2021 GUT BUG Medicine Recall Class Il Retail

6/12/2021 LigaSure Blunt Tip Laparoscopic | Medical Recall Class Il Hospital
Sealer/Divider, Nano-Coated Device

6/12/2021 Transfusion Set with Needleless | Medical Recall Class Il Hospital
Access Site Device

3/12/2021 Aquilion ONE, Prime SP, Medical Product Defect | Class IlI Hospital
Lightning and Exceed LD CT Device Correction
Systems

3/12/2021 Atellica CH R2-Microglobulin Medical Recall Class I Hospital
(B2M). An in vitro diagnostic Device
medical device (IVD)

2/12/2021 Althea THC18 Medicine Recall Class Il Consumer

2/12/2021 GRI Medical Angiography Tray Medical Product Defect | Class I Hospital

Device Alert
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2/12/2021 Perios Pty Ltd - KN95 Particulate | Medical Recall Class Il Retail
Respirator Device
1/12/2021 Leica M220 F12 Surgical Medical Product Defect | Class Il Hospital
Microscopes Device Correction
1/12/2021 MedSense Medical Disposable Medical Product Defect | Class I Retall
Mask Device Alert
30/11/2021 Disposables Kit, UCL Suture Medical Product Defect | Class IlI Hospital
Passing Device Alert
30/11/2021 Philips MobileDiagnost wDR Medical Product Defect | Class Il Hospital
Device Correction
30/11/2021 RAPID 20 E. An in vitro Medical Product Defect | Class I Hospital
diagnostic medical device (IVD) | Device Correction
30/11/2021 Sensis and Sensis Vibe Combo | Medical Product Defect | Class Il Hospital
systems with software version Device Correction
VD12A
30/11/2021 Sensis Vibe Hemo with software | Medical Product Defect | Class Il Hospital
VD12A Device Correction
30/11/2021 TagPath COVID-19 Combo Kit, | Medical Product Defect | Class Il Hospital
1,000 reactions. An in vitro Device Correction
diagnostic medical device (VD)
29/11/2021 Avelle NPWT pump Medical Recall Class Il Hospital
Device
26/11/2021 OPRA Axor Il Medical Product Defect | Class Il Hospital
Device Correction
26/11/2021 Technetium-99m HDP and Medicine Recall Class I Hospital
Technetium-99m Sodium
Pertechnetate
25/11/2021 Proshield N95 Small Surgical Medical Product Defect | Class Il Hospital
Respirator Device Alert
25/11/2021 UTAK Validity Control 2. An in Medical Recall Class lll Hospital
vitro diagnostic medical device Device
(IVD)
24/11/2021 A9 Anaesthesia System Medical Product Defect | Class I Hospital
Device Correction
24/11/2021 Brilliance CRE. An in vitro Medical Recall Class Il Hospital
diagnostic medical device (IVD) | Device
24/11/2021 Daddy's Choice Surgical face Medical Product Defect | Class Il Hospital
mask, disposable Device Correction
24/11/2021 Digital Angiography System Medical Product Defect | Class Il Hospital
Trinias X-ray Generator Device Correction
24/11/2021 Evidence Investigator. An in vitro | Medical Product Defect | Class Il Retail
diagnostic medical device (IVD) | Device Correction
24/11/2021 Malosa Medical Refractive and Medical Recall Class | Hospital
Cataract Kits Device
23/11/2021 Abre venous self-expanding Medical Product Defect | Class I Hospital
stent system Device Correction
23/11/2021 All Giraffe Incubator and Giraffe | Medical Product Defect | Class | Hospital
OmniBed Devices Device Correction
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23/11/2021 Atellica CH 930 Analyser. An in Medical Product Defect | Class Il Hospital
vitro diagnostic medical device Device Correction
(IVD)
23/11/2021 Philips Azurion 7 M20 FlexArm Medical Product Defect | Class llI Hospital
SW 2.0 Device Correction
22/11/2021 Intertrade Group Pty Ltd - ARTG: | Medical Product Defect | Class Il Hospital
333630 Device Alert
22/11/2021 MiniMed Remote Controller Medical Recall Class I Consumer
MMT-503 used with MiniMed Device
508 insulin pump or Paradigm
pumps
22/11/2021 New Line Sydney Pty Ltd - Medical Product Defect | Class Il Hospital
ARTG: 333829 Device Alert
22/11/2021 OEIl Trading - ARTG: 333969 Medical Product Defect | Class Il Hospital
Device Alert
22/11/2021 SOMATOM Confidence, Medical Product Defect | Class Il Hospital
Definition Edge, Definition Edge | Device Correction
Plus, Definition AS with
syngo.CT VB20A_SP5
22/11/2021 The Product Group Pty Ltd - Medical Product Defect | Class Il Hospital
ARTG: 333861 Device Alert
22/11/2021 YXYS International Pty Ltd - Medical Product Defect | Class I Hospital
ARTG: 333925 Device Alert
19/11/2021 cobas 4800 HPV Medical Recall Class Il Hospital
Amplification/Detection Kits. An Device
in vitro diagnostic medical device
(IVD)
18/11/2021 CombiDiagnost R90 Medical Product Defect | Class Il Hospital
Device Correction
18/11/2021 StealthStation S7/i7 running Medical Product Defect | Class Il Hospital
Synergy Cranial and Device Correction
StealthStation Cranial Software
17/11/2021 ACUSON Sequoia ultrasound Medical Product Defect | Class Il Hospital
systems Device Correction
17/11/2021 Allura Xper and Azurion systems | Medical Product Defect | Class I Hospital
Device Correction
17/11/2021 Codan Blood Exchange Burette | Medical Recall Class Il Hospital
Custom Kit Device
17/11/2021 HemoslIL Liquid Anti-Xa Medical Product Defect | Class I Hospital
Device Correction
17/11/2021 Pulmonary Valve, Biological | Hazard Alert Class Il Hospital
Cryopreserved-L
17/11/2021 Puritan Bennett 980 Series Medical Product Defect | Class | Hospital
Ventilator Device Correction
16/11/2021 Abbott FreeGo Enteral Feeding Medical Product Defect | Class Il Hospital
pump Device Correction
16/11/2021 The QIAcube Connect MDx. An | Medical Product Defect | Class Il Hospital
in vitro diagnostic medical device | Device Correction
(IVD)
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15/11/2021 ADAPT Platform, Nav3 Platform, | Medical Product Defect | Class Il Hospital
NAV3i Platform, NavSuite 3 Kit Device Alert
and NavSuite 3 Upgrade Kit
15/11/2021 DOTAREM (gadoteric acid) Medicine Recall Class I Hospital
279.32 mg/mL 10 mL injection
solution vial
15/11/2021 Duodenoscope Medical Product Defect | Class I Hospital
Device Correction
12/11/2021 All Vscan Extend devices Medical Product Defect | Class Il Hospital
Device Correction
12/11/2021 Paclitaxel (Albumin-Bound) In Medicine Recall Class Il Hospital
Polyolefin Bag (Freeflex) For
Intravenous Infusion 262.5mg
11/11/2021 DS Maref LX9 Sequential Medical Product Defect | Class Il Consumer
Pneumatic Compression Device | Device Correction
11/11/2021 M22 and Stellar M22 System Medical Recall Class Il Retail
Coupling Gel Device
10/11/2021 Precice Intramedullary limb Medical Product Defect | Class Il Hospital
lengthening (IMLL) device Device Correction
system, including the Precice
IMLL and Precice Short trade
names
9/11/2021 BioPlex 2200 APLS IgM and Medical Product Defect | Class I Hospital
BioPlex 2200 APLS IgA. Anin Device Correction
vitro diagnostic medical device
(IVD)
9/11/2021 COPAN eSwab Medical Product Defect | Class IlI Hospital
Device Correction
9/11/2021 Fludeoxyglucose F18 Injection Medicine Product Defect | Class llI Hospital
(18F-FDG) Correction
9/11/2021 Philips EPIQ & Affiniti Ultrasound | Medical Product Defect | Class Il Hospital
Systems Device Correction
8/11/2021 CATALYS Precision Laser Medical Product Defect | Class Il Hospital
System and iDESIGN Refractive | Device Correction
Studio
8/11/2021 Multigate Custom Procedure Medical Product Defect | Class llI Hospital
Packs containing Needle 23G Device Alert
1IN TW (0.6mm x 25mm)
5/11/2021 COULTER 4C-ES Cell Controls. | Medical Product Defect | Class llI Hospital
An in vitro diagnostic medical Device Alert
device (IVD)
5/11/2021 CovClear COVID-19 Antigen Medical Product Defect | Class | Hospital
Test. An in vitro diagnostic Device Alert
medical device.
5/11/2021 NULAX Natural Fruit Laxative Medicine Recall Class Il Retall
Blocks, 250g and 500g
5/11/2021 Thermo Scientific Remel Medical Recall Class I Hospital
R30163701 Shigella dysenteriae | Device
polyvalent antisera. An in vitro
diagnostic medical device (VD).
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4/11/2021 Dimension Vista 1500 & 500 Medical Product Defect | Class Il Hospital
Systems. An in vitro diagnostic Device Correction
medical device (IVD)
4/11/2021 NovoRapid FlexPen, NovoMix 30 | Medicine Product Defect | Class Il Retail
Penfill and Fiasp FlexTouch. Alert
4/11/2021 Sentec Digital Monitors Medical Product Defect | Class I Hospital
Device Correction
3/11/2021 Centricity Universal Viewer Zero | Medical Product Defect | Class Il Hospital
Footprint Device Correction
3/11/2021 Mentor Smooth Round Saline Medical Recall Class Il Hospital
Diaphragm Valve Implant Device
3/11/2021 Ultra-High Molecular Weight Medical Hazard Alert Class Il Hospital
Polyethylene Liners Device
3/11/2021 Various Merit Medical Catheters, | Medical Product Defect | Class Il Hospital
Delivery Kits and Shunts Device Correction
2/11/2021 Artis zee /Q /Q.zen systems with | Medical Product Defect | Class Il Hospital
software version VD12 Device Correction
2/11/2021 BD BACTEC blood culture vials. | Medical Product Defect | Class Il Hospital
An in vitro diagnostic medical Device Correction
device (VD)
2/11/2021 Enhanced Viewer software (part | Medical Product Defect | Class I Hospital
of IntelePACS software) Device Correction
1/11/2021 mySugr Bolus Calculator (on Medical Product Defect | Class I Consumer
Android) Device Correction
29/10/2021 MONOPLUS VIOLET USP 4/0 Medical Recall Class I Hospital
Device
29/10/2021 Pathodxtra Strep Group D Latex. | Medical Recall Class Il Hospital
An in vitro diagnostic medical Device
device (VD)
28/10/2021 15 cm tremoflo C100 Test Loads | Medical Recall Class I Hospital
Device
28/10/2021 Alinity s System. An in vitro Medical Product Defect | Class Il Hospital
diagnostic medical device (IVD) | Device Correction
28/10/2021 Multiple VIDAS Immuno-Assay Medical Product Defect | Class Il Hospital
Products. An in vitro diagnostic Device Correction
medical device (IVD).
28/10/2021 VeriSeq NIPT Sample Prep Kits. | Medical Recall Class lll Hospital
An in vitro diagnostic medical Device
device (VD)
27/10/2021 CombiDiagnost R90 and Medical Product Defect | Class llI Hospital
ProxiDiagnost N90 Systems. Device Correction
27/10/2021 Cryo 6 and StimSure Medical Product Defect | Class Il Retail
Device Correction
27/10/2021 The HeartMate Touch App Medical Product Defect | Class | Hospital
Device Correction
26/10/2021 CME/BD BodyGuard Infusion Medical Product Defect | Class Il Hospital
Pump System Device Correction
26/10/2021 SOMATOM go.NOW, go.Up, Medical Product Defect | Class Il Hospital
go.All, go.Top, go.Fit Scanners Device Correction
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25/10/2021 Invisalign Aligner System Medical Recall Class Il Retail
Device
22/10/2021 Hurricane RX Biliary Balloon Medical Recall Class I Hospital
Dilatation Catheter Device
21/10/2021 ARTIS pheno, ARTIS icono Medical Product Defect | Class I Hospital
biplane, ARTIS icono floor Device Correction
21/10/2021 Azurion R2.1.x System Medical Product Defect | Class I Hospital
Device Correction
21/10/2021 CareLink SmartSync Device Medical Product Defect | Class I Hospital
Manager Application Device Correction
21/10/2021 IVA Long Products (Multipurpose | Medical Recall Class I Hospital
Introducer Sheath) Device
21/10/2021 The Neuro Zti EVO and CLA Medical Recall Class Il Consumer
cochlear implants Device
20/10/2021 18F-DCFPyL Injection (PSR) Medicine Recall Class I Hospital
20/10/2021 Aptio Automation Interface Medical Product Defect | Class Il Hospital
Module to the ADVIA Centaur Device Correction
XP/XPT Instrument. An in vitro
diagnostic medical device (VD)
20/10/2021 The Rocket Pleural Vent Medical Recall Class Il Hospital
Device
20/10/2021 The Transseptal Needle and Medical Recall Class | Hospital
Transseptal Needle with Device
Catheter
19/10/2021 Allura Xper systems with Medical Product Defect | Class I Hospital
software releases R7.6.x, R7.7.x, | Device Correction
R7.8.x, =R8.1.17.x, =R8.2.17.x
19/10/2021 Freelite Human Lambda Free Kit | Medical Product Defect | Class Il Hospital
(for use on the SPAPLUS). An in | Device Correction
vitro diagnostic medical device
(IVD)
19/10/2021 Ingenia MR-RT systems (with Medical Product Defect | Class llI Hospital
MRCAT Pelvis ExamCard) Device Correction
19/10/2021 Philips EPIQ & Affiniti Ultrasound | Medical Product Defect | Class Il Hospital
Systems Device Correction
19/10/2021 ZARONTIN ethosuximide 250mg | Medicine Product Defect | Class I Wholesale
capsule bottle Correction
18/10/2021 3M Red Dot Radiolucent Medical Recall Class Il Hospital
Monitoring Electrode with Foam | Device
Tape
18/10/2021 Greiner Bio-One Vacuette Tube, | Medical Recall Class Il Hospital
2 mL 9NC coagulation sodium Device
citrate 3.2% 13x75 blue cap-
white ring, sandwich tube. An in
vitro diagnostic medical device
(IVD)
15/10/2021 Philips Azurion systems Medical Product Defect | Class Il Hospital
Device Correction
15/10/2021 Revolution CT, Revolution CT Medical Product Defect | Class Il Hospital
ES, Revolution Apex, Revolution | Device Correction
CT with Apex edition
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14/10/2021 Atellica IM 1300 Analyzer and Medical Product Defect | Class Il Hospital
Atellica IM 1600 Analyzer. Anin | Device Correction
vitro diagnostic medical device
(IVD)
14/10/2021 Harcor Security Seals Pty Ltd - Medical Product Defect | Class Il Hospital
ARTG: 340516 Device Alert
14/10/2021 Percept PC BrainSense B35200 | Medical Hazard Alert Class Il Hospital
Device
14/10/2021 Shifa Dental Supplies - ARTG: Medical Product Defect | Class I Hospital
340250 Device Alert
13/10/2021 ARCHITECT i-System and Medical Product Defect | Class Il Hospital
ARCHITECT c-System - An in Device Correction
vitro diagnostic medical device
(IVD)
13/10/2021 DxC AU Glucose Reagent. An in | Medical Product Defect | Class Il Hospital
vitro diagnostic medical device Device Correction
(IVD)
13/10/2021 Oncentra Brachy Medical Product Defect | Class Il Hospital
Device Correction
12/10/2021 Fludeoxyglucose F18 Injection Medicine Recall Class I Hospital
(18F-FDG)
12/10/2021 Miniso Master Franchisee Pty Medical Product Defect | Class Il Hospital
Ltd - ARTG: 333679 and 334653 | Device Alert
12/10/2021 Owen Kelly & Associates - Medical Product Defect | Class Il Hospital
ARTG: 338637 Device Alert
12/10/2021 QConnect HEPR. An in vitro Medical Recall Class Il Hospital
diagnostic medical device (IVD) | Device
11/10/2021 Cryo 6 Medical Product Defect | Class Il Retail
Device Correction
11/10/2021 Draeger Perseus Anaesthesia Medical Product Defect | Class Il Hospital
Machines Device Correction
11/10/2021 HH Harding Holding Pty Ltd - Medical Product Defect | Class Il Hospital
ARTG: 341723 and 342097 Device Alert
11/10/2021 Owen Kelly & Asscociates - Medical Product Defect | Class Il Hospital
ARTG: 338635 Device Alert
11/10/2021 P2 Healthcare Particulate Medical Recall Class I Wholesale
Respirators Device
11/10/2021 We Like Pty Ltd - ARTG: 342363 | Medical Product Defect | Class Il Hospital
Device Alert
8/10/2021 Argon Super-core Biopsy needle | Medical Recall Class Il Hospital
Device
8/10/2021 Assurity and Endurity Medical Hazard Alert Class | Hospital
pacemakers Device
8/10/2021 Cardiosave Li-lon Battery Packs | Medical Product Defect | Class Il Hospital
used in Cardiosave Hybrid and Device Correction
Cardiosave Rescue Intra-Aortic
Balloon Pumps
8/10/2021 EnSite X Display Workstation Medical Product Defect | Class Il Hospital
Device Correction
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8/10/2021 MYLA V4.7 (V4.7.1) and V4.8 Medical Product Defect | Class I Hospital
(V4.8.1 or V4.8.2). An in vitro Device Correction
diagnostic medical device (VD)
8/10/2021 ROSA One 3.1 Brain application | Medical Product Defect | Class | Hospital
Device Correction
7/10/2021 DELFIA Xpress Free hCGHR kit. Medical Recall Class Il Hospital
An in vitro diagnostic medical Device
device (VD)
7/10/2021 Rocket Thoracentesis Catheter Medical Recall Class Il Hospital
8Fg & Accessories Device
7/10/2021 The Product Group Pty Ltd - Medical Product Defect | Class Hospital
ARTG: 337703 Device Alert
6/10/2021 CryoMini, Cryo 6 Medical Product Defect | Class I Retall
Device Correction
6/10/2021 PrisMax System Medical Product Defect | Class I Hospital
Device Correction
6/10/2021 The S.M.A.R.T. Flex Stent 5- Medical Recall Class Il Hospital
8mm stent and The S.M.A.R.T. Device
Flex Stent 9 and 10mm
6/10/2021 Zimmer Cryo 6 Medical Product Defect | Class Il Retail
Device Correction
5/10/2021 Cryo 6 Medical Product Defect | Class Il Retail
Device Correction
5/10/2021 Evolve IPKIS P2 Particulate Medical Recall Class I Retall
Respirators and Evolve IPKIS P2 | Device
Surgical Respirators.
5/10/2021 MiniMed 640G and 670G insulin | Medical Recall Class | Consumer
pump Device
1/10/2021 An La Ghien - ARTG: 340654 Medical Product Defect | Class Il Hospital
Device Alert
1/10/2021 AVT Resources Pty Ltd - ARTG: | Medical Product Defect | Class Il Hospital
340205 Device Alert
1/10/2021 Castle Trading Corporation - Medical Product Defect | Class Il Hospital
ARTG: 341644 Device Alert
1/10/2021 HH Harding Holding Pty Ltd - Medical Product Defect | Class Il Hospital
ARTG: 333185 and 333441 Device Alert
1/10/2021 HH Harding Holding Pty Ltd - Medical Product Defect | Class Hospital
ARTG: 334145 and 341493 Device Alert
1/10/2021 IMMULITE/IMMULITE 1000 Medical Product Defect | Class I Hospital
AlaTOP Allergy Screen and Device Correction
IMMULITE 2000/IMMULITE
2000 XPi AlaTOP Allergy
Screen. An in vitro diagnostic
medical device (VD)
1/10/2021 Michael Darby - ARTG: 335621 | Medical Product Defect | Class I Hospital
Device Alert
1/10/2021 Mortuary Cadaver Bag - Adult Medical Recall Class Il Hospital
Size Device
1/10/2021 Needle 23G 1IN TW (0.6mm x Medical Recall Class I Hospital
25mm) Device
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1/10/2021 Philips EPIQ CVxi Diagnostic Medical Product Defect | Class Il Hospital
Ultrasound Systems Device Correction
1/10/2021 RayStation/RayPlan radiation Medical Product Defect | Class Il Hospital
therapy treatment planning Device Correction
system
1/10/2021 VIDAS TOXO Compétition, Anti- | Medical Product Defect | Class I Hospital
HCV, HBs Ag Ultra, HBs Ag Device Correction
Ultra, Anti-HBs Total Il, HCG,
Progesterone, HBc IgM I,
Myoglobin, BRAHMS PCT, High
sensitive Troponin |, Anti-HEV
IgM, and D-Dimer Exclusion II.
An in vitro diagnostic medical
device (VD)
1/10/2021 Xodus Electrosurgical Tip Medical Recall Class Il Hospital
Cleaner Device
30/09/2021 Artis zeego patient table and Medical Product Defect | Class I Hospital
AppSW VD20C/VD20N Device Correction
30/09/2021 ATS 36 eye drop systems Medical Product Defect | Class Il Hospital
Device Correction
30/09/2021 Cardioblate CryoFlex Surgical Medical Product Defect | Class Il Hospital
Ablation Console Device Correction
30/09/2021 Sodium Chloride Injection 0.9% | Medicine Recall Class I Wholesale
10mL Ampoule
30/09/2021 Stem — Kit Reagents 50 tests. An | Medical Product Defect | Class I Hospital
in vitro diagnostic medical device | Device Correction
(IVD)
29/09/2021 3M Lingual Retainer Wire Medical Recall Class I Retail
Device
29/09/2021 Australian Xinkongjian Group Pty | Medical Product Defect | Class Il Hospital
Ltd - ARTG: 341495 Device Alert
29/09/2021 BYD N95 Healthcare Particulate | Medical Recall Class Il Hospital
Respirator Device
29/09/2021 Cooling System Cryo 6 Medical Product Defect | Class Il Retail
Device Correction
29/09/2021 Heng Rui Australian Investment - | Medical Product Defect | Class Il Hospital
ARTG: 333718 Device Alert
29/09/2021 Laleen Health International Pty Medical Product Defect | Class Il Hospital
Ltd - ARTG: 334845 and 333921 | Device Alert
29/09/2021 Laleen Health International Pty Medical Product Defect | Class Il Hospital
Ltd - ARTG: 340005 and 334109 | Device Alert
29/09/2021 MEDRAD Twist & Go Syringes Medical Recall Class Il Hospital
(TAG 150 SYR) Device
29/09/2021 Runsmart Corporate Pty Ltd - Medical Product Defect | Class Il Hospital
ARTG: 333819 Device Alert
28/09/2021 Cardiosave Hybrid and Medical Product Defect | Class | Hospital
Cardiosave Rescue Intra-Aortic Device Correction
Balloon Pump (IABP)
28/09/2021 Philips M5072A Infant/Child Medical Recall Class I Consumer
SMART Pads Cartridge Device
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28/09/2021 Product names: SIGNA Premier, | Medical Product Defect | Class Il Hospital
SIGNA Pioneer, SIGNA Device Correction
Architect, Discovery MR750w
3.0T, Discovery MR750 3.0T,
SIGNA Voyager, Optima
MR450w 1.5T, SIGNA Atrtist,
SIGNA Creator, SIGNA Explorer,
1.5T Signa HDxt (HD29)
28/09/2021 SYNCHRON Systems Alcohol Medical Recall Class Il Hospital
(ETOH) Reagent. An in vitro Device
diagnostic medical device (IVD)
27/09/2021 Beaver Xstar Crescent Knife, Medical Recall Class Il Hospital
2.5mm, 55 degrees, bevel down. | Device
27/09/2021 Gulmay Medical 150 or Xstrahl Medical Product Defect | Class Il Hospital
150 superficial system Device Correction
27/09/2021 llizarov Wire Tensioner Medical Recall Class Il Hospital
Device
27/09/2021 RUZURGI amifampridine 10 mg | Medicine Recall Class Il Consumer
tablet bottle
24/09/2021 cobas EGFR Mutation Test v2. Medical Product Defect | Class Il Hospital
An in vitro diagnostic medical Device Correction
device (IVD)
24/09/2021 CryoMini, Cryo 6, StimSure Medical Product Defect | Class Il Retail
Device Correction
24/09/2021 Digital Linear Accelerator Medical Product Defect | Class Il Hospital
Device Correction
24/09/2021 MIC Gastrostomy Feeding Tube | Medical Product Defect | Class Il Consumer
and MIC Jejunal Feeding Tube Device Correction
24/09/2021 Permobil TiLite Aero Z and ZRA | Medical Product Defect | Class Il Consumer
wheelchair models Device Correction
23/09/2021 Operating Room Tables Medical Product Defect | Class Il Hospital
(ORT200 and ORT300) Device Correction
22/09/2021 Monaco RTP System Medical Product Defect | Class Il Hospital
Device Correction
22/09/2021 Pfizer (Australia) STERILE Medicine Product Defect | Class Il Hospital
POTASSIUM CHLORIDE Correction
CONCENTRATE potassium
chloride 750 mg/10 mL injection
ampoule
21/09/2021 Fluid Warming System and Medical Product Defect | Class | Hospital
administration sets Device Correction
20/09/2021 Mindray A9 anaesthetic machine | Medical Product Defect | Class Il Hospital
Device Correction
20/09/2021 Progressa Bed and Centrella Medical Product Defect | Class lll Hospital
Smart+ Bed Device Correction
17/09/2021 10mm Femoral Collarless Medical Recall Class Il Hospital
Polished Cemented Stem Device
(CPCS) Distal Centralizers
17/09/2021 Intravascular Heat Exchange Medical Product Defect | Class | Hospital
Catheters Device Correction
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17/09/2021 Miami J Select Collar and Set Medical Product Defect | Class Il Hospital
Device Correction
15/09/2021 Novation Crown Cup GXL Liner | Medical Hazard Alert Class Il Hospital
Device
15/09/2021 ONLINE TDM Phenobarbital Medical Product Defect | Class Il Hospital
(PHNO2) (200 tests) and Device Correction
ONLINE TDM Phenytoin
(PHNY2) (200 tests). An in vitro
diagnostic medical device (VD)
15/09/2021 Philips Expression IP5 Medical Product Defect | Class Il Hospital
Device Correction
15/09/2021 Philips IQon Spectral CT and Medical Product Defect | Class Il Hospital
Brilliance iCT Device Correction
14/09/2021 Access hsTnl Reagent. An in Medical Product Defect | Class Il Hospital
vitro diagnostic medical device Device Correction
(IVD)
14/09/2021 Australia Top 1 Health Medical Product Defect | Class I Hospital
Management Pty Ltd - ARTG: Device Alert
338932
14/09/2021 Australian Health Way Pty Ltd - | Medical Product Defect | Class Il Hospital
ARTG: 342987 Device Alert
14/09/2021 Bug Bandits - ARTG: 341692 Medical Product Defect | Class Il Hospital
Device Alert
14/09/2021 ELI280, MLBUR280 and Medical Product Defect | Class Il Hospital
BUR280 Electrocardiographs Device Correction
14/09/2021 Maroon Tree Pty Ltd - ARTG: Medical Product Defect | Class Il Hospital
343733 Device Alert
14/09/2021 Mombasa Trading Pty Ltd - Medical Product Defect | Class Il Hospital
ARTG: 333971 Device Alert
14/09/2021 Rudhran Holdings Pty Ltd - Medical Product Defect | Class I Hospital
ARTG: 334345 Device Alert
14/09/2021 Sixty Third Raven Pty Ltd - Medical Product Defect | Class Il Hospital
ARTG: 340389 Device Alert
14/09/2021 TAMBOCOR flecainide acetate Medicine Recall Class Il Retail
100mg tablet blister pack
13/09/2021 GORE CARDIOFORM Septal Medical Recall Class Il Hospital
Occluder device Device
13/09/2021 MOSAIQ Oncology Information Medical Product Defect | Class | Hospital
System Device Correction
10/09/2021 Inorganic Phosphorus. An in vitro | Medical Product Defect | Class Il Hospital
diagnostic medical device (IVD) | Device Correction
8/09/2021 Arslan Mukhtar - ARTG: 338753 | Medical Product Defect | Class Il Hospital
Device Alert
8/09/2021 C315HIS Delivery Catheter Medical Recall Class Il Hospital
Device
8/09/2021 Intex International Group Pty Ltd | Medical Product Defect | Class Il Hospital
- ARTG: 339478 Device Alert
8/09/2021 MK Visy Pty Ltd - ARTG: 341502 | Medical Product Defect | Class Il Hospital
Device Alert
Report generated 18/05/2024 8:45:48 PM Page 93 of 448

The TGA publishes Australian recall actions in a searchable database to ensure the public has access to information
about therapeutic products that have been recalled from the Australian market. If you are concerned about your health
or if you have experienced an adverse event please seek advice from a health professional as soon as possible.
Please read all the important information at the beginning of this report.



System for Australian Recall Actions

Recall Action Product Name/Descriptionil Type of  Recall ActionV Recall Action Recall
Commencement Product! ClassificationV Action
Date! LevelV
8/09/2021 MLM Corp Pty Ltd - ARTG: Medical Product Defect | Class Il Hospital
339642 Device Alert
8/09/2021 R&H Imports - ARTG: 343443 Medical Product Defect | Class I Hospital
Device Alert
8/09/2021 Towards Holding Group Pty Ltd | Medical Product Defect | Class I Hospital
- ARTG: 339997 Device Alert
8/09/2021 Towards Holding Group Pty Ltd - | Medical Product Defect | Class Il Hospital
ARTG: 341718 Device Alert
7/09/2021 Alinity m SARS-CoV-2 AMP Kit. | Medical Product Defect | Class Il Hospital
An in vitro diagnostic medical Device Correction
device (IVD).
7/09/2021 CME T34 3rd edition pump Medical Recall Class Il Hospital
Device
7/09/2021 Fludeoxyglucose F18 Injection Medicine Product Defect | Class Il Hospital
(F-18 FDG) Correction
6/09/2021 Various dental implant and Medical Hazard Alert Class Il Consumer
biological materials Device
3/09/2021 MLM Corp Pty Ltd - ARTG: Medical Product Defect | Class Il Hospital
339809 Device Alert
3/09/2021 MLM Corp Pty Ltd - ARTG: Medical Product Defect | Class Il Hospital
339811 Device Alert
3/09/2021 MLM Corp Pty Ltd - ARTG: Medical Product Defect | Class Il Hospital
340307 Device Alert
3/09/2021 OctoStretch with Stretch Leveler | Medical Product Defect | Class Il Hospital
, FlexoStretch, Stretch Leveler, Device Correction
LikoStretch 1900, Liko Stretch
Mod 600 IC
3/09/2021 Orso International Pty Ltd - Medical Product Defect | Class Il Hospital
ARTG: 339637 Device Alert
3/09/2021 Paragon Stem High Offset Size 3 | Medical Hazard Alert Class Il Hospital
Device
3/09/2021 ResistancePlus MG FleXible. An | Medical Product Defect | Class I Hospital
in vitro diagnostic medical device | Device Correction
(IVD)
2/09/2021 CHATTANOOGA brand Medical Recall Class | Retail
ultrasound gels and lotions Device
2/09/2021 HCU 40 Heater-Cooler Unit Medical Product Defect | Class Il Hospital
Device Correction
2/09/2021 Runsmart Corporate Pty Ltd - Medical Product Defect | Class I Hospital
ARTG: 333609 Device Alert
2/09/2021 Silicone Boyle Davis Gag Cover | Medical Recall Class Il Hospital
Child Blue, Box of 30, Non- Device
Sterile
2/09/2021 Sterile Blade Single-Use Medical Recall Class Il Hospital
Accessories Device
2/09/2021 Willieston International Pty Ltd - | Medical Product Defect | Class Il Hospital
ARTG: 340753 Device Alert
2/09/2021 Willieston International Pty Ltd - | Medical Product Defect | Class Il Hospital
ARTG: 340771 Device Alert
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1/09/2021 CAPI 3 IMMUNOTYPING. An in | Medical Recall Class Il Hospital
vitro diagnostic medical device Device
(IVD)

31/08/2021 AtomLab 500 and Medical Product Defect | Class Il Hospital
AtomLab 500Plus Dose Device Correction
Calibrator

31/08/2021 Procedure packs containing BD | Medical Product Defect | Class Il Hospital
SmartSite needle-free Device Correction
component

27/08/2021 Atlan A3X0 Anaesthesia System | Medical Product Defect | Class Il Hospital

Device Correction

27/08/2021 Braun ThermoScan PRO 6000 Medical Product Defect | Class Il Retall
Ear Thermometer Device Correction

27/08/2021 cerabone granules (multiple Medical Product Defect | Class Il Consumer
sizes) and mucoderm (Multiple Device Correction
sizes)

27/08/2021 DLP Left Heart Vent Catheters, Medical Recall Class Il Hospital
16Fr / 18Fr Device

27/08/2021 Operating Room Tables Medical Product Defect | Class I Hospital
(ORT200 and ORT300) Device Correction

27/08/2021 VIROTROL ToRCH-M. An in Medical Product Defect | Class Il Hospital
vitro diagnostic medical device Device Correction
(IVD)

26/08/2021 Atrium Pneumostat Chest Drain | Medical Product Defect | Class | Hospital
Valve Device Correction

26/08/2021 corpuls3 SLIM and corpuls3 Medical Product Defect | Class | Hospital
Touch SLIM Device Correction

26/08/2021 Fludeoxyglucose F18 Injection Medicine Recall Class Il Hospital
(18F-FDG)

26/08/2021 Fludeoxyglucose F18 Injection Medicine Recall Class I Hospital
(18F-FDG)

26/08/2021 Philips SureSigns VS4 Vital Medical Product Defect | Class Il Hospital
Signs Monitor Device Correction

26/08/2021 Technetium-99m MAA Medicine Recall Class Il Hospital

25/08/2021 AIRO TruCT Mobile CT System | Medical Product Defect | Class Il Hospital

Device Correction

25/08/2021 Babylog VN500, Evita V300 and | Medical Product Defect | Class | Hospital
Evita V500 Device Correction

25/08/2021 Five S 3.5 x 65, Sterile Use, Medical Recall Class Il Hospital
Flexible Video Intubation Device
Laryngoscope

25/08/2021 Flow Sensors in Datex-Ohmeda | Medical Product Defect | Class | Hospital
Anaesthesia Machines Device Correction

25/08/2021 Kangaroo Skin Level Balloon Medical Product Defect | Class Il Hospital
Gastrostomy Kits Device Correction

25/08/2021 Merit Customer Procedure Packs | Medical Recall Class | Hospital
Containing Baxter Medication Device
Delivery Products
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25/08/2021 syngo.via RT Image Suite / Medical Product Defect | Class Il Hospital
Sim&GO and syngo.via RT Device Correction
Image Suite
24/08/2021 Namic Stopcocks Medical Recall Class I Hospital
Device
23/08/2021 AEQUALIS PYROCARBON Medical Hazard Alert Class Il Hospital
Humeral Head Implant Device
19/08/2021 Damato Ruthenium Plaque Medical Product Defect | Class I Hospital
Template Device Correction
19/08/2021 Monosyn Suture Medical Recall Class Il Hospital
Device
19/08/2021 Philips Ingenia 1.5T, Ingenia Medical Product Defect | Class Il Hospital
1.5T Evolution, Ingenia 1.5T S, Device Correction
Ingenia 1.5T CX, SmartPath to
dStream for 1.5T, Ingenia 3.0T,
Ingenia Ambition S, Ingenia
Ambition X, Ingenia Elition S,
Ingenia Elition X, Ingenia 3.0T
CX, SmartPath to dStream for
XR and 3.0T
18/08/2021 CombiDiagnost R90 Medical Product Defect | Class Il Hospital
Device Correction
18/08/2021 CombiDiagnost R90 Medical Product Defect | Class Hospital
Device Correction
18/08/2021 Exhalyzer D Medical Product Defect | Class llI Hospital
Device Correction
18/08/2021 Gelfoam Sponge - Gelatin Medical Product Defect | Class | Hospital
haemostatic agent Device Correction
18/08/2021 lllinois Bone Marrow Aspiration Medical Recall Class Il Hospital
Needle 15G x 79mm Device
17/08/2021 ASA Hospitality Pty Ltd - ARTG: | Medical Product Defect | Class I Hospital
337385 Device Alert
17/08/2021 Enviro Tech Holdingds Pty Ltd - | Medical Product Defect | Class Il Hospital
ARTG: 345617 Device Alert
17/08/2021 Enviro Tech Holdings Pty Ltd - Medical Product Defect | Class Il Hospital
ARTG: 341652 Device Alert
17/08/2021 GBT Express Pty Ltd - ARTG: Medical Product Defect | Class I Hospital
341174 Device Alert
17/08/2021 MIM software with SPECTRA Medical Product Defect | Class Il Hospital
Quant Device Correction
17/08/2021 Peng United Star Pty Ltd - ARTG | Medical Product Defect | Class Il Hospital
340881 Device Alert
17/08/2021 Peng United Star Pty Ltd - Medical Product Defect | Class I Hospital
ARTG: 339970 Device Alert
17/08/2021 Peng United Star Pty Ltd - Medical Product Defect | Class Il Hospital
ARTG: 340880 Device Alert
17/08/2021 Remel RapID NF system. An in Medical Recall Class I Hospital
vitro diagnostic medical device Device
(IVD)
17/08/2021 Rhodes & Beckett Trading Pty Medical Product Defect | Class Il Hospital
Ltd - ARTG: 341029 Device Alert
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17/08/2021 Son Loc Melbourne Pty Ltd - Medical Product Defect | Class Hospital
ARTG: 340322 Device Alert
17/08/2021 Stephan EVE Intensive/with Medical Product Defect | Class I Hospital
Masimo rainbow SET technology | Device Correction
17/08/2021 Yex International Pty Ltd - Medical Product Defect | Class I Hospital
ARTG: 342052 Device Alert
16/08/2021 Telemetric pressure catheter Medical Recall Class Il Hospital
096504-001 NEUROVENT - P- Device
tel
13/08/2021 Monaco Radiation Treatment Medical Product Defect | Class Il Hospital
Planning (RTP) System Device Correction
12/08/2021 VIDAS EBV VCA IgM. An in vitro | Medical Product Defect | Class Il Hospital
diagnostic medical device (IVD). | Device Correction
11/08/2021 Fabian HFO, Fabian +nCPAP Medical Product Defect | Class | Hospital
evolution, and Fabian Therapy Device Correction
evolution ventilators
11/08/2021 IK707 - Optilite Special Wash 1 Medical Product Defect | Class llI Hospital
Device Correction
11/08/2021 LeadCare Il and LeadCare Plus | Medical Recall Class I Hospital
test kits. An in vitro diagnostic Device
medical device (VD)
11/08/2021 Various Procedure Packs Medical Product Defect | Class Il Hospital
containing SmartSite Needle- Device Correction
Free Connector Products
11/08/2021 Vysis CLL FISH Probe Kit. Anin | Medical Recall Class I Hospital
vitro diagnostic medical device Device
(IVD).
10/08/2021 Agilia SP PCA infusion pump Medical Product Defect | Class Il Hospital
Device Correction
10/08/2021 BF-XT160 Bronchovideoscope Medical Product Defect | Class Il Hospital
Device Correction
10/08/2021 PageWriter TC Cardiographs Medical Product Defect | Class Il Hospital
Models (TC20,30,50,70) Device Correction
9/08/2021 AVSARTAN Irbesartan tablet Medicine Recall Class Il Retail
150mg and 300mg.
9/08/2021 DxA 5000 with B57634. An in Medical Product Defect | Class Il Hospital
vitro diagnostic medical device Device Correction
(VD).
9/08/2021 Philips Continuous CT Medical Product Defect | Class Il Hospital
Fluoroscopy DVI Ceiling Mount — | Device Correction
CCT Arm DVI Option - Monitor
Bracket Assembly
6/08/2021 DuoDERM Extra Thin and Medical Recall Class Il Consumer
DuoDERM CGF Device
6/08/2021 Electric Infusion Pump — Medical Product Defect | Class I Hospital
Administration set (also known Device Alert
as Batch Kit IRIS).
6/08/2021 EPIQ Ultrasound Systems Medical Product Defect | Class Il Hospital
Device Correction
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6/08/2021 FLUCLOXACILLIN 0.9% Medicine Recall Class Il Hospital
SODIUM CHLORIDE IN
MOBIFUSER FOR
INTRAVENOUS INFUSION
6/08/2021 Henry Schein Halas - Mask, Medical Product Defect | Class Il Retail
surgical, single use Device Alert
6/08/2021 Manjistadi Kashyam, Medicine Recall Class I Consumer
Mahanarayana Oil,
Kottamchukkadi Oil, and
Ayyapala Oil
5/08/2021 BOND Ready-to-Use Primary Medical Recall Class Il Hospital
Antibody CDX2 (EP25). An in Device
vitro diagnostic medical device
(IVD).
5/08/2021 PRISMAFLEX TPE2000 SET Medical Recall Class I Hospital
Device
4/08/2021 BHR Square Headed Nail Medical Recall Class Il Hospital
Device
4/08/2021 EnVision FLEX Hematoxylin Medical Recall Class Il Hospital
(Link) Kit and Vial. An in vitro Device
diagnostic medical device (VD)
4/08/2021 Infusomat Space Line SafeSet Medical Recall Class Il Hospital
Device
4/08/2021 RUSCHELIT Super Safety Clear | Medical Recall Class Il Hospital
Tracheal Tube Device
4/08/2021 3-Hydroxybutyrate LiquiColor. Medical Recall Class Il Hospital
An in vitro diagnostic medical Device
device (IVD)
4/08/2021 Steelex Sternum Set Medical Recall Class I Hospital
Device
3/08/2021 Alinity ci-series System Control Medical Product Defect | Class I Hospital
Module (SCM). An in vitro Device Correction
diagnostic medical device (VD)
3/08/2021 Zippie Voyage early intervention | Medical Product Defect | Class Il Consumer
stroller Device Correction
2/08/2021 Better Health Pharmacy Pty Ltd - | Medical Product Defect | Class Il Hospital
ARTG: 341453 Device Alert
2/08/2021 Better Health Pharmacy Pty Ltd - | Medical Product Defect | Class Il Hospital
ARTG: 341462 Device Alert
2/08/2021 Trustee for DKT Family Trust - Medical Product Defect | Class Il Hospital
ARTG: 340030 Device Alert
2/08/2021 VITEK 2 GP ID Cards. An in vitro | Medical Product Defect | Class llI Hospital
diagnostic medical device (IVD) | Device Correction
30/07/2021 Lina Xcise Laparoscopic Medical Product Defect | Class Il Hospital
Morcellator Device Correction
30/07/2021 Lway Trading Pty Ltd - ARTG: Medical Product Defect | Class Il Hospital
332989 Device Alert
30/07/2021 Lway Trading Pty Ltd - ARTG: Medical Product Defect | Class Il Hospital
332990 Device Alert
Report generated 18/05/2024 8:45:48 PM Page 98 of 448

The TGA publishes Australian recall actions in a searchable database to ensure the public has access to information
about therapeutic products that have been recalled from the Australian market. If you are concerned about your health
or if you have experienced an adverse event please seek advice from a health professional as soon as possible.
Please read all the important information at the beginning of this report.



System for Australian Recall Actions

Recall Action Product Name/Descriptionil Type of  Recall ActionV Recall Action Recall
Commencement Product! ClassificationV Action
Date! LevelV
30/07/2021 Philips Ingenia 1.5T, Ingenia Medical Product Defect | Class | Hospital
1.5T Evolution, Ingenia 3.0T, Device Correction
Ingenia Elition X Magnetic
Resonance System
29/07/2021 CME Microset and BD Medical Product Defect | Class Il Hospital
BodyGuard Microset Infusion Device Correction
sets
29/07/2021 Horse blood agar (HBA) plates. Medical Recall Class Il Hospital
An in vitro diagnostic medical Device
device (VD)
28/07/2021 JAMSHIDI (TJ) BONE Medical Recall Class Il Hospital
MARROW Device
BIOPSY/ASPIRATION NEEDLE
11G X4
28/07/2021 McKesson/ Change Healthcare Medical Product Defect | Class Il Hospital
Cardiology Hemo Device Correction
28/07/2021 Neutrogena Ultra Sheer Medicine Recall Class Il Consumer
Sunscreen Spray SPF 50+ with
Helioplex
28/07/2021 Optitrol NAT HIV Screening. An | Medical Recall Class I Hospital
in vitro diagnostic medical device | Device
(IVD).
28/07/2021 Trilogy Evo O2 and Trilogy Evo | Medical Product Defect | Class I Consumer
Device Correction
27/07/2021 Elecsys CA 19-9 reagent for use | Medical Product Defect | Class I Hospital
on cobas e 801 analytical unit. Device Correction
An in vitro diagnostic medical
device (VD)
27/07/2021 EMBLEM S-ICD Subcutaneous | Medical Recall Class | Hospital
Electrode Device
27/07/2021 Horizon/McKesson/Change Medical Product Defect | Class Il Hospital
Healthcare Cardiology, Device Correction
Horizon/McKesson/Change
Healthcare Cardiology Hemo
and Horizon/McKesson/Change
Healthcare Cardiology ECG
Management
27/07/2021 Kaluza C Software. An in vitro Medical Product Defect | Class Il Hospital
diagnostic medical device (IVD) | Device Correction
27/07/2021 SmartSite Needle-Free Medical Product Defect | Class Il Hospital
Connectors Device Correction
26/07/2021 Alinity m System. An in vitro Medical Product Defect | Class Il Hospital
diagnostic medical device (IVD) | Device Correction
26/07/2021 ASA Hospitality Pty Ltd - ARTG: | Medical Product Defect | Class Il Hospital
340875 Device Alert
26/07/2021 HARMONIC HD 1000i Shears Medical Recall Class | Hospital
Device
26/07/2021 Lway Trading Pty Ltd - ARTG: Medical Product Defect | Class Il Hospital
334257 Device Alert
26/07/2021 PneumoDart Needle Medical Product Defect | Class Il Hospital
Device Correction
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26/07/2021 RESUS-EZY Resuscitator - Medical Recall Class | Retail
Patient Valve with Flow Diverter | Device
and Infant, Child and Adult

Resuscitators

26/07/2021 The Trustee for DKT Family Medical Product Defect | Class Il Hospital
Trust - ARTG: 337182 Device Alert

26/07/2021 The Trustee for DKT Family Medical Product Defect | Class I Hospital
Trust - ARTG: 338931 Device Alert

23/07/2021 CareSens N Meter set, Medical Recall Class Il Retail
CareSens N Voice Meter set, Device

CareSens Dual Meter set,
CareSens N Voice Meter set and
CareSens N Premier Meter set .
An in vitro diagnostic medical

device (VD)
23/07/2021 CHAMPIX varenicline (as Medicine Recall Class I Retall
tartrate) 1.0mg tablet blister pack
23/07/2021 Configura Advance Chair models | Medical Product Defect | Class Il Consumer
Device Correction
23/07/2021 Relistor 12mg/0.6 ml inj (7's) Medical Recall Class Il Retail
Device
22/07/2021 Restoris MCK Femoral Trial and | Medical Recall Class Il Hospital
Restoris MCK Patellofemoral Device
Trial
21/07/2021 Directlink Global - ARTG: Medical Product Defect | Class I Hospital
335565 Device Alert
21/07/2021 Fludeoxyglucose F18 Injection Medicine Product Defect | Class Il Hospital
(18F-FDG) Alert
20/07/2021 MEDUMAT Transport Medical Product Defect | Class Hospital
Device Correction
20/07/2021 Pipeline Flex Embolization Medical Recall Class | Hospital
Device and Pipeline Flex Device
Embolization Device with Shield
Technology
19/07/2021 Alinity s System. An in vitro Medical Product Defect | Class Il Hospital
diagnostic medical device (IVD) | Device Correction
19/07/2021 REYATAZ atazanavir (as sulfate) | Medicine Product Defect | Class Il Retail
300mg capsule bottle Alert
16/07/2021 Copper CU2340 R1a Buffer. An | Medical Product Defect | Class Il Hospital
in vitro diagnostic medical device | Device Correction
(IVD)
15/07/2021 ASA Hospitality Pty Ltd - ARTG: | Medical Product Defect | Class I Hospital
335456 Device Alert
15/07/2021 BOC LIFE LINE Emergency Medical Product Defect | Class | Consumer
Oxygen Resuscitation Kit Device Correction
15/07/2021 OptetraK Logic Femoral Medical Recall Class Il Wholesale

Component, Posterior Stabilized, | Device
Cemented, Size 4, Left

15/07/2021 S-7XTRA Tub Wipes 200 Medical Recall Class Il Retail
Device
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14/07/2021 ASA Hospitality Pty Ltd - ARTG: | Medical Product Defect | Class Il Hospital
341092 Device Alert
14/07/2021 ASA Hospitality Pty Ltd - Mask, Medical Product Defect | Class Il Hospital
<specify> Device Alert
14/07/2021 Directlink Global - Public Medical Product Defect | Class I Hospital
Respirator, Single Use Device Alert
13/07/2021 CV-1500 Processor, CF- Medical Product Defect | Class I Hospital
EZ1500DI Colonovideoscope, Device Correction
CF-EZ1500DL
Colonovideoscope and GIF-
EZ1500 Gastrointestinal
Videoscope.
13/07/2021 Multiple Customized Tubing Sets | Medical Product Defect | Class Il Hospital
Device Correction
13/07/2021 NUCALA mepolizumab 100 mg | Medicine Recall Class I Retall
solution for injection in pre-filled
pen
12/07/2021 Atellica IM BR 27.29 (BR) Assay | Medical Product Defect | Class llI Hospital
50 Test Kit and Assay 250 Test | Device Correction
Kit. An in vitro diagnostic medical
device (VD)
12/07/2021 DROLEPTAN Droperidol Medicine Product Defect | Class Il Hospital
2.5mg/1mL injection ampoule - Correction
packs of 10
12/07/2021 MIDCAL Gastric Calibration Ring | Medical Product Defect | Class llI Hospital
Device Correction
12/07/2021 Pipe Traders Australia Pty Ltd - | Medical Product Defect | Class I Hospital
GIKO 1200 and GIKO 1500 - Device Alert
Public N95 respirator
12/07/2021 SIMVAR 20 simvastatin 20 mg Medicine Product Defect | Class Il Retail
tablet blister pack Correction
9/07/2021 HADLIMA adalimumab (rch) 40 | Medicine Product Defect | Class Il Retail
mg solution for injection Correction
PushTouch auto-injector
9/07/2021 HBA Columbia Plates 10pcs. An | Medical Recall Class Il Hospital
in vitro diagnostic medical device | Device
(IVD)
9/07/2021 SeroFIA Chlamydia IgG Kit, Medical Product Defect | Class Il Hospital
SeroELISA Chlamydia IgG Kit, Device Correction
and SeroELISA Chlamydia IgA
Kit. An in vitro diagnostic medical
device (VD)
8/07/2021 18F-DCFPyL Medicine Product Defect | Class I Hospital
Alert
8/07/2021 Flow- i C20, Flow-i C30, Flow-i Medical Product Defect | Class I Hospital
C40 Device Correction
8/07/2021 Fludeoxyglucose F18 Injection Medicine Product Defect | Class Il Hospital
(18F-FDG) Correction
7/07/2021 INSPYRE PYROCARBON Medical Hazard Alert Class | Hospital
Interpositional Implant Device
7/07/2021 Sym Balance Medicine Product Defect | Class Il Consumer
Correction
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6/07/2021 The VeriSeq NIPT Solution v2. Medical Recall Class Il Hospital
An in vitro diagnostic medical Device
device (VD)
5/07/2021 Daratumumab in 0.9% Sodium Medicine Recall Class Il Hospital

Chloride in Polyolefin Bag
(Freeflex) for Intravenous

Infusion

5/07/2021 OEC Elite systems and all OEC | Medical Product Defect | Class Il Hospital
3D mobile C-Arm systems Device Correction

2/07/2021 ETEST Imipenem/Relebactam. Medical Product Defect | Class Il Hospital
An in vitro diagnostic medical Device Correction
device (IVD)

2/07/2021 Lipid Control Level 1. An in vitro | Medical Product Defect | Class Il Hospital
diagnostic medical device (IVD). | Device Correction

1/07/2021 ExacTrac Dynamic Radiation Medical Product Defect | Class I Hospital
Therapy Patient Positioning Device Correction
System

1/07/2021 Multiple GE Healthcare MR Medical Product Defect | Class Il Hospital
Machines Device Correction

1/07/2021 Philips Respironics - Ventilator Medical Product Defect | Class | Consumer
Devices Device Correction

1/07/2021 Philips Respironics CPAP and Medical Product Defect | Class | Consumer
Bi-Level PAP Devices Device Correction

1/07/2021 TRIKAFTA elexacaftor / Medicine Product Defect | Class IlI Retall
tezacaftor / ivacaftor and Correction

ivacaftor 100mg/50mg/75mg and
150mg film-coated tablet blister

pack

30/06/2021 Easyvision Umere Toric Medical Recall Class Il Consumer
(somofilcon A) soft contact Device
lenses

30/06/2021 PalaXtreme, 500ml Medical Product Defect | Class Il Retail
DE/GB/FR/NL Device Correction

30/06/2021 Philips V60 and V60 Plus Medical Product Defect | Class | Hospital
Ventilators Device Correction

30/06/2021 Randox Zinc (Zn) Assay. An in Medical Product Defect | Class Il Hospital
vitro diagnostic medical device Device Correction
(IVD)

30/06/2021 TFL-PLS SOLTIVE Premium Medical Product Defect | Class Il Hospital
SuperPulsed Laser System Device Correction

29/06/2021 Multigate Medical Recall Class Il Hospital

Hysteroscopy/Cystoscopy Packs | Device
containing Baxter TUR Admin

Sets

29/06/2021 Philips HeartStart Intrepid Medical Product Defect | Class | Hospital
Monitor/Defibrillator Device Correction

29/06/2021 RYALTRIS olopatadine 600 Medicine Product Defect | Class llI Retall
microgram/actuation and Correction

mometasone furoate 25
microgram/actuation nasal spray
bottle
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28/06/2021 cobas u pack (400 strip) for use | Medical Product Defect | Class Il Hospital
on cobas u 601 analyser. An in Device Correction
vitro diagnostic medical device
(IVD)
28/06/2021 Femoral Head Allograft Biological | Hazard Alert Class Il Hospital
28/06/2021 InterStim System Advanced Medical Product Defect | Class Il Hospital
Evaluation Percutaneous Device Correction
Extension Connector
25/06/2021 4K LCD Monitor Medical Product Defect | Class Il Hospital
Device Correction
25/06/2021 LikoGuard L (3301030) and Medical Product Defect | Class Il Hospital
LikoGuard XL (3301040) Device Correction
25/06/2021 Losartan potassium 50mg Film Medicine Recall Class Il Hospital
Coated Tablets 28 pack
25/06/2021 Product name: B.R.A.H.M.S Medical Product Defect | Class I Hospital
Solution 2 KRYPTOR GOLD. An | Device Correction
in vitro diagnostic medical device
(IVD)
24/06/2021 Access AMH calibrators. An in Medical Product Defect | Class Il Hospital
vitro diagnostic medical device Device Correction
(IVD)
24/06/2021 Superglide Valve Ureter Stents Medical Product Defect | Class Il Hospital
Device Correction
23/06/2021 Endurant ll/lls Stent Graft Medical Recall Class | Hospital
System Radiopaque (RO) Device
Marker Bond Detachment
23/06/2021 GlideScope Go Video Monitors Medical Product Defect | Class Il Hospital
Device Correction
23/06/2021 Medline Flexi Cystoscopy Pack | Medical Recall Class Il Hospital
containing Baxter Medication Device
Delivery Care Products
23/06/2021 STA R Max. An in vitro Medical Product Defect | Class I Hospital
diagnostic medical device (IVD) | Device Correction
22/06/2021 OrganOx metra Retained Unit Medical Product Defect | Class Il Hospital
Device Correction
22/06/2021 SOL049 MonsGel Monsel’s Medicine Product Defect | Class I Retail
Ferric Subsulfate Gel Correction
22/06/2021 Various VITROS Systems. An in | Medical Product Defect | Class I Hospital
vitro diagnostic medical device Device Correction
(IVD)
21/06/2021 BioFire FilmArray Pneumonia Medical Product Defect | Class I Hospital
plus (PN plus). An in vitro Device Correction
diagnostic medical device (VD)
21/06/2021 EASYGRIP FLO-41 Precision Medical Product Defect | Class llI Hospital
MIS Delivery System Device Correction
21/06/2021 M8 and S8 Lead Adaptors Medical Product Defect | Class Il Consumer
Device Correction
21/06/2021 Olympus Endocuff Vision Medical Recall Class I Hospital
Products Device
21/06/2021 Revolution CT (Collimator) Medical Product Defect | Class Il Hospital
Device Correction

Report generated 18/05/2024 8:45:48 PM
The TGA publishes Australian recall actions in a searchable database to ensure the public has access to information
about therapeutic products that have been recalled from the Australian market. If you are concerned about your health
or if you have experienced an adverse event please seek advice from a health professional as soon as possible.

Please read all the important information at the beginning of this report.

Page 103 of 448



System for Australian Recall Actions

Recall Action Product Name/Descriptionil Type of  Recall ActionV Recall Action Recall
Commencement Product! ClassificationV Action
Date! LevelV
18/06/2021 AP Surgical Pty Ltd- Disposable | Medical Product Defect | Class Il Retail
Face mask- tie-back Device Alert
18/06/2021 ORTHO VISION Analyzer for Medical Product Defect | Class Il Hospital
BioVue and ORTHO VISION Device Correction
Max Analyzer for BioVue. An in
vitro diagnostic medical device
(IVD)
18/06/2021 OXOID AST DISC CT0223B — Medical Recall Class Il Hospital
Amoxycillin/Clavulanic acid Device
AMC30. An in vitro diagnostic
medical device (IVD)
18/06/2021 Sterile Optical Fibers Medical Recall Class I Hospital
Device
17/06/2021 Alinity c and ARCHITECT Medical Product Defect | Class Il Hospital
Activated Alanine Device Correction
Aminotransferase (A-ALT)
reagent kit/assay. An in vitro
diagnostic medical device (IVD)
17/06/2021 basixALPHA Inflation Device Medical Recall Class I Hospital
Device
17/06/2021 Merits Mobility Scooters & Chairs | Medical Product Defect | Class Il Consumer
Device Correction
17/06/2021 Suture Anchor BioComposite Medical Recall Class I Hospital
SwiveLock C, 5.5mm x 19.1mm, | Device
Closed Eyelit
16/06/2021 da Vinci S/Si Harmonic ACE Medical Product Defect | Class llI Hospital
Curved Shears Device Correction
16/06/2021 Fludeoxyglucose F18 Injection Medicine Product Defect | Class I Hospital
(F-18 FDG) Correction
16/06/2021 MYLA V4.8.0/4.8.1 and Medical Product Defect | Class Il Hospital
V4.7.0/V4.7.1 in conjunction with | Device Correction
BCI Connect. An in vitro
diagnostic medical device (VD)
16/06/2021 TMJ Total Joint Replacement Medical Hazard Alert Class Il Consumer
System Device
15/06/2021 Detmold D95-P2 Respirators Medical Recall Class Il Hospital
Device
15/06/2021 Detmold Medical D95+ Surgical | Medical Recall Class I Hospital
Respirator Masks Device
15/06/2021 EnVeo R, EnVeo PRO and Medical Recall Class Il Hospital
Evolut PRO+ Delivery Catheter | Device
15/06/2021 Laryngeal Airway Mask Medical Recall Class I Hospital
Device
11/06/2021 ACCOLADE and ESSENTIO Medical Hazard Alert Class | Hospital
pacemakers and VISIONIST Device
cardiac resynchronization
therapy pacemakers (CRT-Ps)
11/06/2021 CARESCAPE Patient Data Medical Product Defect | Class | Hospital
Module (PDM) Device Correction
11/06/2021 The Medtronic StimLoc Burr hole | Medical Recall Class Il Hospital
cover Device
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11/06/2021 Vita-B12 Injection 1mg Medicine Recall Class IlI Retail
(Hydroxocobalamin Acetate)
10/06/2021 ACE Kinetic Kit. An in vitro Medical Product Defect | Class Il Hospital
diagnostic medical device (IVD) | Device Correction
10/06/2021 INGENIO, VITALIO, and Medical Hazard Alert Class | Hospital
ADVANTIO pacemakers and Device
INVIVE cardiac
resynchronization therapy
pacemakers
10/06/2021 Introducer Localization Set for Medical Product Defect | Class I Hospital
ATEC Device Correction
9/06/2021 Access CEA Reagent. An in vitro | Medical Product Defect | Class Il Hospital
diagnostic medical device (IVD) | Device Correction
9/06/2021 Kii Optical Advanced Fixation Medical Product Defect | Class llI Hospital
Device Correction
9/06/2021 Spark Clear Aligners Medical Recall Class Il Consumer
Device
8/06/2021 Philips FM20/FM30/FM40/FM50 | Medical Product Defect | Class Il Hospital
Avalon Foetal Monitors Device Correction
7/06/2021 ARTIS pheno with software Medical Product Defect | Class Il Hospital
version VE10B Device Correction
7/06/2021 Tempus Pro (with Trizeps 7 Medical Product Defect | Class | Hospital
Hardware) Device Correction
7/06/2021 The NT2000iX generator Medical Product Defect | Class Il Hospital
Device Correction
4/06/2021 Arjo medical beds assembled Medical Product Defect | Class Il Hospital
with IndiGo module Device Correction
4/06/2021 BiPAP A40 Pro and A40 EFL Medical Product Defect | Class Il Hospital
Device Correction
4/06/2021 CUTAN OPTIDOSE ALCOHOL | Medicine Recall Class Il Hospital
FOAM ANTISEPTIC HANDRUB
Ethanol
4/06/2021 Fludeoxyglucose F18 Injection Medicine Recall Class I Hospital
(18F-FDG)
4/06/2021 SoKINOX NO delivery and Medical Product Defect | Class | Hospital
monitoring system Device Correction
4/06/2021 The EasyScreen Respiratory Medical Product Defect | Class Il Hospital
Pathogen Detection Kit. An in Device Correction
vitro diagnostic medical device
(IVD)
3/06/2021 Medical Delivery Products Medical Recall Class | Hospital
Device
3/06/2021 Palindrome RT Chronic Medical Recall Class | Hospital
Hemodialysis Catheters and Device
Palindrome RT repair kits
3/06/2021 Technetium-99m Cardiolite Medicine Recall Class Il Hospital
2/06/2021 Affinity Four Birthing Bed Medical Product Defect | Class Il Hospital
Device Correction
2/06/2021 Covidien DAR airway products Medical Recall Class Il Hospital
Device
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2/06/2021 HeartWare Ventricular Assist Medical Hazard Alert Class | Hospital
Device (HVAD) System Device
2/06/2021 JELONET 5x5cm Carton/50. Medical Recall Class Il Hospital
Device
2/06/2021 Philips Expression MR Invasive | Medical Product Defect | Class llI Hospital
Blood Pressure (IBP) Transducer | Device Correction
Cable
1/06/2021 Atellica CH 930 Analyser, Medical Product Defect | Class Il Hospital
Atellica IM 1300 Analyser and Device Correction
Atellica IM 1600 Analyser. An in
vitro diagnostic medical device
(IvD)
1/06/2021 Clinell Universal Wipes - Pack of | Medical Recall Class I Consumer
200 Device
1/06/2021 OSPOLOT sulthiame 200mg Medicine Product Defect | Class I Consumer
tablet bottle Alert
1/06/2021 Reveal LINQ with TruRhythm Medical Product Defect | Class I Hospital
Insertable Cardiac Monitoring Device Correction
Systems
28/05/2021 Abtectcell 111 0.8%. An in vitro Medical Recall Class Il Hospital
diagnostic medical device (IVD) | Device
28/05/2021 YSIO X.pree Medical Product Defect | Class Il Hospital
Device Correction
27/05/2021 cobas 6500 urine analyser series | Medical Product Defect | Class Il Hospital
(cobas u 701 microscopy Device Correction
analyser in combination with
cobas u 601 urine analyser). An
in vitro diagnostic medical device
(IvD)
27/05/2021 LK016.CB — Freelite Human Medical Product Defect | Class Il Hospital
Kappa Free Kit and LK016.10CB | Device Correction
— Freelite Human Kappa Free
Kit. An in vitro diagnostic medical
device (VD)
27/05/2021 NEFA (Non Esterified Fatty Medical Product Defect | Class I Hospital
Foods) assay - An in vitro Device Correction
diagnostic medical device (VD)
27/05/2021 T2 Nail Insertion Sleeve Medical Recall Class I Hospital
Instrument Device
26/05/2021 Atellica UAS 800 Urine Sediment | Medical Product Defect | Class Il Hospital
Analyser and Atellica 1500 Device Correction
Automated Urinalysis System.
An in vitro diagnostic medical
device (VD)
26/05/2021 Big Start Pty Ltd- Disposable Medical Product Defect | Class I Retall
Medical Face Mask Device Alert
26/05/2021 COOL IROM Medical Product Defect | Class Il Retail
BRACE,SHORT,S,Black Device Correction
26/05/2021 Kogan Australia Pty Ltd - 3 Ply Medical Product Defect | Class Il Consumer
Personal Protective Disposable | Device Alert
Face Mask (50 Pack)
26/05/2021 PrisMax System Medical Product Defect | Class | Hospital
Device Correction
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26/05/2021 SCS Screwdriver Medical Recall Class Il Retail
Device
25/05/2021 ADVIA Chemistry XPT System. | Medical Product Defect | Class I Hospital
An in vitro diagnostic medical Device Correction
device (VD)
25/05/2021 Lipid Controls Level 1, 2 and 3. Medical Product Defect | Class I Hospital
An in vitro diagnostic medical Device Correction
device (VD)
25/05/2021 SCREWFIX Medical Recall Class Il Hospital
Device
24/05/2021 Jardini Pty Ltd - ARTG: 335996 | Medical Product Defect | Class Il Hospital
Device Correction
24/05/2021 Omni-Tel Pty Ltd - Quovo Mask - | Medical Product Defect | Class I Retall
Mask, surgical, single use Device Alert
24/05/2021 Philips Continuous CT Medical Product Defect | Class I Hospital
Fluoroscopy DVI Ceiling Mount — | Device Correction
CCT Arm DVI Option - Monitor
Bracket Assembly
24/05/2021 The VENOVO Venous Stent Medical Recall Class | Hospital
System Device
24/05/2021 UTN Group Pty Ltd - ARTG: Medical Product Defect | Class Il Hospital
335629 Device Alert
24/05/2021 UTN Group Pty Ltd - ARTG: Medical Product Defect | Class Il Hospital
335631 Device Alert
21/05/2021 MRI system Medical Product Defect | Class Il Hospital
Device Correction
21/05/2021 Safescaper Twist Curve and Medical Recall Class Il Retall
Safescraper Twist Device
20/05/2021 AU Creatine Kinase-MB (CK- Medical Product Defect | Class I Hospital
MB) Reagent. An in vitro Device Correction
diagnostic medical device (VD)
20/05/2021 clariti 1 day toric (somofilcon A) Medical Recall Class Il Retail
soft contact lenses Device
18/05/2021 fabian Therapy evolution, fabian | Medical Product Defect | Class | Hospital
+nCPAP evolution and fabian Device Correction
HFO ventilators
18/05/2021 Phadia EliA SymphonyS Well. Medical Recall Class Il Hospital
An in vitro diagnostic medical Device
device (VD)
18/05/2021 WO300 OR1 FUSION Medical Product Defect | Class Il Hospital
CONTROL software release Device Correction
140/1.4.1
14/05/2021 All ABL800 analyzers measuring | Medical Product Defect | Class I Hospital
cCrea. An in vitro diagnostic Device Correction
medical device (IVD).
14/05/2021 Pharmacy Action Dry Cough Medicine Product Defect | Class Il Retail
Relief Oral Liquid Correction
14/05/2021 Technetium-99m DTPA Medicine Recall Class Il Hospital
13/05/2021 18F-DCFPyL (PSR) Medicine Recall Class I Hospital
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13/05/2021 3PLUS1 Multilevel Plasma Medical Product Defect | Class Il Hospital
Calibrator Set Neuroleptics. An Device Correction
in vitro diagnostic medical device
(VD).
13/05/2021 Fludeoxyglucose F18 Injection Medicine Recall Class I Hospital
(18F-FDG)
13/05/2021 Hydralyte Strawberry Kiwi Medicine Recall Class Il Consumer
Effervescent Electrolyte Tablets
13/05/2021 Oxinium Femoral Head 12/14 36 | Medical Hazard Alert Class Il Hospital
MM L/+8 Device
13/05/2021 Recothrom 50001U Kit Medicine Product Defect | Class | Hospital
Alert
13/05/2021 SOMATOM X.Cite systems Medical Product Defect | Class llI Hospital
Device Correction
13/05/2021 Various 'ITW Australia Pty Ltd' Medicine Recall Class Il Retail
sunscreen products
13/05/2021 X-Wing Base Medical Recall Class Il Hospital
Device
12/05/2021 PEEK Knotless CorkScrew Medical Product Defect | Class I Hospital
Suture Anchor With #2 Suture, Device Correction
3.9x11.2 mm
12/05/2021 The Medline Surgical Clipper Medical Product Defect | Class Il Hospital
with charging base Device Correction
11/05/2021 Atellica CH 930 Analyser Medical Product Defect | Class Il Hospital
Photometer Lamp. An in vitro Device Correction
diagnostic medical device (IVD)
11/05/2021 Ingenia Ambition X and Ingenia | Medical Product Defect | Class | Hospital
Ambition S Device Correction
11/05/2021 Philips Efficia CM Patient Medical Product Defect | Class Il Hospital
Monitors Device Correction
11/05/2021 RayStation 6, 7, 8A, 8B, 9A, 9B, | Medical Product Defect | Class Il Hospital
10A, 10B, RayPlan 2, including | Device Correction
some service packs
11/05/2021 ZNN CMN Femoral Nail Medical Hazard Alert Class Il Hospital
Device
10/05/2021 BD Venflon Pro Safety I.V. Medical Recall Class I Hospital
Cannula with polyurethane Device

catheter and injection port 22GA,
18GA, 17GA, 16GA and 14GA.

10/05/2021 KIOVIG normal immunoglobulin | Medicine Product Defect | Class Il Hospital
(human) 1g/10mL solution for Alert
injection vial

10/05/2021 Tc99m Cardiolite 5*D Medicine Product Defect | Class llI Hospital

Alert

10/05/2021 Transpac IV Monitoring Kits with | Medical Product Defect | Class Il Hospital
SafeSet Reservoirs Device Correction

7/05/2021 Gruppo Bioimpianti Polyethylene | Medical Hazard Alert Class I Hospital
Liners and Cups for Hip Device
Arthroplasty
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6/05/2021 BOND Epitope Retrieval Solution | Medical Product Defect | Class Il Hospital
1, BOND Epitope Retrieval Device Alert
Solution 2 and BOND Wash
Solution 10X Concentrate. An in
vitro diagnostic medical device
(IVD)
6/05/2021 Cornea, Organ culture — Left Biological | Hazard Alert Class I Hospital
6/05/2021 Nimbus 4 & Nimbus Professional | Medical Product Defect | Class I Consumer
Mattress Device Correction
5/05/2021 Range of Proctoscopes & Medical Recall Class I Hospital
Anoscopes Device
5/05/2021 RX Misano Analyser and RX Medical Product Defect | Class Il Hospital
Misano Analyser (with Printer). Device Correction
An in vitro diagnostic medical
device (VD)
5/05/2021 ZEISS CLARUS models 500 and | Medical Product Defect | Class Il Hospital
700 (Fundus Cameras) Device Correction
4/05/2021 Angiographic Guidewire Medical Recall Class Il Hospital
Components Device
4/05/2021 DTC Project Imports Pty Ltd - Medical Product Defect | Class Il Hospital
Airway protection face mask. Device Alert
4/05/2021 Ideal Corporate Accessories - Medical Product Defect | Class I Hospital
Mask, surgical, single use Device Alert
4/05/2021 Jac International Trading Pty Ltd | Medical Product Defect | Class Il Hospital
- ARTG: 332682 Device Alert
4/05/2021 KCM Hygiene Pty Ltd - ARTG: Medical Product Defect | Class Il Hospital
342345 Device Alert
4/05/2021 META Safescraper Twist Medical Recall Class Il Retail
(Curved) & META Micoss Bone | Device
scraper.
4/05/2021 Mincorli Pty Ltd - ARTG: 338930 | Medical Product Defect | Class Il Hospital
Device Alert
4/05/2021 Phadia 2500E instrument. Anin | Medical Product Defect | Class I Hospital
vitro diagnostic medical device Device Correction
(IVD)
4/05/2021 South Yarra News & Lotto - Medical Product Defect | Class Il Hospital
ARTG: 340302 Device Alert
4/05/2021 Various ICD / CRT-D devices Medical Hazard Alert Class | Hospital
with Blackwell batteries Device
3/05/2021 BAM AU Pty Ltd - Airway Medical Product Defect | Class Il Consumer
protection face mask Device Alert
3/05/2021 The BD Alaris Pump Module Medical Product Defect | Class | Hospital
Model 8100 Device Correction
3/05/2021 VICI and VICI VERTO Venous Medical Recall Class | Hospital
Stent Systems Device
30/04/2021 Femoral Head Allograft Biological | Recall Class I Hospital
30/04/2021 Living Healthy Women's Medicine Recall Class I Retall
Multivitamin
30/04/2021 Xper Flex Cardio Physio Medical Product Defect | Class Il Hospital
Monitoring System Device Correction
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29/04/2021 CombiDiagnost R90 Medical Product Defect | Class Il Hospital
Device Correction
29/04/2021 DigitalDiagnost C90 Medical Product Defect | Class Il Hospital
Device Correction
29/04/2021 Groshong NXT Peripherally Medical Product Defect | Class I Hospital
Inserted Central Catheters Device Correction
(PICC)
28/04/2021 CASE and CardioSoft ECG Medical Product Defect | Class Il Hospital
systems Device Correction
28/04/2021 GT Construction Australia - Medical Product Defect | Class Il Hospital
ARTG: 334303 Device Alert
28/04/2021 Jardini Pty Ltd - ARTG: 334624 | Medical Product Defect | Class Il Hospital
Device Correction
28/04/2021 Jardini Pty Ltd - ARTG: 334625 | Medical Product Defect | Class Il Hospital
Device Correction
28/04/2021 Jardini Pty Ltd - ARTG: 335619 | Medical Product Defect | Class Il Hospital
Device Alert
28/04/2021 Prestige Worldwide Imports Pty | Medical Product Defect | Class Il Hospital
Ltd - ARTG: 335564 Device Alert
28/04/2021 Prestige Worldwide Imports Pty | Medical Product Defect | Class Il Hospital
Ltd - ARTG: 335569 Device Alert
28/04/2021 Prestige Worldwide Imports Pty | Medical Product Defect | Class Il Hospital
Ltd - ARTG: 335616 Device Alert
28/04/2021 Prestige Worldwide Imports Pty | Medical Product Defect | Class Il Hospital
Ltd - ARTG: 335617 Device Alert
28/04/2021 Prestige Worldwide Imports Pty | Medical Product Defect | Class Il Hospital
Ltd - ARTG: 335703 Device Alert
28/04/2021 Prestige Worldwide Imports Pty | Medical Product Defect | Class Il Hospital
Ltd - ARTG: 336113 Device Alert
28/04/2021 SILK VISTA (stent flow-diverter | Medical Product Defect | Class Il Hospital
for interventional neuroradiology) | Device Correction
28/04/2021 SOMAC pantoprazole 20mg (as | Medicine Product Defect | Class I Retail
sodium sesquihydrate) enteric- Correction
coated tablet blister pack
28/04/2021 Spectrum White CBD 100mg/ml | Medicine Recall Class Il Consumer
Oil 50ml
27/04/2021 ADVIA Centaur Syphilis Assay. Medical Product Defect | Class Il Hospital
An in vitro diagnostic medical Device Correction
device (VD).
27/04/2021 Alcon Custom Pak Medical Product Defect | Class I Hospital
Device Correction
27/04/2021 Cyclophosphamide 1V bag Medicine Recall Class I Hospital
27/04/2021 Synaptive Trackable Suction Medical Recall Class Il Hospital
Device
23/04/2021 Unimax Retrival Bag Medical Recall Class Il Wholesale
Device
22/04/2021 Access Sensitive Estradiol. Anin | Medical Product Defect | Class Il Hospital
vitro diagnostic medical device Device Correction
(IVD)
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22/04/2021 McCulloch Retractor Frame Medical Product Defect | Class Il Hospital
Device Correction
21/04/2021 Automated Manifold Kit with Medical Recall Class Il Hospital
Transducer (BT-2000) Device
21/04/2021 NeuMoDx Saliva Collection Kit. Medical Recall Class | Hospital
An in vitro diagnostic medical Device
device (VD).
21/04/2021 Omnia Soft Tissue Punches Medical Recall Class Il Retall
Device
20/04/2021 Access 25(0H) Vitamin D Total | Medical Product Defect | Class Il Hospital
for use in Access 2 and DxI Device Correction

Immunoassay systems. An in
vitro diagnostic medical device

(IVD)
20/04/2021 EnSite X EP System Amplifier Medical Recall Class Il Hospital
Device
20/04/2021 GS777 Wall Transformer (all Medical Product Defect | Class I Hospital
models) and ProBP 3400 Device Correction
(handheld, desk mount, wall
mount models)
20/04/2021 Mucosal Punch EV Medical Recall Class Il Retall
Device
20/04/2021 Softmed — Surgical Face Masks | Medical Product Defect | Class I Retall
Device Alert
20/04/2021 The Intego/Intego Pro Medical Product Defect | Class Il Retail
Device Correction
20/04/2021 Welch Allyn Diagnostic Medical Product Defect | Class Il Hospital
Cardiology Suite with Spirometry | Device Correction
models
19/04/2021 Directlnject, 5cc Medical Recall Class Ill Hospital
Device
19/04/2021 Iron Gen.2 for use on cobas ¢ Medical Product Defect | Class Il Hospital

501/502 and COBAS INTEGRA | Device Correction
400 plus. An in vitro diagnostic
medical device (VD)

19/04/2021 Neomycin sulfate (X-Gen) Medicine Recall Class Il Hospital
500mg tab, 100's

19/04/2021 NovaSeq 6000 S2 Flow Cell, a Medical Product Defect | Class llI Hospital
component of the NovaSeq 6000 | Device Correction
S2 Reagent Kit

19/04/2021 POLARSHEATH Steerable Medical Product Defect | Class | Hospital
Sheath Device Correction

19/04/2021 Upsylon Y Mesh Kit with Medical Recall Class I Hospital
Colpassist Vaginal Positioning Device
Device

16/04/2021 Angel cPRP Processing Set, Medical Recall Class | Hospital
Arthrex Angel PRP Kit, and Device
Arthrex Angel BMC Kit

16/04/2021 Aspen Medical Respirators. Medical Product Defect | Class Il Hospital

Device Alert
16/04/2021 E-PRIME Vitamin E gel capsules | Medicine Recall Class Il Consumer
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16/04/2021 Ethicon Megadyne Medical Product Defect | Class Il Hospital
Electrosurgical Generators Device Correction
16/04/2021 syngo.via software VB30 version | Medical Product Defect | Class I Hospital
Device Correction
16/04/2021 The Miami J Select Medical Recall Class I Hospital
Device
16/04/2021 Whole Blood Calibrator Set for Medical Product Defect | Class Il Hospital
Immunosuppressant Level 0-6, Device Correction

0-3 and level 7. An in vitro
diagnostic medical device (IVD)

15/04/2021 Calibration Serum Level 3 (CAL | Medical Product Defect | Class Il Hospital
3). An in vitro diagnostic medical | Device Correction
device (VD)
15/04/2021 DIPHOTERINE solution (DAPD), | Medical Product Defect | Class Il Retail
HEXAFLUORINE solution Device Correction
(DAPF)
15/04/2021 Ethicon Hernia Mesh Family of Medical Product Defect | Class I Hospital
Products Device Correction
15/04/2021 ORTHO VISION and ORTHO Medical Product Defect | Class Il Hospital
VISION Max Analysers for Device Correction
ORTHO BioVue Cassettes. An in
vitro diagnostic medical device
(IVD).
14/04/2021 Access Sensitive Estradiol. An in | Medical Product Defect | Class Il Hospital
vitro diagnostic medical device Device Correction
(IVD)
14/04/2021 Drager Ventilators Medical Product Defect | Class | Hospital
Device Correction
13/04/2021 Alcon Custom Pak - various Medical Recall Class I Hospital
models Device
13/04/2021 ambIT PIB.PCA pump Medical Product Defect | Class llI Hospital
Device Correction
13/04/2021 Philips 1.5T Achieva conversion, | Medical Product Defect | Class IlI Hospital
3.0T Achieva TX, Achieva Device Correction
1.5T/3.0T/CV/IT/IXR, Achieva
Dstream 1.5T/3.0T, Ingenia
1.5T/3.0T, Ingenia Ambition X/S,
Ingenia CX 1.5T/3.0T, Ingenia
Elition S/X, Intera 1.5T, Multiva,
Prodiva
12/04/2021 Biopsybell Biopsy Needles Medical Recall Class Il Hospital
Device
12/04/2021 Central Water Plant System Medical Product Defect | Class Il Hospital
Device Correction
12/04/2021 MyLab Alpha, MyLabGamma, Medical Product Defect | Class Il Hospital
MyLabDelta Device Correction
9/04/2021 Revolution CT, Revolution CT Medical Product Defect | Class Il Hospital
ES, Revolution Apex and Device Correction
Revolution CT Apex Edition
9/04/2021 Tibbs Arterial Cannula Micro Medical Recall Class Il Hospital
Olive Device
8/04/2021 Cornea QEB 10126 L (Left) Biological | Hazard Alert Class I Hospital
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8/04/2021 Cornea QEB 10518 R (Right) Biological | Hazard Alert Class Il Hospital
8/04/2021 Xpert BCR-ABL Ultra. An in vitro | Medical Recall Class I Hospital
diagnostic medical (IVD) Device
7/04/2021 Artis zee / Q / Q.zen Medical Product Defect | Class Il Hospital
Device Correction
7/04/2021 Artis zee ceiling and Artis zee Il | Medical Product Defect | Class Il Hospital
ceiling Device Correction
7/04/2021 BYD Australia Pty Ltd - BYD Medical Product Defect | Class Il Consumer
Care Single use Surgical Mask Device Alert
7/04/2021 NM/CT 850, NM/CT 860, NM/CT | Medical Product Defect | Class Il Hospital
870 DR with Smart Console Device Correction
6/04/2021 ABL90 FLEX and ABL90 FLEX Medical Product Defect | Class Il Hospital
PLUS analysers with E3800 Device Correction
CPU unit. An in vitro diagnostic
medical device (IVD)
6/04/2021 Amcor Flexibles (Australia) - Medical Product Defect | Class Il Hospital
ARTG: 334438 Device Alert
6/04/2021 ASC Trading Pty Ltd - ARTG: Medical Product Defect | Class Il Hospital
333836 Device Alert
6/04/2021 ASC Trading Pty Ltd - ARTG: Medical Product Defect | Class Il Hospital
334041 Device Alert
6/04/2021 ASC Trading Pty Ltd - ARTG: Medical Product Defect | Class Il Hospital
334256 Device Alert
6/04/2021 Aust Acacia Investment Pty Ltd - | Medical Product Defect | Class I Hospital
ARTG: 341005 Device Alert
6/04/2021 Aust Acacia Investment Pty Ltd - | Medical Product Defect | Class Il Hospital
ARTG: 341006 Device Alert
6/04/2021 Australian Pacific Medical Pty Medical Product Defect | Class Il Hospital
Ltd - ARTG: 336063 Device Alert
6/04/2021 Da Shi - ARTG: 334604 Medical Product Defect | Class Il Hospital
Device Alert
6/04/2021 JC Medical Australia Pty Ltd - Medical Product Defect | Class Il Hospital
ARTG: 283681 Device Alert
6/04/2021 Lohas Holding Pty Ltd Medical Product Defect | Class Il Hospital
Device Alert
6/04/2021 Perfect Care Dental Pty Ltd - Medical Product Defect | Class Il Hospital
ARTG: 334550 Device Alert
6/04/2021 Thunderstorm Scientific Pty Ltd - | Medical Product Defect | Class Il Hospital
ARTG: 340297 Device Alert
6/04/2021 Thunderstorm Scientific Pty Ltd - | Medical Product Defect | Class Il Hospital
ARTG: 340401 Device Alert
6/04/2021 Tina Wells Pty Ltd - ARTG: Medical Product Defect | Class I Hospital
332563 Device Alert
6/04/2021 Tinawells Pty Ltd - ARTG: Medical Product Defect | Class Il Hospital
336117 Device Alert
6/04/2021 Tinawells Pty Ltd - ARTG: Medical Product Defect | Class Il Hospital
340298 Device Alert
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6/04/2021 Tinawells Pty Ltd - ARTG: Medical Product Defect | Class Hospital
340491 Device Alert
1/04/2021 2090 CareLink Programmer, Medical Product Defect | Class | Hospital
29901 Encore Programmer, Device Correction
CareLink SmartSync Device
Manager, CareLink Network
Application Software 2491 and
MyCareLink Heart Mobile
Application
1/04/2021 CareLink SmartSync Device Medical Product Defect | Class | Hospital
Manager Device Correction
1/04/2021 Fludeoxyglucose F18 Injection Medicine Recall Class Il Hospital
(18F-FDG)
1/04/2021 FRED easyport plus defibrillator | Medical Product Defect | Class Il Hospital
Device Correction
1/04/2021 PermaFlo A2 -Flowable Medical Recall Class Il Wholesale
Composite Device
31/03/2021 Cellular Matrix/ACP-HA Kit Medical Product Defect | Class Il Hospital
Device Correction
31/03/2021 LIFEPAK CR2 Defibrillator Medical Product Defect | Class | Consumer
Device Correction
31/03/2021 Roche Diabetes mySugr Bolus Medical Product Defect | Class Il Consumer
Calculator Device Correction
30/03/2021 Cardiosave Hybrid IABP and Medical Product Defect | Class llI Hospital
Cardiosave Rescue |IABP Device Correction
30/03/2021 Flocare Infinity 1l enteral feeding | Medical Product Defect | Class Il Consumer
pumps Device Correction
29/03/2021 Medcure (KL4 Pty Ltd) Herbal Medicine Recall Class Il Consumer
Products containing "Acorus
Calamus".
29/03/2021 Richard Wolf Morce Power Plus | Medical Product Defect | Class I Hospital
Morcellator and Cutting Tubes Device Correction
26/03/2021 BOND Polymer Refine Medical Product Defect | Class I Hospital
Detection. An in vitro diagnostic | Device Correction
medical device (VD)
26/03/2021 SCITROPIN A somatropin (rbe) | Medicine Product Defect | Class I Retail
5mg/1.5mL injection cartridge Correction
26/03/2021 Westlab Reusable Medical Face | Medical Product Defect | Class I Consumer
Shield Device Correction
25/03/2021 AQT90 FLEX analysers and Medical Product Defect | Class Il Hospital
E3800 CPU Units. An in vitro Device Correction
diagnostic medical device (VD)
25/03/2021 BD Infusion Sets for Alaris Medical Recall Class | Hospital
Pumps (GP, VP, CC and SE) & | Device
Non-Dedicated Infusion sets and
accessories
25/03/2021 cobas SARS-CoV-2 & Influenza | Medical Product Defect | Class I Hospital
A/B Test for use on the cobas Device Correction
Liat System. An in vitro
diagnostic medical device (VD)
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25/03/2021 Nordic Naturals Arctic Cod Liver | Medicine Product Defect | Class Il Wholesale
Oil Capsules Correction

25/03/2021 UriSelect 4. In vitro diagnostic Medical Product Defect | Class Il Hospital
medical device (VD) Device Correction

24/03/2021 PICO70 Arterial Blood Samplers. | Medical Recall Class | Hospital
An in vitro diagnostic medical Device
device (IVD)

24/03/2021 VenaSeal Closure System Medical Product Defect | Class Il Hospital

Device Correction

23/03/2021 Covidien Surgiwand Il Suction Medical Recall Class Il Hospital
and Irrigation Devices Device

23/03/2021 Kangaroo Enteral Feeding Pump | Medical Product Defect | Class Il Hospital
Sets Device Correction

22/03/2021 BVI - CustomEyes Kits Medical Product Defect | Class Il Hospital
containing BD Syringes and/or Device Correction
Needles

22/03/2021 MyWay Walker Chassis Medical Product Defect | Class Il Consumer

Device Correction

22/03/2021 syngo.via software version Medical Product Defect | Class I Hospital
VB50A and VB50B Device Correction

22/03/2021 ZIPRASIDONE GH ziprasidone | Medicine Product Defect | Class Il Retail
(as hydrochloride) 20 mg Alert
capsule blister pack

19/03/2021 Assayed Bovine Multi-Sera — Medical Product Defect | Class Il Hospital
Level 1. An in vitro diagnostic Device Correction
medical device (IVD)

19/03/2021 Assurity and Endurity Medical Hazard Alert Class | Hospital
pacemakers Device

18/03/2021 ADVIA 2120/2120i Haematology | Medical Product Defect | Class Il Hospital
Systems. An in vitro diagnostic Device Correction
medical device (IVD)

18/03/2021 ORTHO VISION Analyzer for Medical Product Defect | Class Il Hospital
ORTHO BioVue Cassettes and Device Correction
ORTHO VISION Max Analyzer
for ORTHO BioVue Cassettes.
An in vitro diagnostic medical
device (VD)

18/03/2021 Percept PC BrainSense - Model | Medical Product Defect | Class Il Hospital
A610 Device Correction

18/03/2021 Percept PC BrainSense B35200 | Medical Product Defect | Class Il Hospital
- Model A610 Device Correction

18/03/2021 SIEMENS SOMATOM systems: | Medical Product Defect | Class Il Hospital
go.Now, go.Up, go.All, go.Top, Device Correction
go.Sim, go.Open Pro

17/03/2021 Histoacryl Blue 0.5mL and Medical Recall Class I Hospital
Histoacryl Transparent 0.5mL Device

17/03/2021 llesto, Inventra, Iperia, ltrevia, Medical Hazard Alert Class | Hospital
llivia, Intica, Intica Neo ICDs and | Device
CRT-Ds

17/03/2021 Recothrom 5000 U kit Medicine Product Defect | Class | Hospital

Alert
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17/03/2021 Spark Clear Aligner Systems Medical Product Defect | Class Il Retail
Device Correction
16/03/2021 AntiBioBotanical and Ly)mex Medicine Recall Class I Consumer
16/03/2021 CEFALEXIN SANDOZ cefalexin | Medicine Product Defect | Class llI Retail
(as monohydrate) 250mg/5mL & Correction
125mg/5mL powder for
suspension bottle
15/03/2021 AC International Pty Ltd - Mask, | Medical Product Defect | Class Il Hospital
<specify> Device Alert
15/03/2021 Aurelia Union Pty Ltd - Mask, Medical Product Defect | Class Il Hospital
Surgical, Single Use Device Alert
15/03/2021 Australia Fudao Pty Ltd - Public | Medical Product Defect | Class Il Hospital
Respirator, Single Use Device Alert
15/03/2021 Australia Fudao Pty Ltd - Medical Product Defect | Class Il Hospital
Surgical / Medical Respirator, Device Alert
Single Use
15/03/2021 Australia Resources Pty Ltd - Medical Product Defect | Class Il Hospital
Mask, Surgical, Single Use Device Alert
15/03/2021 Haematological concentrate Medical Product Defect | Class I Hospital
system kits Device Correction
15/03/2021 Promotek Pty Ltd - Mask, Medical Product Defect | Class I Hospital
Surgical, Single Use Device Alert
15/03/2021 Promotek Pty Ltd - Mask, Medical Product Defect | Class I Hospital
Surgical, Single Use Device Alert
15/03/2021 Promotek Pty Ltd - Public N95 Medical Product Defect | Class I Hospital
respirator Device Alert
15/03/2021 RetCam Envision Medical Recall Class Il Hospital
Device
12/03/2021 NuVasive Precice Systems: Medical Recall Class I Hospital
Precice Bone Transport, Precice | Device
Stryde, Precice Unyte, Precice
Freedom
12/03/2021 Sensis and Sensis Vibe Systems | Medical Product Defect | Class I Hospital
on VD12A software version Device Correction
11/03/2021 CyberKnife System STC Medical Product Defect | Class Il Hospital
Device Correction
11/03/2021 Enhanced Enlite Sensor (MMT- | Medical Product Defect | Class I Consumer
7008) and Guardian Sensor 3 Device Correction
(MMT-7020)
11/03/2021 Good Life Nutrition/ Wealthy Medicine Recall Class Il Consumer
Super Urinary Gout Support
(pack size 60 / 90/ 100)
11/03/2021 Hysteromat E.A.S.1/ Medical Recall Class Il Hospital
(Hysteroscopic Device
irrigation/distention system)
11/03/2021 IMMAGE Immunochemistry Medical Product Defect | Class Il Hospital
Systems. An in vitro diagnostic Device Correction
medical device (VD)
11/03/2021 Precice Intramedullary limb Medical Product Defect | Class I Hospital
lengthening device (IMLL) Device Correction
Systems
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10/03/2021 Connexx Smart Connect Medical Recall Class IlI Consumer
Device
10/03/2021 Karma Flexx Wheelchairs Medical Product Defect | Class | Consumer
Device Correction
9/03/2021 Heartware HVAD System Medical Product Defect | Class | Hospital
Device Correction
9/03/2021 Willieston International Pty Ltd - | Medical Product Defect | Class Il Hospital
Disposable Medical Mask - Device Alert
Mask, surgical. single use
5/03/2021 CONFIRM Anti-Prostate Specific | Medical Recall Class lll Hospital
Antigen (PSA). An in vitro Device
diagnostic medical device (VD)
5/03/2021 Med-Con Pty Ltd - Surgical Face | Medical Product Defect | Class I Hospital
Masks Device Alert
5/03/2021 Schnitzler Paediatric Restraint Medical Recall Class Il Hospital
System Device
4/03/2021 Acumed 7.00mm x 2.00mm Medical Recall Class Il Hospital
Stem (ARH System or ARH Device
Solutions)
4/03/2021 Cardinal Health Clear Leggings | Medical Recall Class Il Hospital
and Angiographic Drapes Device
4/03/2021 DiaClon Anti-M/N* and DiaClon Medical Product Defect | Class Il Hospital
Anti-N. An in vitro diagnostic Device Correction
medical device (IVD)
4/03/2021 HeartWare HVAD System - Medical Product Defect | Class | Hospital
HVAD Power Cables, Monitor Device Correction
Data Cables, and Controller
Ports
4/03/2021 Maternal Screening Control Medical Product Defect | Class I Hospital
Level 1. An in vitro diagnostic Device Correction
medical device (IVD)
3/03/2021 Alcian Blue pH 2.5/ Alcian Blue & | Medical Recall Class I Hospital
Tissue Marker Blue. An in vitro Device
diagnostic medical device (VD)
3/03/2021 Atellica NEPH 630 System 1.1 Medical Product Defect | Class I Hospital
and BN ProSpec System 1.4.3. Device Correction
An in vitro diagnostic medical
device (VD)
3/03/2021 Colleague P1.7 Large Volumetric | Medical Product Defect | Class Il Hospital
Pump (LVP) Device Correction
3/03/2021 ExacTrac Dynamic Radiation Medical Product Defect | Class Il Hospital
Therapy Patient Positioning Device Correction
System
3/03/2021 Monitoring Claim HbAlc Medical Recall Class lll Hospital
Reagent Kit. An in vitro Device
diagnostic medical device (VD)
3/03/2021 Panther Fusion Tube Trays. An | Medical Recall Class Il Hospital
in vitro diagnostic medical device | Device
(IvD)
3/03/2021 VIDAS CMV IgM. An in vitro Medical Recall Class I Hospital
diagnostic medical device (IVD) | Device
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2/03/2021 Bravo reflux capsule and Medical Recall Class | Hospital
calibration-free reflux capsules Device

2/03/2021 Cordis PRECISE PRO RX Medical Recall Class I Hospital
Carotid Stent System Device

2/03/2021 CT5000 Ingenuity, Big Bore RT, | Medical Product Defect | Class I Hospital
Ingenuity CT, Brilliance 64 Device Correction

2/03/2021 Incisive CT Computed Medical Product Defect | Class Il Hospital
Tomography X-ray System Device Correction

2/03/2021 Incisive CT Computed Medical Product Defect | Class Il Hospital
Tomography X-ray System Device Correction

2/03/2021 IQon spectral CT, iCT, iCT SP Medical Product Defect | Class Ill Hospital

Device Correction
2/03/2021 Recothrom 50001U Kit Medicine Product Defect | Class | Hospital
Alert

2/03/2021 Silk Vista Baby (flow-diverter for | Medical Recall Class I Hospital
treatment of intracranial Device
aneurysms)

1/03/2021 Implacross PE insert 10° @ Medical Recall Class Il Hospital
28/35mm Device

1/03/2021 RayStation/RayPlan Systems Medical Product Defect | Class Il Hospital

Device Correction
26/02/2021 KWIK-STIK 2, KWIK-STIK 6 Medical Recall Class Il Hospital

Pack, LYFO DISK and QC Sets | Device
and Panels: KWIK-STIK 2 Pack.
An in vitro diagnostic medical

device (VD)

26/02/2021 LIFECODES HLA Kits and Medical Product Defect | Class I Hospital
MATCHIT Software. An in vitro Device Correction
diagnostic medical device (VD).

25/02/2021 BARD MARQUEE Disposable Medical Recall Class Il Hospital
Core Biopsy Instrument and Kits | Device

25/02/2021 BOND Ready-To-Use Primary Medical Product Defect | Class Il Hospital

Antibody CD19 (BT51E). An in Device Correction
vitro diagnostic medical device

(IVD)

25/02/2021 Dexcom G4 Platinum, G5 Mobile | Medical Product Defect | Class Il Consumer
and G6 Sensor Device Correction

25/02/2021 Haemonetics Blood Filtration Medical Product Defect | Class Il Hospital
Sets Device Correction

25/02/2021 NIM Vital Console, software Medical Product Defect | Class Il Hospital
version V1.1.1 Rev 1. Device Correction

25/02/2021 Pentax Video Bronchoscope and | Medical Product Defect | Class Il Hospital
Pentax Video Cystoscope Device Correction

25/02/2021 Philips HeartStart HS1 Home, Medical Recall Class | Hospital
HS1 OnSite, FRx or FR2/FR2+ Device
AED

25/02/2021 T34 Syringe Pump Medical Product Defect | Class Il Consumer

Device Correction

24/02/2021 Karl Storz: Plastic container for Medical Product Defect | Class I Hospital
sterilisation Device Correction
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24/02/2021 Patient Specific Liposomal Medicine Recall Class Il Hospital
Amphotericin
23/02/2021 Multiple Philips MRI systems Medical Product Defect | Class llI Hospital
Device Correction
23/02/2021 Q-Flow - Surgical Light Medical Product Defect | Class Il Hospital
Device Correction
23/02/2021 VaccZyme Human Anti- Medical Recall Class Il Hospital
Diphtheria Toxoid 1gG EIA Kits. Device
An in vitro diagnostic medical
device (IVD)
22/02/2021 CryoMACS Freezing Bag 750 Medical Recall Class I Hospital
Device
22/02/2021 Magnus 1180 Operating Table Medical Product Defect | Class I Hospital
Column Device Correction
22/02/2021 Root Monitoring Systems Medical Recall Class Il Hospital
Device
22/02/2021 Various Philips MRI Systems Medical Product Defect | Class llI Hospital
running software release R5.3.1 | Device Correction
19/02/2021 Merit Medical Surgical Procedure | Medical Product Defect | Class Il Hospital
Kits containing BD Syringes and | Device Correction
Needles
19/02/2021 Metagenics Parex and COSTAT | Medicine Recall Class Il Consumer
19/02/2021 Syringe filters Minisart NML / Medical Recall Class I Hospital
Ophthalsart Device
18/02/2021 EverFlo OPI Medical Product Defect | Class I Hospital
Device Correction
18/02/2021 SIEMENS SOMATOM go.Now. Medical Product Defect | Class I Hospital
and SOMATOM go.Up Device Correction
17/02/2021 IMMUNE RX Medicine Recall Class Il Consumer
17/02/2021 Medtronic Valiant Navion Medical Recall Class | Hospital
Thoracic Stent Graft System Device
17/02/2021 Microvention PHIL Starter Kit Medical Recall Class Il Hospital
and RePHIL Device
16/02/2021 SERVINO and SoKINOX NO Medical Product Defect | Class Il Hospital
delivery and monitoring system Device Correction
16/02/2021 Unomedical Low Concentration Medical Recall Class Il Hospital
Oxygen Masks Device
15/02/2021 Cardinal Health Isolation Gown, | Medical Recall Class I Hospital
Lab Coat and Kendall Gown Device
12/02/2021 Gloria Herbs - Liver Detox Medicine Recall Class Il Consumer
12/02/2021 IQon Spectral CT and with Medical Product Defect | Class llI Hospital
software versions V4.7.7.43064 / | Device Correction
V4.7.7.43202 / V4.7.7.43208
12/02/2021 The Alinity i HIV Ag/Ab Combo Medical Recall Class Il Hospital
Calibrator. An in vitro diagnostic | Device
medical device (IVD)
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12/02/2021 VeriSeq Microlab STAR Medical Recall Class Il Hospital
Accessories and Microplate, 96 | Device
Deep Well (amber). An in vitro

diagnostic medical device (VD)

11/02/2021 Hilde Hemmes' Herbals Medicine Recall Class Il Consumer
Wormwood Herb
11/02/2021 MediHerb Stealth Complex Medicine Recall Class I Consumer
11/02/2021 Paracea Forte Tablets (60) Medicine Recall Class Il Consumer
10/02/2021 ACUSON Sequoia ultrasound Medical Product Defect | Class Il Hospital
systems with VA11A software Device Correction
10/02/2021 AMBISOME amphotericin B Medicine Product Defect | Class I Hospital
(amphotericin) B 50mg powder Correction
for injection vial
10/02/2021 Jason membrane 15x20mm, Medical Recall Class I Retall
20x30mm and 30x40mm Device
9/02/2021 Disposable Bipolar Ablators Medical Recall Class Il Hospital
Device
9/02/2021 Karma Flexx wheelchairs Medical Product Defect | Class Il Consumer
Device Correction
9/02/2021 Lenest 30 ED levonorgestrel/ Medicine Product Defect | Class llI Retail
ethinylestradiol 150 Correction

micrograms/30 micrograms
tablet composite pack

9/02/2021 Trinity Biolox Delta Ceramic Medical Recall Class I Hospital
Head, Size 32XL and 36XL Device
8/02/2021 lodine 131 Capsule Medicine Recall Class Il Hospital
5/02/2021 Biograph Horizon systems Medical Product Defect | Class Il Hospital
currently running VJ21B Device Correction
5/02/2021 HF440 with DM Electronic Medical Product Defect | Class I Hospital
Boards Device Correction
5/02/2021 Prismaflex Control Unit Medical Product Defect | Class | Hospital
Device Correction
5/02/2021 syngo.via software update Medical Product Defect | Class Il Hospital
VB20A Device Correction
4/02/2021 Alligator Grasping Forcep 2.4 x Medical Recall Class Il Hospital
2300mm 5mm Jaw and Rat Device

Tooth Alligator Grasping 2.4 x
2300mm 5mm Jaw

4/02/2021 Sensis/Sensis Vibe systems with | Medical Product Defect | Class I Hospital
software version VD12 Device Correction

4/02/2021 SOMATOM CT scanners running | Medical Product Defect | Class I Hospital
on syngo CT VB20A_SP3 Device Correction

4/02/2021 SOMATOM go.Up, SOMATOM Medical Product Defect | Class Il Hospital
go.All, SOMATOM go.Top, Device Correction

SOMATOM go.Sim, SOMATOM
go.0Open Pro and SOMATOM
X.cite
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2/02/2021 BioFire FilmArray Blood Culture | Medical Product Defect | Class I Hospital
Identification (BCID) Panel and Device Correction

BioFire Blood Culture
Identification 2 (BCID2) Panel.
An in vitro diagnostic medical

device (IVD).
2/02/2021 Defibrillation Electrode Medical Recall Class | Hospital
Device
2/02/2021 Mar-Med Uni-Cot Medical Product Defect | Class I Retall
Device Correction
2/02/2021 Point Blank Medical - Premier Medical Product Defect | Class Il Hospital
Guard Facemask - Mask, Device Alert
surgical, single use
2/02/2021 RELIANCE VISION SC 380-400- | Medical Product Defect | Class Il Hospital

415V 3Ph 50Hz STEAM HTD Device Correction
and RELIANCE VISION SC 380-
400-415V 3Ph 50Hz ELECTRIC

HTD

2/02/2021 Sungo Australia - Mask, surgical, | Medical Product Defect | Class I Hospital
single use Device Alert

1/02/2021 Alinity m System. An in vitro Medical Product Defect | Class I Hospital
diagnostic medical device (IVD) | Device Correction

1/02/2021 Biovent Consulting - LONGXIN Medical Product Defect | Class Il Retail
and ZERUI Facemasks - Mask, Device Alert

surgical, single use

1/02/2021 Dimension Vista High Density Medical Recall Class Il Hospital
Lipoprotein Cholesterol (HDLC) | Device
Flex Reagent Cartridge. An in

vitro diagnostic medical device

(IVD)
1/02/2021 Humphrey Field Analyser Medical Product Defect | Class Il Retail
Device Correction
29/01/2021 Affinis Inverse Glenosphere Medical Recall Class I Hospital
Device
29/01/2021 Fluorodeoxyglucose F18 Medicine Recall Class Il Hospital
Injection (18F-FDG)
28/01/2021 RayStation 8B, 8B SP1, 8B SP2, | Medical Product Defect | Class I Hospital
9A, 9B, 9B SP1, 10A, 10A SP1 Device Correction
and 10B
28/01/2021 TSI Distraction Screws Medical Recall Class Il Hospital
Device
27/01/2021 Femoral Head Allograft Biological | Hazard Alert Class Il Hospital
27/01/2021 Rebilda Post System Set Medical Product Defect | Class Il Retail
Device Correction
27/01/2021 Renuvion APR Handpiece Medical Recall Class Il Retail
Device
25/01/2021 All EPIQ Systems Medical Product Defect | Class | Hospital
Device Correction
25/01/2021 Fetalink Medical Product Defect | Class I Hospital
Device Correction
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25/01/2021 Fluorodeoxyglucose F18 Medicine Product Defect | Class Il Hospital
Injection (18F-FDG) Alert
25/01/2021 Uni-Cot (Tourni-Cot Universal) Medical Product Defect | Class Il Retail
Device Correction
22/01/2021 MetaVision Suite for ICU version | Medical Product Defect | Class I Hospital
6.11.0078 Device Correction
22/01/2021 Philips Incisive CT Systems Medical Product Defect | Class IlI Hospital
Device Correction
21/01/2021 Drager Disposable VentStar Medical Product Defect | Class | Hospital
Anaesthesia (N) 180 Circuit and | Device Correction
Drager Disposable VentStar
Basic (N)
20/01/2021 SPF 30 Natural Coconut Body Medicine Recall Class I Consumer
Sunscreen
20/01/2021 VIDAS CVM IgM. An in vitro Medical Product Defect | Class Il Hospital
diagnostic medical device (IVD) | Device Correction
20/01/2021 Zemaira 1000 mg/Vial - US - Medicine Recall Class I Hospital
ALPHA-1-PROTEINASE
INHIBITOR
19/01/2021 Single-Use Polypectomy Snares: | Medical Recall Class Il Hospital
Captivator, Captivator II, Device
Captiflex, and Sensation
19/01/2021 Snaplink Buccal Tube Medical Product Defect | Class Il Retail
Device Correction
18/01/2021 Atellica IM and ADVIA Centaur Medical Recall Class Il Hospital
XP/XPT Free Prostate-Specific Device
Antigen (fPSA). An in vitro
diagnostic medical device (IVD)
18/01/2021 Model A710 Intellis Clinician Medical Product Defect | Class I Hospital
Programmer Application Device Correction
18/01/2021 Peak Carbonlite Rollator Medical Recall Class Il Consumer
Device
18/01/2021 Philips V680 Ventilators Medical Product Defect | Class Il Hospital
Device Correction
18/01/2021 syngo.via all systems with Medical Product Defect | Class I Hospital
software version VB40A or Device Correction
VB40B
15/01/2021 Catalyst and Catalyst HD Medical Product Defect | Class Il Hospital
systems with treatment field Device Correction
synchronization using Elekta
iCom or Varian ADI interfaces
15/01/2021 Philips V680 Ventilators Medical Product Defect | Class | Hospital
Device Correction
14/01/2021 PA-003, c4D Software Medical Product Defect | Class Il Hospital
application v 6.1.0 and 6.1.1 Device Correction
14/01/2021 Phenocell C 0.8%. An in vitro Medical Product Defect | Class llI Hospital
diagnostic medical device (IVD) | Device Correction
14/01/2021 Trace Elements. An in vitro Medical Product Defect | Class Il Hospital
diagnostic medical device (IVD). | Device Correction
13/01/2021 EVOS 2.4 MM LOCKING Medical Recall Class Il Hospital
SCREW T7 SELF-TAPPING Device
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13/01/2021 Liko Multirall Q-link Strap Lock Medical Product Defect | Class | Consumer
Device Correction
13/01/2021 PrisMax System Medical Product Defect | Class I Hospital
Device Correction
13/01/2021 Yukon Polyaxial Screw Medical Recall Class | Wholesale
Device
12/01/2021 ReActiv8 Medical Product Defect | Class Il Hospital
Device Correction
11/01/2021 Philips EPIQ Systems using Medical Product Defect | Class Il Hospital
Image Boost with xPlane Colour | Device Correction
Flow or Doppler
11/01/2021 VaccZyme Human Anti- Medical Product Defect | Class llI Hospital
Salmonella typhi Vi IgG EIA kit. Device Correction
An in vitro diagnostic medical
device (IVD).
8/01/2021 Technetium-99m Myoview Medicine Recall Class I Hospital
7/01/2021 Horizon/ McKesson/ Change Medical Product Defect | Class Il Hospital
Healthcare Cardiology ECG Device Correction
Management
7/01/2021 ID-DiaCell, ID-DiaPanel and ID- | Medical Product Defect | Class Il Hospital
DiaScreen. An in vitro diagnostic | Device Correction
medical device (VD)
6/01/2021 EOS Edge imaging system Medical Product Defect | Class Il Hospital
Device Correction
6/01/2021 METHOPT TEARS - Viscous Medical Recall Class Il Wholesale
eye drops with hypromellose Device
0.5mg/mL
5/01/2021 ARTIS icono floor and ARTIS Medical Product Defect | Class Il Hospital
pheno systems with software Device Correction
version VE20B
5/01/2021 Getinge CM320 Medical Product Defect | Class I Hospital
Device Correction
5/01/2021 i-STAT EG7+ and CG8+ Medical Product Defect | Class I Hospital
cartridges. An in vitro diagnostic | Device Correction
medical device (VD)
5/01/2021 MIA FORA NGS HLA Flex 11 Kit | Medical Recall Class Il Hospital

and MIA FORA NGS HLA MFlex | Device
11 Kit. An in vitro diagnostic
medical device (IVD).

5/01/2021 Uni-Cot Medical Product Defect | Class Il Hospital
Device Correction
4/01/2021 Femoral Head (L) MC - Femoral | Biological | Hazard Alert Class I Hospital
Head Allograft
4/01/2021 Infinity Acute Care Systems and | Medical Product Defect | Class | Hospital
Infinity M540 Stand Alone Device Correction
Patient Monitors
29/12/2020 Pinnacle Cup Devices used with | Medical Product Defect | Class I Hospital
the Optional Apex Hold Device Correction
Eliminator (HE)
24/12/2020 Alpha Active 3, Alpha Active 4 & | Medical Product Defect | Class Il Consumer
Alpha Active 5 medical pump Device Correction
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24/12/2020 Liquid Unassayed Multiqual and | Medical Product Defect | Class I Hospital
Liquicheck Unassayed Device Correction
Chemistry Control. An in vitro
diagnostic medical device (VD)
23/12/2020 EVO IQ Large Volumetric Pump | Medical Product Defect | Class | Hospital
(LVP) Device Correction
23/12/2020 Hydralyte Ready to Use Medicine Product Defect | Class llI Retall
Electrolyte Solution - Orange Correction
Flavoured, Colour Free
Lemonade Flavoured and Apple
Blackcurrant Flavoured
23/12/2020 NObreath V2 Fractional Exhaled | Medical Product Defect | Class Il Hospital
Nitric Oxide (FeNO) Device Device Correction
23/12/2020 Quadrox-1 Pediatric Oxygenator | Medical Recall Class | Hospital
HMO 31000 with Pediatric Device
Venous Hardshell Cardiotomy
Reservoir VHK 31000
23/12/2020 ZERBAXA ceftolozane Medicine Recall Class | Hospital
sulfate/tazobactam sodium 1000
mg/500 mg powder for injection
vial
22/12/2020 HeartWare Ventricular Assist Medical Hazard Alert Class | Hospital
Device (HVAD) System Device
22/12/2020 Infants' Friend Oral Liquid Bottle | Medicine Recall Class Il Consumer
100mL
22/12/2020 Revolution Apex, Revolution CT | Medical Product Defect | Class I Hospital
with Apex Edition, Revolution Device Correction
CT, and Revolution CT ES
Systems
21/12/2020 Colonovideoscope and Medical Product Defect | Class Il Hospital
Gastrointestinal Videoscope Device Correction
21/12/2020 EXOGEN Ultrasound Gel Pump | Medical Recall Class I Hospital
bottles Device
21/12/2020 METHOTREXATE ACCORD Medicine Product Defect | Class Il Hospital
methotrexate 1000 mg/10mL Alert
injection vial
21/12/2020 ORTHO VISION Analyser for Medical Product Defect | Class I Hospital
ORTHO BioVue Cassettes & Device Correction
Max Analyser for ORTHO
BioVue Cassettes. An in vitro
diagnostic medical device (VD).
21/12/2020 Spectra Optia Apheresis System | Medical Product Defect | Class Il Hospital
Device Correction
21/12/2020 Tempus LS with SW version Medical Product Defect | Class | Hospital
1.3.4 Device Correction
21/12/2020 TENOFOVIR DISOPROXIL Medicine Recall Class Il Consumer
EMTRICITABINE MYLAN
300/200 tenofovir disoproxil
maleate 300 mg and
emtricitabine 200 mg film coated
tablet bottle
21/12/2020 VITROS Chemistry Products TP | Medical Product Defect | Class llI Hospital
Slides. An in vitro diagnostic Device Correction
medical device (VD)
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18/12/2020 Minstrel Lift with Scale Medical Product Defect | Class Il Hospital
Device Correction
18/12/2020 Ortho BioVue System Cassette Medical Product Defect | Class Il Hospital
products. An in vitro diagnostic Device Correction
medical device (IVD).
17/12/2020 AXS Universal Aspiration Tubing | Medical Recall Class Il Hospital
300cm (118.11 in) Device
17/12/2020 Multiple Olympus devices Medical Recall Class I Hospital
Device
17/12/2020 Phadia AB EIliA dsDNA Well. An | Medical Recall Class Il Hospital
in vitro diagnostic medical device | Device
(IVD)
16/12/2020 96 Deep Well Plates in VeriSeq | Medical Recall Class | Hospital
Microlab STAR Accessories. An | Device
in vitro diagnostic medical device
(IVD)
16/12/2020 Artis zee/Q/Q.zen systems with Medical Product Defect | Class Il Hospital
software version VD11E Device Correction
16/12/2020 Artis Zee/Zeego with software Medical Product Defect | Class Il Hospital
version VC21C. Device Correction
16/12/2020 H900 HUMIDIFIER 220-240V Medical Product Defect | Class I Hospital
Device Correction
16/12/2020 Medtronic HeartWare Monitor Medical Recall Class Il Hospital
AC Adapter (MAC Adapter) Device
16/12/2020 Multi Essentials Medicine Recall Class Il Retall
16/12/2020 RevMedx Trauma Dressing Medical Recall Class Il Consumer
(RTD) - Sterile Non-woven Device
Gauze Pad
16/12/2020 Rotor Bearing Screws for Medical Product Defect | Class | Hospital
Nuclear Medicine Systems Device Correction
16/12/2020 Sensis Vibe software versions Medical Product Defect | Class I Hospital
VD10B, VD11A and VD11B Device Correction
16/12/2020 TomoTherapy Systems at Medical Product Defect | Class I Hospital
software version 5.1.5 and Device Correction
TomoTherapy Systems with
iDMS at software version 1.2.0
15/12/2020 Cobas 8000 core unit, cobas pro | Medical Product Defect | Class I Hospital
sample supply unit and cobas ¢ | Device Correction
513 analyser An in vitro
diagnostic medical devices (IVD)
15/12/2020 Delta Neonatal Valves Medical Recall Class | Hospital
Device
15/12/2020 EMBLEM S-ICD Subcutaneous | Medical Hazard Alert Class | Hospital
Electrode (Model 3501) Device
15/12/2020 Medline Surgical Clipper Charger | Medical Recall Class Il Hospital
Device
15/12/2020 Philips EPIQ & Affiniti Ultrasound | Medical Product Defect | Class I Hospital
Systems Device Correction
15/12/2020 Portex Loss of Resistance Medical Recall Class I Hospital
Device Device
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15/12/2020 VERITAS Collagen Matrix 12x25 | Medical Product Defect | Class I Hospital
cm Patches Device Correction
14/12/2020 Aster Home Nursing Services Medical Product Defect | Class Il Hospital
Facemasks Device Alert
14/12/2020 CATHETER KIT Medical Recall Class I Hospital
ANTIMICROBIAL and Device
CATHETER VENTRICULAR
ANTIMICROBIAL
10/12/2020 Alaris GP Volumetric Pump with | Medical Product Defect | Class Il Hospital
Plus software Device Correction
10/12/2020 All Cathay Herbal Laboratories Medicine Recall Class I Retail
medicines containing Fallopia
multiflora
10/12/2020 Atellica CH 930, IM 1300 & IM Medical Product Defect | Class Il Hospital
1600 installed with Atellica Device Correction
Solution software versions
V1.23.2 (SMN 11469032) or
lower. An in vitro diagnostic
medical devices (IVDs).
10/12/2020 Shifeng Surgical Face Mask - Medical Product Defect | Class Il Retail
Mask, surgical, single use Device Alert
9/12/2020 Femoral Head Allograft Biological | Hazard Alert Class Il Hospital
9/12/2020 Femoral Head Allograft Biological | Hazard Alert Class I Hospital
9/12/2020 Femoral Head Allograft Biological | Hazard Alert Class Il Hospital
9/12/2020 Femoral Head Allograft Biological | Hazard Alert Class I Hospital
9/12/2020 JETStream WorkSpace Versions | Medical Product Defect | Class Il Hospital
2.0 or higher Device Correction
9/12/2020 Technetium-99m HDP Medicine Recall Class I Hospital
9/12/2020 Thoracentesis/paracentesis set Medical Product Defect | Class | Hospital
Device Correction
9/12/2020 ZEISS IOLMaster 700 Medical Product Defect | Class I Hospital
Device Correction
8/12/2020 Altrix Precision Temperature Medical Product Defect | Class Il Hospital
Management System Device Correction
8/12/2020 CareLink Personal software and | Medical Product Defect | Class I Consumer
CareLink system Device Correction
8/12/2020 Contour Portare 2 and Contour Medical Product Defect | Class I Hospital
Portare-X Device Correction
8/12/2020 EMBLEM Subcutaneous Medical Hazard Alert Class | Hospital
Implantable Cardioverter Device
Defibrillators (S-ICDs)
8/12/2020 EMBLEM Subcutaneous Medical Hazard Alert Class | Hospital
Implantable Cardioverter Device
Defibrillators (S-ICDs)
8/12/2020 Ultra Feel Examination Nitrile Medical Recall Class I Retall
Blue PF Gloves Device
7/12/2020 Artis zee/Q/Q.zen systems with Medical Product Defect | Class Il Hospital
Siemens Healthineers table Device Correction
(Tilt/Step, OR) and with software
version VD11E system.
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4/12/2020 Medisafe Distal Duck Kits, Half Medical Recall Class Il Hospital
Size Duck Bag Humidity Packs, | Device
Duck Bag Full Din and Duck Bag
Super Size

4/12/2020 Olympus Gastroduodenoscopes | Medical Product Defect | Class Il Hospital

Device Correction
4/12/2020 Philips V680 ventilators Medical Product Defect | Class Il Hospital
Device Correction

3/12/2020 Artis zeego systems with Medical Product Defect | Class Il Hospital
software version VD11E. Device Correction

3/12/2020 Bilirubin Direct, Bilirubin Total Medical Product Defect | Class Il Hospital
(NBD), Creatinine (Jaffe), and Device Correction
Creatinine (Enzymatic) assay.
An in vitro diagnostic medical
device (VD)

3/12/2020 cobas z 480 analyser. An in vitro | Medical Product Defect | Class Il Hospital
diagnostic medical device (IVD) | Device Correction

3/12/2020 Sentinel Zinc. An in vitro Medical Recall Class I Hospital
diagnostic medical device (IVD) | Device

2/12/2020 Optilite Freelite Kappa Free Kit. | Medical Product Defect | Class Il Hospital
An in vitro diagnostic medical Device Alert
device (VD)

1/12/2020 Infant Nasal cannula with 7' Medical Recall Class I Hospital
Supply Tube Device

1/12/2020 LARGACTIL chloropromazine Medicine Recall Class Il Hospital
hydrochloride 50mg/2mL
injection ampoule

1/12/2020 Life Basics by Nourished Life Medicine Product Defect | Class llI Consumer
SPF 30 Natural Coconut Body Correction
Sunscreen

1/12/2020 SOMATOM CT scanners running | Medical Product Defect | Class I Hospital
syngo CT VB20A_SP2. Device Correction

30/11/2020 Hot AXIOS Stent and Medical Recall Class Il Hospital
Electrocautery - Enhanced Device
Delivery System

30/11/2020 Multiple Sterile Zimmer Biomet Medical Recall Class Il Hospital
Products Device

27/11/2020 ADVIA 1800 Chemistry System, | Medical Product Defect | Class Il Hospital
ADVIA 2400 Chemistry System, | Device Correction
ADVIA Chemistry XPT and
Atellica CH 930 Analyzer -

27/11/2020 Flexor Check-Flo Introducer and | Medical Recall Class | Hospital
Flexor Tuohy-Borst Side-Arm Device
Introducer (Shuttle Select)

25/11/2020 Bedrobinol Medicinal Cannabis Medicine Recall Class lll Retail

25/11/2020 CareLink (CL) software and CL Medical Product Defect | Class Il Consumer
System using CareLink reports Device Correction

25/11/2020 Philips Efficia CM monitors, CO2 | Medical Product Defect | Class I Hospital
module and Gas Modules Device Correction
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24/11/2020 Covidien TA Auto Suture Medical Recall Class Il Hospital
Vascular Stapler and Loading Device
Unit with DST Series Technology

24/11/2020 EyePro Eyelid Occlusive Medical Product Defect | Class llI Hospital
Dressing Device Correction

24/11/2020 RIA 2 Reamer Head Medical Product Defect | Class Il Hospital

Device Correction

24/11/2020 Theradiag LISA-TRACKER Medical Recall Class Il Hospital

Adalimumab and LISA- Device

TRACKER Infliximab. An in-vitro
diagnostic medical device (VD)

23/11/2020 ONLINE TDM Phenytoin Medical Product Defect | Class Il Hospital
(PHNY2) For use on the cobas ¢ | Device Correction
503 module. An in vitro

diagnostic medical device (VD)

20/11/2020 BOND Enzyme Pretreatment Kit | Medical Product Defect | Class Il Hospital
Device Correction
20/11/2020 Inspyre Pyrocarbon Medical Hazard Alert Class Il Hospital
Interpositional Shoulder Implant | Device
20/11/2020 LOTUS Edge Valve System Medical Recall Class | Hospital
Device
20/11/2020 Xpert Xpress 6.1 Software. Anin | Medical Product Defect | Class Il Hospital
vitro diagnostic medical device Device Correction
(IVD).
19/11/2020 SIS Medical OPN NC Super Medical Product Defect | Class I Hospital
High Pressure PTCA Balloons Device Correction
18/11/2020 PERI-STRIPS DRY with Medical Product Defect | Class Il Hospital
VERITAS Collagen Matrix Staple | Device Correction
Line Reinforcement (PSDV)
18/11/2020 RayStation and RayPlan Medical Product Defect | Class Il Hospital
Device Correction
17/11/2020 Capnostream 35 Portable Medical Product Defect | Class Il Hospital
Respiratory Monitor Device Correction
17/11/2020 Fludeoxyglucose F18 Injection Medicine Recall Class I Hospital
(18F-FDG)
17/11/2020 TRACOE twist plus Medical Product Defect | Class Il Hospital
tracheostomy tube and TRACOE | Device Alert

experc set twist plus

16/11/2020 Blooms the Chemist Metformin Medicine Recall Class I Wholesale
XR 1000 metformin
hydrochloride 1000 mg modified
release tablet blister pack

13/11/2020 Mayfield 2000 Skull Clamp Medical Product Defect | Class Il Hospital
(A2000) Device Correction
13/11/2020 Paragon CRT Dual Axis Medical Recall Class lll Retall
Device
13/11/2020 Philips Sterilizable Internal Medical Product Defect | Class | Hospital
Defibrillator Paddles Device Correction
13/11/2020 Softmed surgical face masks Medical Product Defect | Class Il Retail
Device Alert
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13/11/2020 Welch Allyn Eli380 ECG Medical Product Defect | Class Il Hospital
RESTING Device Correction
ELECTROCARDIOGRAPH
11/11/2020 HLS Set Advanced Medical Product Defect | Class | Hospital
Device Correction
11/11/2020 LARS LIG ACROMIO Medical Recall Class Il Hospital
CLAVICULAR 30 FIBRES Device
(AC30DB/L020305)
11/11/2020 SIEMENS SOMATOM: Medical Product Defect | Class Il Hospital
Perspective, Scope Power Device Correction
running syngo.CT
10/11/2020 6PLUS 1 Multilevel Salivo Medical Recall Class Il Hospital
Calibrator Set, MassChrom Device

Cortisol and Saliva Controls
Level | and II. An in vitro
diagnostic medical device (IVD)

10/11/2020 EV1000 Clinical Platform Medical Product Defect | Class Il Hospital
Device Correction
10/11/2020 Femoral Head Allograft Biological | Hazard Alert Class Il Hospital
10/11/2020 Mazor X Surgical System (SST2) | Medical Product Defect | Class Il Hospital
— Positioner Type Il Device Correction
10/11/2020 The Infinity ACL Tibial Elbow and | Medical Recall Class Il Wholesale
Tip Guides Device
9/11/2020 Evolut Transcatheter Aortic Medical Hazard Alert Class I Hospital
Valves Device
9/11/2020 Philips V60 Ventilator Medical Product Defect | Class Il Hospital
Device Correction
9/11/2020 Philips V60 Ventilator Medical Product Defect | Class I Hospital
Device Correction
6/11/2020 Phenylephrine Syringe Medicine Recall Class | Hospital
1mg/10mL
6/11/2020 Rocket KCH Fetal Bladder Drain | Medical Recall Class I Hospital
Device
6/11/2020 Technetium-99m Cardiolite Medicine Recall Class Ill Hospital
5/11/2020 ARCHITECT EBV VCA IgM Medical Recall Class Il Hospital

Calibrator. An in vitro diagnostic | Device
medical device (VD)

5/11/2020 Laerdal Compact Suction Unit 4 | Medical Recall Class Il Consumer
Device
4/11/2020 Artis zee/Q/Q.zen systems and Medical Product Defect | Class Il Hospital
Artis pheno Device Correction
4/11/2020 GeneFinder COVID- Medical Product Defect | Class Il Hospital
19PlusRealAmp Kit. An in vitro Device Correction
diagnostic medical device (VD)
3/11/2020 Alinity ci-series System Control Medical Product Defect | Class I Hospital
Module (SCM). An in vitro Device Correction
diagnostic medical device (IVD)
3/11/2020 Efficia DFM100 Medical Product Defect | Class Il Hospital
Defibrillator/Monitor Device Correction
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3/11/2020 Ingenuity TF PET/CT Medical Product Defect | Class Il Hospital
Device Correction
3/11/2020 OPTIRAY 320 ULTRAJECT Medicine Recall Class | Hospital
injection syringe and OPTIRAY
350 ULTRAJECT injection
syringe
2/11/2020 CSF-Snap Shunt Ventricular Medical Recall Class I Hospital
Catheter Kit Device
2/11/2020 Mako Integrated Cutting System | Medical Recall Class Il Hospital
(MICS) Handpiece Device
2/11/2020 Osteosynthesis Compression Medical Product Defect | Class Il Hospital
Staple EasyClip & EasyClip Device Correction
Xpress implants
30/10/2020 Atellica IM 1300 and 1600 Medical Product Defect | Class Il Hospital
Analyser. An in vitro diagnostic Device Correction
medical device (IVD).
30/10/2020 Fluorodeoxyglucose F18 Medicine Recall Class Il Hospital
Injection (18F-FDG)
30/10/2020 Reagent Cartridges v2 from Medical Product Defect | Class Il Hospital
NextSeq 550Dx High Output Device Correction
Reagent Kit v2.5 (75 cycles). An
in vitro diagnostic medical device
(IVD)
28/10/2020 SuperFeast He Shou Wu 100g Medicine Recall Class Il Retail
27/10/2020 MAC VU360 ECG systems Medical Product Defect | Class Il Hospital
Device Correction
27/10/2020 Nuvasive- PRECICE Bone Medical Hazard Alert Class Il Hospital
Transport Nail Device
26/10/2020 Olympus Leak Test Adaptor Medical Recall Class Il Hospital
used with Acu-sInQ Complete Device
Endoscope Cleaning Aid System
23/10/2020 Puritan Bennett 980 Series Medical Product Defect | Class Il Hospital
Ventilator Device Correction
22/10/2020 Disposable Isopleat Rectangle Medical Recall Class Il Hospital
Anaesthetic Filter Device
22/10/2020 Fabian HFO and Fabian Medical Product Defect | Class | Hospital
+nCPAP Evolution Ventilators Device Correction
22/10/2020 The Actreen Product Range Medical Recall Class Il Hospital
Device
22/10/2020 VITROS Chemistry Products Medical Product Defect | Class Il Hospital
Performance Verifier Il. An in Device Correction
vitro diagnostic device (IVD)
21/10/2020 Fludeoxyglucose F18 Injection Medicine Product Defect | Class I Hospital
(18F-FDG) Correction
21/10/2020 Liquid-filled Intragastric Balloons | Medical Product Defect | Class | Hospital
Device Correction
21/10/2020 Philips Zenition 70 Systems Medical Product Defect | Class llI Hospital
Device Correction
20/10/2020 VITROS System Software Medical Product Defect | Class Il Hospital
Version 3.6. An in vitro Device Correction
diagnostic medical device (VD)
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19/10/2020 Handicare SwiftHook Medical Recall Class Il Hospital
component, in use with Device
Handicare mobile lifts and ceiling
lifts

15/10/2020 3M Red Dot Monitoring Medical Recall Class I Hospital
Electrode with Foam Tape Device

15/10/2020 CAIR NeutraClear Stopcock with | Medical Product Defect | Class I Hospital
2 Neutraclear Connectors Device Correction

15/10/2020 Equinoxe Platform Fracture Medical Hazard Alert Class Il Hospital
Stem, 6.5mm, Left and Right Device

15/10/2020 Flow Sensors in GE / Datex- Medical Product Defect | Class | Hospital
Ohmeda Anaesthesia Machines | Device Correction

15/10/2020 Heater-Cooler Unit HCU 40 Medical Product Defect | Class I Hospital

Device Correction

15/10/2020 Ortho AutoVue Systems. An in Medical Product Defect | Class Il Hospital
vitro diagnostic medical device Device Alert
(VD)

15/10/2020 Various Shen Neng Herbal Medicine Recall Class I Retall
Medicines containing Fallopia
multiflora

14/10/2020 3580 (Kaiser Pharmaceutical) Medicine Recall Class Il Retail

Dang Gui Yin Zi (Tangkuei &
Tribulus Combination) - recall in
accordance with s.30EA of the
Therapeutic Goods Act 1989.

14/10/2020 Handicare mobile lifts and ceiling | Medical Product Defect | Class Il Retail
lifts equipped with the SwiftHook | Device Correction
component
14/10/2020 Niobe MNS with the EPOCH Medical Product Defect | Class Il Hospital
upgrade Device Correction
14/10/2020 RayStation 4.0, 4.5, 4.7, 4.9, 5, Medical Product Defect | Class Il Hospital
6, 7, 8A, 8B, 9A, 9B, 10A, Device Correction
RayPlan 1, 2, 7, 8A, 8B, 9A, 9B,
10A
13/10/2020 Alinity ci-series. An in vitro Medical Product Defect | Class Il Hospital
diagnostic medical device (IVD) | Device Correction
13/10/2020 Geistlich Bio-Oss Pen Medical Product Defect | Class I Retail
Device Correction
13/10/2020 Kunbao Wan & Tong Ren Da Medicine Recall Class Il Retall
Huo Luo Pill
13/10/2020 Sunny Pills Medicine Recall Class Il Retail
12/10/2020 Caretip 5ml Oral Dispenser Medical Product Defect | Class Il Hospital
Sterile Device Correction
12/10/2020 Equinoxe Cage Glenoid, Medical Hazard Alert Class Il Hospital
Posterior Augment - Left and Device
Right, Medium
9/10/2020 ALTERA Spinal Implants Medical Recall Class Il Hospital
Device
9/10/2020 Coolsense topical anaesthetic Medical Recall Class Il Hospital
device Device
9/10/2020 Femoral Head Allograft Biological | Hazard Alert Class I Hospital
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9/10/2020 Gentian Cystatin C Calibrator Medical Product Defect | Class IlI Hospital
Kits. An in vitro diagnostic Device Correction
medical device (VD)
9/10/2020 Hydroframe With Manuka Honey | Medical Product Defect | Class Il Consumer
Device Correction
9/10/2020 Kangaroo Connect 500ml and Medical Product Defect | Class Il Hospital
1000ml Bag Set, Non-Sterile Device Alert
8/10/2020 DM36 Dreama Slim Support Pad | Medical Product Defect | Class Il Consumer
for Jenx Dreama Sleep Mattress | Device Correction
7/10/2020 Draeger Patient Monitoring Medical Product Defect | Class | Hospital
Devices Device Correction
7/10/2020 Mobile X-ray Device Medical Product Defect | Class Il Hospital
Device Correction
7/10/2020 Tibbs Arterial Cannula, Large Medical Recall Class I Hospital
cone Device
7/10/2020 Trevo XP ProVue Retriever Medical Recall Class | Hospital
Device
6/10/2020 Bien-Air Surgery SA Remote Medical Product Defect | Class Il Hospital
Foot Pedals Device Correction
6/10/2020 SLE4000 & SLE5000 — Control Medical Product Defect | Class | Hospital
Monitor Boards Device Correction
6/10/2020 Spectra Optia Apheresis System | Medical Product Defect | Class Il Hospital
Device Correction
2/10/2020 HemoSphere oximetry cable Medical Product Defect | Class Il Hospital
Device Correction
2/10/2020 Nylatex wraps Medical Product Defect | Class Il Retail
Device Correction
2/10/2020 Sodium iodide(131l) Medicine Recall Class Il Hospital

2000MBg/mL Therapy Solution
oral liquid BP vial

1/10/2020 Femoral Head Allograft Biological | Hazard Alert Class I Hospital
1/10/2020 McGrath MAC video Medical Product Defect | Class Il Hospital
laryngoscopes Device Correction
1/10/2020 Shou Wu Tablets Medicine Recall Class I Retall
1/10/2020 Warehouse Equipment - ARTG: | Medical Product Defect | Class I Hospital
338568 Device Alert
30/09/2020 ExacTrac Dynamic Radiation Medical Product Defect | Class I Hospital
Therapy Patient Positioning Device Correction
System
29/09/2020 AMS 700 with MS Pump Medical Hazard Alert Class Il Hospital
Device
29/09/2020 Revolution Apex and Revolution | Medical Product Defect | Class Il Hospital
CT with Apex edition Device Correction
29/09/2020 The BladderScan Prime Plus Medical Product Defect | Class Il Hospital
Device Correction
28/09/2020 Ancar Ophthalmic Table Medical Product Defect | Class llI Retall
Device Correction
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25/09/2020 ADVIA Centaur HBsAgIIl. An in Medical Product Defect | Class Il Hospital
vitro diagnostic medical device Device Correction
(IVD)
25/09/2020 ADVIA Chemistry and Atellica Medical Product Defect | Class Il Hospital
CH Fructosamine (FRUC) Device Correction

Assay. An in vitro diagnostic
medical device (IVD).

25/09/2020 Blood Monitoring Unit BMU 40 Medical Product Defect | Class | Hospital
Device Correction
25/09/2020 Kowa VK-2s Kowa Retinal Medical Product Defect | Class Il Hospital
Camera Device Correction
24/09/2020 ARTIS icono and ARTIS pheno Medical Product Defect | Class Il Hospital
systems. Device Correction
24/09/2020 Medi Quattro First Aid Cream Medicine Recall Class I Retail
24/09/2020 Perfect Dry Lux Medical Product Defect | Class Il Consumer
Device Correction
24/09/2020 Ultrasound Navigation Software | Medical Product Defect | Class Il Hospital
and Ultrasound Integration Device Correction
Software for Cranial/ENT
Navigation
23/09/2020 Artis One Medical Product Defect | Class I Hospital
Device Correction
23/09/2020 BOLTON SURGICAL - BOLT Medical Product Defect | Class IlI Hospital
CUTTER Device Correction
23/09/2020 Mobile OR-Table MEERA, Medical Product Defect | Class | Hospital
YUNO and YUNO II Device Correction
22/09/2020 AEROWIPE Cleansing Wipes Medical Product Defect | Class I Consumer
supplied in various first aid kits Device Correction
22/09/2020 Equinoxe Reverse Shoulder Medical Recall Class Il Hospital
Compression Screw/Locking Device
Cap Kit 4.5x18mm and
4.5x22mm
22/09/2020 Philips Shoulder and Medical Product Defect | Class lll Hospital
Neurovascular Coils Device Correction
22/09/2020 Thermo Scientific Oxoid F100 Medical Product Defect | Class llI Hospital
Nitrofurantoin. An in vitro Device Correction
diagnostic medical device (VD)
21/09/2020 Genius 2 Tympanic Medical Product Defect | Class I Hospital
Thermometers integrated in Device Correction
Mindray patient monitors
21/09/2020 GORE TAG Conformable Medical Product Defect | Class Il Hospital
Thoracic Stent Graft with Device Correction
ACTIVE CONTROL System
21/09/2020 Mimics Medical 23 Medical Product Defect | Class I Hospital
Device Correction
21/09/2020 Uroskop Omnia Max Medical Product Defect | Class Il Hospital
Device Correction
18/09/2020 Fem+ and #1 Body Medicine Recall Class I Retail
18/09/2020 Trust First Aid Cream tube Medicine Recall Class I Retall
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17/09/2020 Hurricane RX Biliary Balloon Medical Recall Class Il Hospital
Dilatation Catheter Device

17/09/2020 JUVOcare Shower Commode Medical Product Defect | Class I Retall
Caster Forks Device Correction

17/09/2020 NanoScan Cold Kit Medicine Recall Class I Hospital

16/09/2020 ANDORATE single use Valve Medical Recall Class Il Hospital
sets (buttons) for Olympus Device
scopes

16/09/2020 Cath Foley Silicone 2Way: 12F, | Medical Recall Class I Hospital
16F & 18F Device

15/09/2020 Access Unconjugated Estriol. An | Medical Product Defect | Class | Hospital
in vitro diagnostic medical device | Device Correction
(IVD).

15/09/2020 Corpuls3 devices Medical Product Defect | Class | Hospital

Device Correction

15/09/2020 Sysmex Automated Blood Medical Product Defect | Class Il Hospital
Coagulation Analyser. An in vitro | Device Correction
diagnostic medical device (VD)

15/09/2020 Various Suture-Based Repair Medical Recall Class I Hospital
Systems Device

14/09/2020 SOMATOM Definition AS Medical Product Defect | Class Il Hospital
(Family), Definition Edge & Device Correction
Definition Flash

11/09/2020 MS-2 Step composite pack Medicine Product Defect | Class Il Retall
[MIFEPRISTONE LINEPHARMA Correction

200 MG TABLET mifepristone
200 mg tablet blister; GyMiso
misoprostol 200 microgram
tablet blister]

11/09/2020 VICRYL (polyglactin 910) Suture | Medical Recall Class Il Hospital
Device
10/09/2020 Anti-Brucella-abortus-ELISA. An | Medical Recall Class I Hospital
in vitro diagnostic medical device | Device
(IVD).
10/09/2020 Emteva Pure Intermittent Medical Recall Class Il Consumer
Catheter Device
10/09/2020 Pipeline Flex Embolization Medical Product Defect | Class | Hospital
Device Device Correction
10/09/2020 Rashkind Balloon Septostomy Medical Recall Class | Hospital
Catheters Device
9/09/2020 Affinis Inverse Drill-bits Medical Product Defect | Class Il Hospital
Device Correction
9/09/2020 Kingston Mobile Chair Medical Product Defect | Class I Consumer
Device Correction
9/09/2020 t:slim X2 and t:slim X2 insulin Medical Product Defect | Class Il Consumer
pump with Basal-IQ technology Device Correction
8/09/2020 EVIS EXERA Il Medical Recall Class Il Hospital
BRONCHOVIDEOSCOPE Device
8/09/2020 Parkinson's Kinetigraph (PKG) Medical Product Defect | Class Il Hospital
System Device Correction
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7/09/2020 CHF-CB30S Medical Recall Class | Hospital
CHOLEDOCHOFIBRESCOPE Device
7/09/2020 Herbsense Hair Boost 60 tablets | Medicine Recall Class I Retail
4/09/2020 MyCareLink Relay Home Medical Product Defect | Class Il Consumer
Communicator Device Correction
4/09/2020 PROFEMUR CoCr and Ti Medical Recall Class I Hospital
modular necks Device
4/09/2020 PROZAC 20 fluoxetine 20mg (as | Medicine Product Defect | Class Il Retail
hydrochloride) capsule blister Alert
pack
4/09/2020 Spinning Spiros connectors and | Medical Recall Class I Hospital
Spinning Spiros IV sets Device
4/09/2020 Various Arrotex bufexamac- Medicine Recall Class Il Retail
containing topical products.
4/09/2020 Various Cipla bufexamac- Medicine Recall Class I Retail
containing topical products
3/09/2020 Symbia S and Symbia T Scanner | Medical Product Defect | Class I Hospital
Systems Device Correction
3/09/2020 Technetium-99m HDP Medicine Recall Class Il Hospital
2/09/2020 18 F-fluoro-ethyl-tyrosine Medicine Product Defect | Class Il Hospital
Correction
2/09/2020 BenchMark ULTRA Stainer Medical Product Defect | Class Il Hospital
Module. An in vitro diagnostic Device Correction
medical device (VD)
2/09/2020 Femoral Head Allograft Biological | Hazard Alert Class Il Hospital
2/09/2020 syngo.via Medical Product Defect | Class Il Hospital
Device Correction
1/09/2020 Dako Autostainer. An in vitro Medical Product Defect | Class Il Hospital
diagnostic medical device (IVD) | Device Correction
1/09/2020 Dimension Vista System - Medical Recall Class I Hospital
Alkaline Phosphatase (ALPI) Device
Flex reagent cartridge. An in vitro
diagnostic medical device (VD)
1/09/2020 syngo.via RT Image Suite Medical Product Defect | Class Il Hospital
Device Correction
31/08/2020 Aptio Automation. An in vitro Medical Product Defect | Class Il Hospital
diagnostic medical device (IVD) | Device Correction
31/08/2020 Grass Subdermal Needle Medical Recall Class Il Hospital
Electrode Device
31/08/2020 Medfusion 3500 and 4000 Medical Product Defect | Class | Hospital
Syringe Pumps Device Correction
31/08/2020 Percutaneous Neonatal Pigtail Medical Product Defect | Class Il Hospital
Nephrostomy Set Device Correction
27/08/2020 LAP-BAND Adjustable Gastric Medical Hazard Alert Class I Hospital
Banding System Device
27/08/2020 Notus Vivere Emergency Medical Product Defect | Class Il Wholesale
Ventilator Device Correction
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26/08/2020 Custom Pak “AUS-DR LI Medical Product Defect | Class I Hospital
CATARACT” Device Correction
26/08/2020 MEDUMAT Standard emergency | Medical Product Defect | Class | Hospital
and transport ventilator Device Correction
26/08/2020 Neurolite Cold Kit Medicine Recall Class I Hospital
26/08/2020 TaqgPath COVID-19 Combo Kit. Medical Product Defect | Class Il Hospital
An In vitro diagnostic medical Device Correction
device (IVD).
26/08/2020 WRO 300H Water Purification Medical Product Defect | Class Il Hospital
System Device Correction
25/08/2020 Bone, morsellised, frozen, Biological | Hazard Alert Class Il Hospital
irradiated (Fine Milled Bone)
24/08/2020 All systems running on software | Medical Product Defect | Class Il Hospital
version syngo.plaza VB30A, Device Correction
VB30B and VB30C including all
hotfixes
24/08/2020 Heater Unit HU 35, 230 V Medical Product Defect | Class llI Hospital
Device Correction
24/08/2020 Philips HeartStart MRx Monitor / | Medical Product Defect | Class Il Hospital
Defibrillator Device Correction
24/08/2020 SpeedsStitch Needles Medical Recall Class Il Hospital
Device
24/08/2020 Velosorb fast braided fast Medical Recall Class | Hospital
absorbable suture Device
21/08/2020 Covidien Endo GIA Auto Suture | Medical Recall Class | Hospital
universal articulating loading Device
units
21/08/2020 PROFEMUR Long and X-Long Medical Recall Class I Hospital
Titanium Modular Necks Device
20/08/2020 BD Alaris System PCU / LVP / Medical Product Defect | Class | Hospital
SYR/PCA Device Correction
20/08/2020 Heater-Cooler Unit HCU 40 Medical Product Defect | Class I Hospital
Device Correction
20/08/2020 Neo Natal Cots (Trendelenburg | Medical Recall Class Il Hospital
Mechanism) Device
19/08/2020 ORTHO VISION Analyzer for Medical Product Defect | Class Il Hospital
ORTHO BioVue Cassettes and Device Correction

ORTHO VISION Max Analyzer
for ORTHO BioVue Cassettes.
An in vitro diagnostic medical

device (VD)

19/08/2020 Score Cementless Knee Medical Product Defect | Class Il Hospital

Device Correction

17/08/2020 Artis zee and Artis Q systems Medical Product Defect | Class Il Hospital
(with manual installation of Device Correction
VD11C Patch 11)

17/08/2020 VISULENS 550 and VISUREF Medical Product Defect | Class I Retall
150 Device Correction
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14/08/2020 Atellica UAS 800 Analyser and Medical Product Defect | Class Il Hospital
Atellica 1500 Automated Device Correction
Urinalysis System. An in vitro
diagnostic medical device (VD)
14/08/2020 Elekta Unity Medical Product Defect | Class Il Hospital
Device Correction
14/08/2020 Femoral Head Allograft - Fine Biological | Hazard Alert Class I Hospital
Milled Bone
14/08/2020 Various BIOSYS Devices Medical Product Defect | Class Il Hospital
Device Correction
14/08/2020 Zenith Alpha Abdominal Medical Recall Class | Hospital
Endovascular Graft Device
11/08/2020 Cornea (Normothermic) Biological | Hazard Alert Class Il Hospital
11/08/2020 New model Contour Portare 2 & | Medical Product Defect | Class I Hospital
Portare-X - Patient & Trauma Device Correction
Stretchers
11/08/2020 Yankauer sucker, s/steel green Medical Recall Class Il Hospital
handle Device
10/08/2020 Elecsys Anti-TPO Assay. An in Medical Product Defect | Class Il Hospital
vitro diagnostic medical device Device Correction
(IVD)
10/08/2020 GYNECARE TVT Family of Medical Product Defect | Class Il Hospital
Products Device Correction
7/08/2020 CONMED CE200 Beamer Medical Product Defect | Class Il Hospital
Electrosurgical Unit Device Correction
7/08/2020 Intra-Aortic Balloon Catheters Medical Recall Class | Hospital
(IABs) Device
7/08/2020 Universa Firm Ureteral Stent Set | Medical Recall Class I Hospital
Device
6/08/2020 G5/S1 OXYGEN CELL Medical Recall Class Il Hospital
Device
6/08/2020 SENSIS Vibe Hemo systems Medical Product Defect | Class I Hospital
with MicroPod EtCO2 Device Correction
5/08/2020 Alinity m System. An in vitro Medical Product Defect | Class I Hospital
diagnostic medical device (VD). | Device Correction
5/08/2020 Randox Ammonia. An in vitro Medical Recall Class I Hospital
diagnostic medical device (IVD). | Device
4/08/2020 eSie Flow quantification package | Medical Recall Class Il Hospital
used with ACUSON SC2000 Device
ultrasound systems and syngo
SC2000 Workplace
3/08/2020 Alinity hg Analyser. An in vitro Medical Product Defect | Class I Hospital
diagnostic medical device (IVD) | Device Correction
3/08/2020 High Sensitivity Troponin | Medical Product Defect | Class Il Hospital
(TNIH) Flex Reagent Cartridge. Device Correction
An in vitro diagnostic medical
device (VD)
3/08/2020 Multiplanar Reconstruction Medical Product Defect | Class Il Hospital
(MPR) in syngo.share view Device Correction
diagnostic versions VA24, VA25,
VA26, VA27, VA28
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3/08/2020 Offset Cup Impactors Medical Recall Class Il Hospital
Device
3/08/2020 POLARSTEM COLLAR Reamer | Medical Recall Class I Hospital
Guide Device
3/08/2020 Thermo Scientific Remel Medical Recall Class Il Hospital
Bordetella pertussis Device
Agglutinating Serum 2mL. An in
vitro diagnostic medical device
(IVD)
31/07/2020 ABSTRAL fentanyl (as citrate) Medicine Recall Class I Retail
100 microgram sublingual tablet
blister pack
31/07/2020 BioCeuticals Vitamin D3 Drops Medicine Recall Class Il Consumer
Forte Liquid 20mL
30/07/2020 AC Adapter supplied with PC- Medical Recall Class lll Retall
50S PIXEL CHART Device
30/07/2020 The SoKINOX/SERVINO NO Medical Product Defect | Class | Hospital
delivery and monitoring system Device Correction
29/07/2020 PROTEXIS Latex Micro Surgical | Medical Recall Class I Hospital
Gloves Device
28/07/2020 PVS Single Use Accessory Kit, Medical Recall Class Il Hospital
Size S & M. Device
27/07/2020 ANTERION with Cataract App Medical Product Defect | Class Il Retail
Device Correction
27/07/2020 CARESCAPE R860 Ventilator Medical Product Defect | Class Il Hospital
Device Correction
27/07/2020 Guideline 4000 5.0, GL5 Main Medical Recall Class Il Wholesale
Processing Unit Device
27/07/2020 Nature’s Way Kids Smart Vita Medicine Recall Class | Retail
Gummies Omega 3 DHA Fish
Oll, Pastilles (soft gummies) 60’s
27/07/2020 Various Sun Herbal Medicines Medicine Recall Class I Retall
containing Fallopia multiflora
24/07/2020 EVO IQ Large Volumetric Pump | Medical Product Defect | Class Il Hospital
(LVP) Device Correction
24/07/2020 VITROS XT 3400 Chemistry Medical Product Defect | Class Il Hospital
System & VITROS XT 7600 Device Correction
Integrated System. An in vitro
diagnostic medical device (VD).
23/07/2020 Accelerator a3600 Aliquoter Medical Product Defect | Class Il Hospital
Module System and Flexlab Device Correction
Aliquoter Modules. An in vitro
diagnostic medical device (IVD).
23/07/2020 Kick 2 Navigation Systems Medical Product Defect | Class Il Hospital
Device Correction
23/07/2020 LIFEPAK 500 Automated Medical Product Defect | Class | Retall
External Defibrillators (AED) Device Correction
23/07/2020 Siemens SOMATOM go.Up, Medical Product Defect | Class Il Hospital
go.All, go.Top, go.Sim and X.cite | Device Correction
running syngo.CT VA20A or
syngo.CT VA30A
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22/07/2020 Bellovac Wound Drain Sets Medical Product Defect | Class Il Hospital
Device Correction
22/07/2020 Rocket KCH Foetal Bladder Medical Product Defect | Class Il Hospital
Drain Device Correction
22/07/2020 SynchroMed Il Software Medical Product Defect | Class I Hospital
Application Version 1.1.342 Device Correction
21/07/2020 MoPyc Radial Head Prostheses | Medical Product Defect | Class I Hospital
Device Correction
21/07/2020 Rocket FBS Kit for Lactate with Medical Product Defect | Class Il Hospital
Sampling Wand Device Correction
21/07/2020 Signa Architect MRI Systems Medical Product Defect | Class I Hospital
Device Correction
20/07/2020 99mTc-Cardiolite (1A) Medicine Product Defect | Class Il Hospital
Alert
20/07/2020 BD Alaris Systems Medical Product Defect | Class | Hospital
Device Correction
20/07/2020 BD MAX SARS-CoV-2 Reagent | Medical Product Defect | Class llI Hospital
445003. An in vitro diagnostic Device Correction
medical device (IVD)
17/07/2020 Arjo Citadel Plus beds. Medical Product Defect | Class Il Hospital
Device Correction
17/07/2020 Dentsply Sirona (SICAT Implant | Medical Product Defect | Class Il Retail
2.0 Software) Device Correction
17/07/2020 MINIRIN (desmopressin acetate) | Medicine Recall Class Il Retail
10 micrograms/actuation Nasal
Spray
17/07/2020 Rusch Greenlite Mac Medical Recall Class Il Hospital
Device
17/07/2020 VITROS Chemistry Products. An | Medical Product Defect | Class Il Hospital
in vitro diagnostic medical device | Device Correction
(IVD)
16/07/2020 Cios Spin & Cios Alpha Medical Product Defect | Class Il Hospital
Device Correction
16/07/2020 Guardian Connect App Medical Product Defect | Class Il Consumer
Connectivity to Carelink Personal | Device Correction
Software
16/07/2020 Philips 3.7V Rechargeable Li- Medical Product Defect | Class I Hospital
Polymer Battery for Expression Device Correction
MR400 MRI Patient Monitoring
System Modules
16/07/2020 Tissue-Tek Film Coverslipper. Medical Product Defect | Class llI Hospital
An in vitro diagnostic medical Device Correction
device (VD)
15/07/2020 Fludeoxyglucose F18 Injection Medicine Recall Class Il Hospital
(18F-FDG)
14/07/2020 Thomas Splint Medical Product Defect | Class Il Hospital
Device Correction
13/07/2020 Artis zee/zeego and AXIOM Artis | Medical Product Defect | Class llI Hospital
Device Correction
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13/07/2020 Randox Lipase Reagents. Anin | Medical Recall Class Il Hospital
vitro diagnostic medical device Device
(IVD)

9/07/2020 GOLD CROSS Potassium Medicine Recall Class Il Retail
Permanganate Powder 50g

8/07/2020 Caesarea Medical Electronics Medical Product Defect | Class llI Hospital
BodyGuard 575 ColorVision Device Correction
Pump

8/07/2020 US PowerLoc Max 20G & Medical Recall Class Il Hospital
SAFESTEP 20G Device

7/07/2020 Hemochron Signature Elite. An Medical Product Defect | Class Il Hospital
in vitro diagnostic medical device | Device Correction
(VD)

7/07/2020 Lasertube Laser Guard Foil Medical Recall Class | Hospital

Device

6/07/2020 0.9% Sodium Chloride bags Medicine Recall Class I Hospital
500mL and 1000mL

6/07/2020 MatrixMIDFACE Emergency Medical Hazard Alert Class Il Hospital
Screw g1.8mm, self-tapp, L Device
12mm, in Clip

6/07/2020 TruSystem 3000 Medical Product Defect | Class Il Hospital

Device Correction
3/07/2020 Nature's Way Kids Smart Vita Medicine Recall Class | Retail

Gummies Omega 3 DHA Fish
Oll, Pastilles (soft gummies)

120's

3/07/2020 SUTUREFIX ULTRA 1.7mm Medical Recall Class Il Hospital
Drill, Small Device

1/07/2020 Captivator and Captiflex Medical Recall Class Il Hospital
Polypectomy Snares Device

1/07/2020 DM36 Dreama slim support pad | Medical Product Defect | Class I Consumer
for Jenx Dreama sleep mattress | Device Correction

30/06/2020 ACCURIAN RF Cannula (18G, Medical Recall Class Il Hospital
sterile, single-use) Device

30/06/2020 AIRSENSE 10 ELITE ANZ Medical Product Defect | Class I Consumer
TENDER 4G CPAP Device Device Correction

30/06/2020 Automated Haematology Medical Product Defect | Class Il Hospital
Analyser XN-550. An in vitro Device Correction
diagnostic medical device (VD)

30/06/2020 CARTO 3 System Version Medical Product Defect | Class Il Hospital
V7.1.80, CARTO VISITAG Device Correction
Module

30/06/2020 Dilution Plates. An in vitro Medical Recall Class Il Hospital
diagnostic medical device (IVD) | Device

29/06/2020 Alinity ci-series System Control Medical Product Defect | Class Il Hospital
Module Device Correction

29/06/2020 Customized Tubing Set HQV Medical Product Defect | Class I Hospital
46352 Pre-connected Pump Device Correction
Pack
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29/06/2020 Phadia AB EIliA ANA Positive Medical Recall Class IlI Hospital
Control 250. An in vitro Device
diagnostic medical device (VD)
26/06/2020 Single Use Spring Tip Guidewire | Medical Product Defect | Class Il Hospital
Device Correction
26/06/2020 Software option “Synthetic CT” of | Medical Product Defect | Class | Hospital
syngo.via RT Image Suite Device Correction
26/06/2020 Welch Allyn Patient Cables and | Medical Recall Class Il Hospital
Lead Sets Device
25/06/2020 DxA 5000 SW version 1.5 and all | Medical Product Defect | Class | Hospital
before. An in vitro diagnostic Device Correction
medical device (VD)
25/06/2020 FUJIFILM Synapse PACS Medical Product Defect | Class | Hospital
Version 5.5.x and 5.7.x Device Correction
24/06/2020 Anti-Intrinsic factor ELISA. Anin | Medical Recall Class IlI Hospital
vitro diagnostic medical device Device
(IVD)
24/06/2020 CARESCAPE ONE Monitor Medical Product Defect | Class Il Hospital
Device Correction
24/06/2020 MatrixNEURO Screws Medical Recall Class Il Hospital
Device
24/06/2020 The Alinity h-series (Alinity hq Medical Product Defect | Class Il Hospital
Analyzer and Alinity hs Slide Device Correction
Maker Stainer Module). An in
vitro diagnostic medical device
(IVD)
23/06/2020 Anaesthesia Breathing Circuit Medical Recall Class Il Hospital
Device
23/06/2020 Drager Perseus A500 Medical Product Defect | Class I Hospital
Anaesthesia Machine Device Correction
23/06/2020 Fusion Comfort Chair Medical Product Defect | Class I Consumer
Device Correction
23/06/2020 Ovation Abdominal Stent Graft Medical Recall Class | Wholesale
System Platform Device
23/06/2020 Volumetric Infusion Pump with Medical Product Defect | Class | Hospital
Polypropylene (PP) Lines Device Correction
22/06/2020 ABSTRAL fentanyl (as citrate) Medicine Recall Class Il Retail
200 microgram sublingual tablet
blister pack
22/06/2020 Alinity m System. An in vitro Medical Product Defect | Class Il Hospital
diagnostic medical device (IVD) | Device Correction
22/06/2020 Tc99m Cardiolite Medicine Recall Class Il Hospital
22/06/2020 TEPADINA 100 mg powder for Medicine Product Defect | Class Il Hospital
concentrate for solution for Correction
infusion
19/06/2020 Infant Child Reduced Energy Medical Recall Class | Retail
Electrodes for Physio-Control Device
LIFEPAK Defibrillators
19/06/2020 TEPADINA 100mg Medicine Product Defect | Class Il Hospital
Correction
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18/06/2020 FDG Injection Medicine Recall Class Il Hospital
18/06/2020 K-401 (Single Use Guide Sheath | Medical Recall Class I Hospital
Kit) Device
18/06/2020 Nucleus 7 & Kanso Sound Medical Product Defect | Class llI Hospital
Processors Device Correction
18/06/2020 Siemens SOMATOM X.cite Medical Product Defect | Class Il Hospital
running syngo.CT VA30A Device Correction
18/06/2020 SOMATOM Perspective, Medical Product Defect | Class Il Hospital
SOMATOM Emotion 6 (2007) & | Device Correction
SOMATOM Emotion 16 (2007)
with syngo.CT software versions
VC20B (all released versions)
18/06/2020 Virgin Silk Suture Medical Recall Class I Hospital
Device
17/06/2020 ADVIA Centaur XP - Rubella G Medical Product Defect | Class Il Hospital
and Rubella M Calibrator Device Correction
Assigned Value Cards. An in
vitro diagnostic medical device
(IVD)
17/06/2020 IntelePACS InteleViewer Medical Product Defect | Class Il Hospital
Device Correction
17/06/2020 Philips 866173 IntelliVue G7m Medical Product Defect | Class Il Hospital
Anaesthesia Gas Modules Device Correction
15/06/2020 Novatin acitretin 10mg and 25 Medicine Product Defect | Class | Retail
mg capsule blister pack Correction
12/06/2020 MagNA Pure 96 System. An in Medical Product Defect | Class Il Hospital
vitro diagnostic medical device Device Correction
(IVD)
11/06/2020 HYGENIC Dental Dam Forceps, | Medical Recall Class Il Retail
Simple Dam Kit, Winged Fiesta | Device
Kit and Wingless Fiesta Kit
11/06/2020 SmartSync Device Manager Medical Hazard Alert Class Il Hospital
Device
10/06/2020 ACTIV.A.C Therapy Units Medical Product Defect | Class Il Hospital
Device Correction
10/06/2020 Elisa 300, 500, 600, 800 and Medical Product Defect | Class llI Hospital
Elisa 800 Device Correction
9/06/2020 SOMATOM - Force, Definition Medical Product Defect | Class Il Hospital
AS, Definition Edge, Definition Device Correction
Flash, Drive, Confidence, and
EdgePlus - running syngo.CT
VB20
5/06/2020 Combicath and Pleurocath Medical Recall Class Il Hospital
Catheters Device
5/06/2020 Femoral Head Allograft Biological | Hazard Alert Class I Hospital
4/06/2020 Atrial Lead Position Check Medical Product Defect | Class I Hospital
Device Correction
4/06/2020 CFx Longevity Estimator Medical Product Defect | Class | Hospital
Device Correction
4/06/2020 Stericool Hydrogen Peroxide Medical Product Defect | Class Il Hospital
Plasma Steriliser Device Correction
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4/06/2020 Tepadina 100mg powder for Medicine Recall Class Il Hospital
injection
3/06/2020 Arrow AutoCAT2 Intra-Aortic Medical Product Defect | Class | Hospital
Balloon Pump and Arrow AC3 Device Correction
Optimus Intra-Aortic Balloon
Pump
3/06/2020 HiLite Chair Medical Product Defect | Class Il Consumer
Device Correction
3/06/2020 RP500e Handheld Barcode Medical Product Defect | Class Il Hospital
Scanner. An in vitro diagnostic Device Correction
medical device (IVD)
3/06/2020 Zenith Alpha Abdominal Medical Recall Class I Hospital
Endovascular Graft Device
2/06/2020 M6-C Artificial Cervical Discs Medical Product Defect | Class Il Hospital
Device Correction
2/06/2020 Mexiletine HCL capsules 50mg Medicine Recall Class I Hospital
[NICHI-IKQ]
2/06/2020 Spectra Optia Apheresis System | Medical Product Defect | Class Il Hospital
Device Correction
2/06/2020 TEPADINA 100 mg powder for Medicine Recall Class Il Hospital
concentrate for solution for
infusion, 1 vial
29/05/2020 COULTER Body Fluid Control Medical Product Defect | Class Il Hospital
Level 1. An in vitro diagnostic Device Correction
medical device (IVD)
29/05/2020 Philips M3015A Microstream Medical Product Defect | Class Il Hospital
CO2 Extension Device Correction
28/05/2020 TACROLIMUS APOTEX Medicine Product Defect | Class Il Retail
tacrolimus 0.5 mg capsule blister Correction
pack
27/05/2020 LokomatPro L6 Medical Product Defect | Class I Hospital
Device Correction
26/05/2020 Bivona Cuffless Adjustable Neck | Medical Recall Class | Hospital
Flange Hyperflex Pediatric Device
Tracheostomy Tube
26/05/2020 Pharmacy Select Sodium Medical Product Defect | Class llI Retail
Bicarbonate Mouthwash 1% Device Correction
200mL & 500mL
25/05/2020 CentraLink Data Management Medical Product Defect | Class Il Hospital
Systems and Atellica Data Device Correction
Manager
25/05/2020 Cooling Patch for Pain Relief & Medicine Recall Class I Retall
Painreliev Cooling Patch
25/05/2020 IMMULITE 2000 Immunoassay Medical Product Defect | Class Il Hospital
System and IMMULITE 2000 XPi | Device Correction
Immunoassay System Waste
Bottle Flexible Tube. An in vitro
diagnostic medical device (VD)
25/05/2020 McGRATH X3 Disposable Medical Recall Class Il Hospital
Laryngoscope Blades Device
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25/05/2020 VITROS Chemistry Products Medical Product Defect | Class Il Hospital
AMYL Slides Reagent. An in Device Correction
vitro diagnostic medical device
(IVD)
22/05/2020 Fresenius Kabi Freeflex Infusion | Medicine Product Defect | Class Il Hospital
Bags Correction
22/05/2020 Oxoid DrySpot Staphytect Plus. | Medical Recall Class Il Hospital
An in vitro diagnostic medical Device
device (IVD)
21/05/2020 CARESCAPE Patient Data Medical Product Defect | Class | Hospital
Module (PDM) Device Correction
21/05/2020 GlideScope Core OneTouch Medical Recall Class | Hospital
Smart Cable Device
21/05/2020 ThermoShield Neonatal HME Medical Recall Class Il Hospital
Device
20/05/2020 A.L.P.S. Proximal Humerus Medical Recall Class Il Hospital
Device
19/05/2020 MAMMOMAT Revelation system | Medical Product Defect | Class Il Hospital
versions VC10B, VC10C or Device Correction
VC10D using Tomo Biopsy Unit
18/05/2020 ABL800 with FLEXQ sampler Medical Product Defect | Class | Hospital
tray. An in vitro diagnostic Device Correction
medical device (IVD)
18/05/2020 Alinity ¢ Processing Module. An | Medical Product Defect | Class Il Hospital
in vitro diagnostic medical device | Device Correction
(IVD)
18/05/2020 Non-Contact Infrared Medical Product Defect | Class I Hospital
Thermometer Device Correction
15/05/2020 Giraffe Incubators and Giraffe Medical Product Defect | Class | Hospital
OmniBeds Device Correction
15/05/2020 Tandem Diabetes Care t:slim X2 | Medical Product Defect | Class | Consumer
Insulin Pump Device Correction
14/05/2020 All Elekta Unity Systems Medical Product Defect | Class | Hospital
Device Correction
14/05/2020 Levofloxacin 500mg Tablets Medicine Product Defect | Class llI Retall
(pack of 10) Alert
14/05/2020 Multifire VersaTack Auto Suture | Medical Recall Class Il Hospital
Hernia Staplers & Multifire Endo | Device
Hernia Auto Suture Straight
Hernia Staplers
13/05/2020 Atellica IM 1300 Analyser / Medical Product Defect | Class I Hospital
Atellica IM 1600 Analyser. Anin | Device Correction
vitro diagnostic medical device
(IVD)
13/05/2020 Automated Haematology Medical Product Defect | Class Il Hospital
Analyser XN series (XN-10 and | Device Correction
XN-20). An in vitro diagnostic
medical device (VD)
13/05/2020 Thioridazin-neuraxpharm 25 mg, | Medicine Recall Class Il Retail
50 mg, and 100 mg film-coated
tablets
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12/05/2020 ADVIA 1800/2400/XPT Medical Product Defect | Class I Hospital
Chemistry system, Atellica CH Device Correction
Analsyer & Dimension systems.
An in vitro diagnostic medical
device (VD)
12/05/2020 Freeze Dried Musculoskeletal Biological | Product Defect | Class Il Hospital
Allograft Correction
11/05/2020 All Elekta Unity Systems Medical Product Defect | Class Il Hospital
Device Correction
11/05/2020 Medilog AR Medical Product Defect | Class Il Hospital
Device Correction
11/05/2020 Multitom Rax Medical Product Defect | Class Il Hospital
Device Correction
11/05/2020 PENTARAY AV Catheters, Medical Product Defect | Class Il Hospital
PENTARAY NAV eco Catheters | Device Correction
8/05/2020 Blackmores Professional Duo Medicine Recall Class I Consumer
Celloids S.C.F. (170s) & (84s)
8/05/2020 Elekta Unity system - MR Linac | Medical Product Defect | Class Il Hospital
Device Correction
8/05/2020 EliA Stool Extraction Kit & EliA Medical Product Defect | Class Il Hospital
Stool Extraction Kit 2. An in vitro | Device Correction
diagnostic medical device (VD)
8/05/2020 Giraffe Shuttle Devices Medical Recall Class Il Hospital
Device
8/05/2020 Philips HeartStart XL Medical Product Defect | Class | Hospital
Defibrillator/Monitor Device Correction
8/05/2020 Pneumograph, Chest, NM, 3160 | Medical Product Defect | Class Il Hospital
Device Correction
8/05/2020 Skeletal Kinetics Bone Void Filler | Medical Hazard Alert Class Il Hospital
(SK Callos Inject (Mx) 5cc) Device
5/05/2020 IMMAGE Immunochemistry Medical Product Defect | Class I Hospital
Systems. An in vitro diagnostic Device Correction
medical device (VD)
5/05/2020 Outer Sheath 4.5/5.0, 6.5 and Medical Recall Class Il Hospital
Screw Instrument Tray Device
6.5/80MM
5/05/2020 Sakura Cryostat Microtome. An Medical Product Defect | Class Il Hospital
in vitro diagnostic medical device | Device Correction
(IvD)
5/05/2020 VITEK 2 Software Version Medical Product Defect | Class Il Hospital
9.01/9.02. An in vitro diagnostic | Device Correction
medical device (VD)
4/05/2020 FL36 bed model Medical Product Defect | Class I Wholesale
Device Correction
4/05/2020 MiniMed 640G pump Medical Recall Class Il Consumer
Device
4/05/2020 Tendon Tibialis Anterior, non- Biological | Hazard Alert Class Il Hospital
irradiated
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1/05/2020 Aptio Automation, FlexLab Medical Product Defect | Class I Hospital
Automation & FlexLab HS Device Correction
Automation. An in vitro
diagnostic medical device (IVD).
30/04/2020 ARCHITECT iGentamicin Medical Product Defect | Class I Hospital
Reagent Kit. An in vitro Device Correction
diagnostic medical device (VD)
30/04/2020 DDU-2000 Series Automated Medical Recall Class | Consumer
External Defibrillator (AED) Device
30/04/2020 ForeSight Elite Monitor - Tissue | Medical Product Defect | Class Il Hospital
saturation oximeter Device Correction
30/04/2020 Header Bags Packaging of Medical Recall Class I Hospital
Custom Tubing Packs Device
29/04/2020 15 cm IRE Single Electrode Medical Recall Class Il Hospital
RFID Activation Device
29/04/2020 ABL8O series analysers including | Medical Product Defect | Class Il Hospital
ABL80 FLEX Full panel & ABL80 | Device Correction
FLEX CO-OX Analysers. An in
vitro diagnostic medical device
(IVD)
29/04/2020 Access Sensitive Estradiol Medical Product Defect | Class I Hospital
Calibrators. An in vitro diagnostic | Device Correction
medical device (VD)
29/04/2020 BeGraft Coronary Stent Graft Medical Recall Class Il Hospital
System, diameter 3mm, length Device
18-24mm
29/04/2020 CARESCAPE ONE Monitor Medical Product Defect | Class | Hospital
Device Correction
29/04/2020 R3 Acetabular Shells Medical Recall Class I Hospital
Device
29/04/2020 Restoration Anatomic Shell Medical Hazard Alert Class Il Hospital
(RAS) sizes 54mm — 68mm, Device
(Left & Right)
29/04/2020 Syngo Dynamics Medical Product Defect | Class I Hospital
Device Correction
28/04/2020 Beta-2 Microglobulin. An in vitro | Medical Product Defect | Class Il Hospital
diagnostic medical device (IVD) | Device Correction
28/04/2020 Brilliance iCT, Brilliance iCT SP | Medical Product Defect | Class Il Hospital
system, and IQon Spectral CT Device Correction
28/04/2020 Haemodialysis Blood Cartridge Medical Product Defect | Class | Hospital
Sets Device Correction
28/04/2020 Nile Alternative Fixation Spinal Medical Recall Class I Hospital
System Band Device
24/04/2020 ARTIS icono floor Medical Product Defect | Class Il Hospital
Device Correction
24/04/2020 ARTIS pheno Medical Product Defect | Class Il Hospital
Device Correction
24/04/2020 Philips Sterilizable Defibrillator Medical Product Defect | Class Il Hospital
Internal Paddles Device Correction
24/04/2020 Various Polyethylene Implants Medical Hazard Alert Class | Hospital
Device
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23/04/2020 Medicina ENFit NGP and Ryles | Medical Product Defect | Class Il Hospital
Nasogastric Feeding Tubes Device Correction

23/04/2020 Philips Allura and Azurion Medical Product Defect | Class Il Hospital
systems Device Correction

22/04/2020 XperGuide Software in Philips Medical Product Defect | Class Il Hospital
Azurion 2.0 system Device Correction

21/04/2020 Access hsTnl Reagent Medical Product Defect | Class I Hospital

Device Correction

20/04/2020 Coagulation Factor V Deficient Medical Recall Class Il Hospital
Plasma. An in vitro diagnostic Device
medical device (VD)

20/04/2020 Jamshidi Bone Marrow Medical Recall Class Il Hospital
Biopsy/Aspiration Needle Device

20/04/2020 Optilite IE700 analyser (SW Medical Product Defect | Class Il Hospital
V7.0/7.0.1). An in vitro diagnostic | Device Correction
medical device (IVD)

16/04/2020 ORTHO VISION and ORTHO Medical Product Defect | Class Il Hospital
VISION Max Analyser. An in vitro | Device Correction
diagnostic medical device (IVD).

15/04/2020 AQT90 series analysers. An in Medical Product Defect | Class Il Hospital
vitro diagnostic medical device Device Correction
(IVD)

15/04/2020 IPS e.max ZirCAD Cerec LT A2 | Medical Recall Class Il Retail
& A3 C17/5 Device

15/04/2020 Siemens SOMATOM go.Now, Medical Product Defect | Class I Hospital
go.Up, go.All, go.Top running Device Correction
syngo.CT VA20A

14/04/2020 Gibco Gurr Buffer Tablets. Anin | Medical Product Defect | Class I Hospital
vitro diagnostic medical device Device Correction
(IVD)

14/04/2020 Monaco Treatment Planning Medical Product Defect | Class Il Hospital
System 5.40 or 5.40.01 Device Correction

14/04/2020 Spectranetics Bridge Occlusion Medical Product Defect | Class Il Hospital
Balloon Catheter Device Correction

9/04/2020 Adrenocorticotropic Hormone Medical Product Defect | Class llI Hospital
(ACTH) Assay used on Device Correction
IMMULITE, IMMULITE 1000,
IMMULITE 2000, IMMULITE
2000 XPi. An in vitro diagnostic
medical device (VD)

9/04/2020 CareLink 2090 Programmer & Medical Product Defect | Class I Hospital
Encore 29901 Programmer Device Correction

8/04/2020 Therascreen EGFR RGQ PCR Medical Product Defect | Class I Hospital
Kit & EGFR Plasma RGQ PCR Device Correction
Kit. An in vitro diagnostic medical
device (IVD).

7/04/2020 The FlexLab (Accelerator a3600 | Medical Product Defect | Class Il Hospital
and Aptio Automation) modular Device Correction
systems. An in vitro diagnostic
medical device (VD)

7/04/2020 YAG/SLT Devices Medical Product Defect | Class Il Hospital

Device Correction
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6/04/2020 Multiple Philips MRI Systems Medical Product Defect | Class Il Hospital
Device Correction

3/04/2020 Chest Support Medical Product Defect | Class | Consumer
Device Correction

3/04/2020 Defibrotide 200mg/2.5mL vial Medicine Recall Class | Hospital

3/04/2020 Defibrotide 200mg/2.5mL vial Medicine Recall Class | Hospital

3/04/2020 Defibrotide 200mg/2.5mL vial Medicine Recall Class | Hospital

2/04/2020 ADVIA Chemistry Systems Medical Product Defect | Class Il Hospital

1800/2400/XPT & Atellica CH Device Correction

930 Analyser. An in vitro
diagnostic medical device (VD)

2/04/2020 Afinion Analyser systems. Anin | Medical Product Defect | Class Il Retail
vitro diagnostic medical device Device Correction
(IVD).
2/04/2020 Aircal Device 3m Medical Recall Class Il Hospital
Device
2/04/2020 ELI 380 Electrocardiograph Medical Product Defect | Class llI Hospital
Device Correction
2/04/2020 iChemVELOCITY Urine Medical Product Defect | Class Il Hospital
Chemistry System & iQ200 Device Correction

Series Urine Microscopy
Analyser. An in vitro diagnostic

medical (IVD)

2/04/2020 VITEK 2 Systems Software Medical Product Defect | Class llI Hospital
Version 8.01. An in vitro Device Correction
diagnostic medical device (VD)

31/03/2020 Sentinel Diagnostics Medical Product Defect | Class I Hospital
Plasmaproteins Cal 3X & Device Correction

Immuno Control Set. An in vitro
diagnostic medical device (VD)

31/03/2020 Sodium Fluoride (18F) Injection | Medicine Product Defect | Class Il Hospital
Alert
30/03/2020 Langston Dual Lumen Catheter | Medical Recall Class Il Hospital
Device
30/03/2020 VisuMax Medical Product Defect | Class llI Hospital
Device Correction
27/03/2020 Epix Latis Grasper Medical Recall Class Il Hospital
Device
27/03/2020 PP2279 Granada agar. An in Medical Recall Class I Hospital
vitro diagnostic medical device Device
(VD)
27/03/2020 T34 and T34L Ambulatory Medical Product Defect | Class Il Hospital
Syringe Pumps Device Correction
27/03/2020 TruVidia Wireless Camera Medical Product Defect | Class I Hospital
Receiver Device Correction
25/03/2020 Philips V60 Ventilators Medical Product Defect | Class | Hospital
Device Correction
24/03/2020 da Vinci Xi and da Vinci X Medical Product Defect | Class Il Hospital
Surgical System Device Correction
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24/03/2020 HeartStart MRx Monitor / Medical Product Defect | Class | Hospital
Defibrillator Device Correction

24/03/2020 Rapid Plus 1 system Medical Product Defect | Class Il Hospital

Device Correction

23/03/2020 LeMaitre 5F Plus Over the Wire | Medical Recall Class Il Hospital
Embolectomy Catheter Device

23/03/2020 Philips TRx4851A Telemetry Medical Product Defect | Class | Hospital
Transceivers used with Patient Device Correction
Information Center iX C.02.xx or
C.03.01.

20/03/2020 AK 98 Hemodialysis Devices Medical Product Defect | Class I Hospital
software version V3.0 Device Correction

20/03/2020 CORFLO PEG Kit Medical Recall Class I Hospital

Device

20/03/2020 Footprint Ultra PK Suture Anchor | Medical Recall Class Il Hospital
4.5mm & 5.5mm Device

19/03/2020 Alere NT-proBNP for Medical Recall Class I Hospital
ARCHITECT and Alinity i Device

Calibrators and Controls. An in
vitro diagnostic medical device

(VD)
19/03/2020 Philips SensaVue Medical Product Defect | Class llI Hospital
Device Correction
19/03/2020 Sterile plastic bushings Medical Recall Class I Hospital
accessory Device
18/03/2020 Corpuls3 devices Medical Product Defect | Class | Hospital
Device Correction
18/03/2020 Dade Ci-Trol 1. An in vitro Medical Product Defect | Class I Hospital
diagnostic medical device (IVD) | Device Correction
18/03/2020 FluoroQuench. An in vitro Medical Recall Class Il Hospital
diagnostic medical device (IVD) | Device
17/03/2020 Microvascular Coupler Device Medical Recall Class I Hospital
2.0mm & 2.5 mm Device
17/03/2020 Radiometer safeCLINITUBES Medical Recall Class Il Hospital
Blood Samplers. An in vitro Device
diagnostic medical device (VD)
16/03/2020 MICROPLAS plasmafilter Medical Recall Class | Hospital
Device
16/03/2020 MyWay Harnesses Medical Recall Class Il Consumer
Device
16/03/2020 SOMATOM Force CT Scanner Medical Product Defect | Class Il Hospital
Device Correction
13/03/2020 F18-FDG Injection Medicine Product Defect | Class Il Hospital
Correction
13/03/2020 RayStation and RayPlan Medical Product Defect | Class Il Hospital
Systems Device Correction
13/03/2020 Sotalol Carinopharm 40 mg / 4 Medicine Recall Class | Hospital
ml solution for injection
12/03/2020 Azurion Interventional Medical Product Defect | Class Il Hospital
Fluoroscopic X-ray system Device Correction
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12/03/2020 Curam Duo 400/57 Powder for Medicine Product Defect | Class Il Retail
Oral Suspension Correction
12/03/2020 Expression MR400 MRI Patient | Medical Product Defect | Class Il Hospital
Monitoring System Device Correction
12/03/2020 Wassenburg Dryer320 Medical Product Defect | Class I Hospital
Device Correction
11/03/2020 ADVIA 120/2120/2120i CBC Medical Recall Class Il Hospital
TIMEPAC and ADVIA Device
120/2120/2120i CN-Free CBC
TIMEPAC. An in vitro diagnostic
medical device (VD)
11/03/2020 NAVIO Soft Tissue Protector Medical Product Defect | Class Il Hospital
supplied in NAVIO Instrument Kit | Device Correction
11/03/2020 Sensor Nitinol Guidewire with Medical Recall Class Il Hospital
Hydrophilic Tip Device
10/03/2020 Global Cup 3-Hole Porous & HA | Medical Recall Class Il Hospital
Coated Size 44 & 64 Device
10/03/2020 N Latex CDT Kit. An in vitro Medical Recall Class I Hospital
diagnostic medical device (IVD) | Device
10/03/2020 Radiometer ABL80O series blood | Medical Product Defect | Class Il Hospital
gas analysers. An in vitro Device Correction
diagnostic medical device (VD).
6/03/2020 R-F Cobra Injector Cannula 18g | Medical Recall Class Il Hospital
& 20g Device
5/03/2020 Atellica CH 930 Analyser. Anin | Medical Product Defect | Class I Hospital
vitro diagnostic medical device Device Correction
(IVD).
3/03/2020 MAGEC System - Model X Rods | Medical Hazard Alert Class Il Hospital
Device
3/03/2020 Siemens Ysio Fully Automated Medical Product Defect | Class Il Hospital
with Software Version VB10 Device Correction
2/03/2020 HiRes Ultra Cochlear Implants Medical Hazard Alert Class I Hospital
Device
2/03/2020 TEG MANAGER Software with Medical Product Defect | Class Il Hospital
TEG 5000 Device Correction
28/02/2020 Allergan Breast Implants Medical Hazard Alert Class I Hospital
Device
28/02/2020 JT Medical POLYTECH Breast Medical Hazard Alert Class Il Hospital
Implants Device
28/02/2020 KWIK-STIK 2 Pack Trichosporon | Medical Recall Class Il Hospital
dermatis derived from ATCC Device
204094. An in vitro diagnostic
medical device (VD)
28/02/2020 MENTOR SILTEX Microtextured | Medical Hazard Alert Class Il Hospital
and Smooth Breast Implants and | Device
Tissue Expanders
28/02/2020 Motiva Sterile Silicone Breast Medical Hazard Alert Class I Hospital
Implants Device
28/02/2020 Paragel Cohesive Gel Implant Medical Hazard Alert Class I Hospital
Device

Report generated 18/05/2024 8:45:48 PM
The TGA publishes Australian recall actions in a searchable database to ensure the public has access to information
about therapeutic products that have been recalled from the Australian market. If you are concerned about your health
or if you have experienced an adverse event please seek advice from a health professional as soon as possible.

Please read all the important information at the beginning of this report.

Page 150 of 448



System for Australian Recall Actions

Recall Action Product Name/Descriptionil Type of  Recall ActionV Recall Action Recall
Commencement Product! ClassificationV Action
Date! LevelV
28/02/2020 Sebbin Round Breast Implants Medical Hazard Alert Class Il Hospital
Microtextured (Firm High Device
Cohesive Gel Mammary
implants)
28/02/2020 Various Nagor Mammary Medical Hazard Alert Class Il Hospital
Implants Device
27/02/2020 Fludeoxyglucose F18 Injection Medicine Recall Class I Hospital
(18F-FDG)
27/02/2020 Medtronic Conexus Telemetry Medical Product Defect | Class Il Hospital
Device Correction
27/02/2020 PP2022 Horse Blood Agar Medical Recall Class Il Hospital
(HBA)/MacConkey agar split Device

plates. An in vitro diagnostic
medical device (VD)

26/02/2020 MULTIX Impact software version | Medical Product Defect | Class I Hospital
VA10E Device Correction

24/02/2020 AXIOM Aristos FX Plus Medical Product Defect | Class I Hospital
Device Correction

20/02/2020 ARTIS zeego and Artis Medical Product Defect | Class I Hospital
zee/Q/Q.zen systems with Device Correction

Siemens Healthineers Table
(Tilt/Step, OR)

19/02/2020 Atellica CH Ethyl Alcohol Medical Product Defect | Class I Hospital
(ETOH). An in vitro diagnostic Device Correction
medical device (VD)
19/02/2020 BD Alaris Systems Medical Product Defect | Class | Hospital
Device Correction
19/02/2020 Endoculff Vision Medical Product Defect | Class Il Hospital
Device Correction
19/02/2020 Factor VIII assays on Stago Medical Product Defect | Class Il Hospital
Instruments. An in vitro Device Correction
diagnostic medical device (VD)
19/02/2020 Medtronic Covidien Force Medical Product Defect | Class I Hospital
TriVerse electrosurgical devices | Device Correction
within Medline Procedure Packs
19/02/2020 Pipeline Flex Embolization Medical Recall Class | Hospital
Device and Pipeline Flex Device
Embolization Device with Shield
Technology
18/02/2020 ADVIA Chemistry Direct Bilirubin | Medical Product Defect | Class Il Hospital
(DBIL_2) and Total Bilirubin Device Correction

(TBIL_2) Assays. An in vitro
diagnostic medical device (IVD).

18/02/2020 Atellica CH Direct Bilirubin Medical Product Defect | Class Il Hospital
(DBIl_2) and Total Bilirubin Device Correction
(TBil_2) Assays. An in vitro

diagnostic medical device (IVD).

18/02/2020 Dimension Total Bilirubin (TBI) Medical Product Defect | Class Il Hospital
Flex reagent cartridge. An in vitro | Device Correction
diagnostic medical device (VD)
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18/02/2020 Dimension Vista Total Bilirubin Medical Product Defect | Class Il Hospital
(TBIL) Flex reagent cartridge. An | Device Correction
in vitro diagnostic medical device
(VD).
18/02/2020 Organ Transport Container, Medical Recall Class I Hospital
Femoral Head Pack Device
18/02/2020 Site Rite 8 Ultrasound System Medical Product Defect | Class I Hospital
Device Correction
18/02/2020 UE3 KRYPTOR. An in vitro Medical Product Defect | Class I Hospital
diagnostic medical device (IVD). | Device Correction
17/02/2020 CLINITEK Status+ Analysers Medical Product Defect | Class Il Hospital
and CLINITEK Status Connect Device Correction
Systems. An in vitro diagnostic
medical device (IVD)
17/02/2020 Microbore Extension Sets Medical Recall Class I Hospital
Device
14/02/2020 Imager 5F Il Angiographic Medical Recall Class | Hospital
Catheter Device
13/02/2020 Palamix UNO Medical Product Defect | Class Il Hospital
Device Correction
13/02/2020 Various Surgical Instruments Medical Recall Class Il Hospital
within Surgical Sets Device
12/02/2020 PALEXIA SR 100 mg tapentadol | Medicine Product Defect | Class I Consumer
(as hydrochloride) sustained Correction
release tablets
12/02/2020 RAPIDLyte Arterial Line Draw Medical Recall Class Il Hospital
Syringes Device
12/02/2020 Stealth Spring Clips 6mm Medical Recall Class Il Hospital
Device
11/02/2020 Arista AH 3g Medical Product Defect | Class Il Hospital
Device Correction
11/02/2020 BiomarC Preloaded Tissue Medical Product Defect | Class Il Hospital
Marker Device Device Correction
11/02/2020 IMMULITE Systems Estradiol Medical Product Defect | Class Il Hospital
assay. An in vitro diagnostic Device Correction
medical device (VD)
11/02/2020 Peters Surgical Monopolar Medical Product Defect | Class I Hospital
Instrument Device Correction
11/02/2020 Radiometer ABLO9OFLEX and Medical Product Defect | Class Il Hospital
ABL90FLEX Plus. An in vitro Device Correction
diagnostic medical device (VD)
10/02/2020 Femoral Head Allograft Biological | Hazard Alert Class Il Hospital
10/02/2020 Inogen One G3 Concentrator Medical Product Defect | Class Il Consumer
Device Correction
10/02/2020 Ranitidine Hydrochloride, USP Medicine Recall Class I Retail
7/02/2020 Covidien Force TriVerse Medical Recall Class Il Hospital
electrosurgical device Device
7/02/2020 McGrath X3 Disposable Medical Recall Class I Hospital
Laryngoscope Blades Device
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6/02/2020 Bock Nursing Care Beds - Medical Product Defect | Class Il Consumer
Battery Device Correction

6/02/2020 Bock Nursing Care Beds - Lifting | Medical Product Defect | Class Il Consumer
Poles Device Correction

6/02/2020 Philips Efficia Combined Cable/3 | Medical Product Defect | Class | Hospital
or 5 Leadsets Device Correction

5/02/2020 Arrow FlexTip Plus Epidural Medical Recall Class | Hospital
Catheterisation Sets and Kits Device

5/02/2020 Hemospray Endoscopic Medical Recall Class | Hospital
Hemostat Device

5/02/2020 i-STAT CHEM 8+, CG4+ and Medical Product Defect | Class Ill Hospital
G3+ Cartridges (blue). An in vitro | Device Correction
diagnostic medical device (VD)

5/02/2020 Taewoong Medical Niti-S Bumpy | Medical Recall Class Il Hospital
Biliary Covered Short Stents Device

4/02/2020 Ellipse Implantable Cardioverter | Medical Product Defect | Class llI Hospital
Defibrillators Device Correction

4/02/2020 F18-FDG Medicine Recall Class Ill Hospital

4/02/2020 Rotor-Gene Q software version Medical Product Defect | Class | Hospital
2.3.4. An in vitro diagnostic Device Correction
medical device (VD)

3/02/2020 ARTIS Pheno Systems Medical Product Defect | Class Il Hospital

Device Correction

3/02/2020 Biocartis BTA00606 Idylla EGFR | Medical Product Defect | Class I Hospital
Mutation Test. An in vitro Device Correction
diagnostic medical device (VD)

3/02/2020 Breath-A-Tech (Standard and Medical Product Defect | Class Il Retail
Hospital Grade) Spacers Device Correction

3/02/2020 PSPIX Digital Imaging Plate Medical Product Defect | Class Il Retail
Scanner (first generation) Device Correction

31/01/2020 Alinity ci-series System Control Medical Product Defect | Class I Hospital
Module (SCM). An in vitro Device Correction
diagnostic medical device (VD)

31/01/2020 FeverBugz stick on Medical Product Defect | Class I Consumer
Thermometer Device Correction

31/01/2020 Medtronic HeartWare HVAD Medical Product Defect | Class | Hospital
System Battery Charger AC Device Correction
Adapter and Controller

31/01/2020 Teleflex Premium Diamond Edge | Medical Recall Class I Hospital
Aortic Punch Device

30/01/2020 Elecsys CA 19-9 reagent for use | Medical Product Defect | Class Il Hospital
on the cobas e 801 analytical Device Correction

unit. An in vitro diagnostic
medical device (IVD)

30/01/2020 IntelePACS — InteleViewer Medical Product Defect | Class Il Hospital
versions 4-17-1 and up Device Correction
30/01/2020 Mayer's Haematoxylin Stain Medical Recall Class Il Hospital

(Original Formulation). An in vitro | Device
diagnostic medical device (VD)
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29/01/2020 BioFire FilmArray Blood Culture | Medical Product Defect | Class I Hospital
Identification (BCID) Panel Kit. Device Correction
An in vitro diagnostic medical
device (VD)
29/01/2020 BladderScan BVI 3000 Medical Product Defect | Class Il Hospital
Ultrasound System Device Correction
29/01/2020 NC Trek RX Coronary Dilatation | Medical Recall Class | Hospital
Catheter 4.0mm, 4.5mm and Device
5.0mm
29/01/2020 Olympus Pleuravideoscope, Medical Product Defect | Class Il Hospital
LTF-160 Device Correction
29/01/2020 T34 Syringe Pump, 3rd edition Medical Product Defect | Class Il Hospital
Device Correction
28/01/2020 Drager Infinity Central Station; Medical Product Defect | Class Il Hospital
software version VG2.1.2 Device Correction
28/01/2020 UTAK Validity Control 4. An in Medical Product Defect | Class I Hospital
vitro diagnostic medical device Device Correction
(IVD)
24/01/2020 Technetium-99m Cardiolite Medicine Recall Class Il Hospital
23/01/2020 Cardinal Health Non-Reinforced | Medical Recall Class Il Hospital
Surgical Gowns & Fabric- Device
Reinforced Surgical Gowns
23/01/2020 Mako MICS Irrigation Clip Medical Recall Class Il Hospital
Device
22/01/2020 Atellica CH Reaction Cuvette Medical Recall Class I Hospital

Segment. An in vitro diagnostic Device
medical device (IVD)

22/01/2020 Autocon 11l 300 and Autocon IlI Medical Product Defect | Class llI Hospital
400 High Frequency Generators | Device Correction
22/01/2020 Green Rusch Lite Disposable Medical Recall Class I Hospital
Metal Laryngoscope Blade Device
21/01/2020 Liquichek Cardiac Markers Plus | Medical Product Defect | Class Il Hospital
Control LT. An in vitro diagnostic | Device Correction
medical device (IVD)
21/01/2020 Neon3 Universal OCT Spinal Medical Recall Class I Hospital
Stabilisation Device
17/01/2020 Liquichek Cardiac Markers Plus | Medical Product Defect | Class Il Hospital
Control LT. An in vitro diagnostic | Device Correction
medical device (IVD)
17/01/2020 Monopolar Cable Medical Product Defect | Class Il Hospital
Device Correction
17/01/2020 Telescopic Smoke Evacuation Medical Recall Class Il Hospital
Pencil Device
17/01/2020 Various Monopolar Instruments | Medical Product Defect | Class Il Hospital
Device Correction
16/01/2020 Arrow PICC Set Medical Product Defect | Class Il Hospital
Device Correction
16/01/2020 Equinoxe Platform Fracture Medical Product Defect | Class llI Hospital
Humeral Stem, Cemented Device Correction
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16/01/2020 IMMULITE Systems - Medical Product Defect | Class Il Hospital
Progesterone (PRG). An in vitro | Device Correction
diagnostic medical device (IVD)
16/01/2020 Letco Medical Estriol USP Medicine Recall Class I Retail
16/01/2020 O-arm O2 Imaging System — Medical Product Defect | Class I Hospital
Motor Drive Belt Device Correction
15/01/2020 Velara X-Ray Generator of the Medical Product Defect | Class I Hospital
Philips Allura Xper, Integris, Device Correction

MultiDiagnost Eleva and
OmniDiagnost Systems

14/01/2020 NUCLISENS Lysis Buffer. Anin | Medical Product Defect | Class | Hospital
vitro diagnostic medical device Device Correction
(IVD)
13/01/2020 Maestro 4000 Cardiac Ablation Medical Product Defect | Class | Hospital
System Device Correction
13/01/2020 Philips Digitrak XT Holter Monitor | Medical Product Defect | Class Il Hospital
Device Correction
13/01/2020 Various Cios Systems Medical Product Defect | Class Il Hospital
Device Correction
10/01/2020 Eclipse Treatment Planning Medical Product Defect | Class Il Hospital
System, versions 15.5 and 15.6 | Device Correction
10/01/2020 SPY-PHI Drapes Medical Recall Class I Hospital
Device
10/01/2020 TrueBeam / VitalBeam Medical Product Defect | Class Il Hospital
Radiotherapy System and EDGE | Device Correction
RadioSurgery System
9/01/2020 LIFEPAK 15 Monitor/Defibrillator | Medical Product Defect | Class | Hospital
Device Correction
9/01/2020 Ysio Max, Luminos dRF Max, Medical Product Defect | Class Il Hospital
Luminos Agile Max and Uroskop | Device Correction

Omnia Max with software
versions VE10Q and VE10U

8/01/2020 Certain BellaTek Encode Healing | Medical Recall Class I Retail
Abutments Device

8/01/2020 McKesson/Horizon/Change Medical Product Defect | Class I Hospital
Healthcare Cardiology Hemo Device Correction

8/01/2020 Sealer Foil Cartridge. An in vitro | Medical Recall Class lll Hospital
diagnostic medical device (IVD) | Device

7/01/2020 Atellica IM Humidity Pack. An in | Medical Product Defect | Class I Hospital
vitro diagnostic medical device Device Correction
(IVD)

7/01/2020 Femcare Australia Filshie Clips, | Medical Product Defect | Class Il Hospital
Standard Sterishot Kits and Device Correction
Minilap Sterishot Kits

7/01/2020 Gore Excluder Devices Medical Product Defect | Class Il Hospital

Device Correction

7/01/2020 Immuno Concepts Image Medical Product Defect | Class I Hospital

Navigator software Version 3 Device Correction

and 4 (ICINUP). An in vitro
diagnostic medical device (VD)
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6/01/2020 ADVIA Chemistry Lipase. An in Medical Product Defect | Class Il Hospital
vitro diagnostic medical device Device Correction
(IVD)
6/01/2020 ADVIA Chemistry Systems - Medical Product Defect | Class Il Hospital
Enzymatic Creatinine_2. An in Device Correction
vitro diagnostic medical device
(IVD)
6/01/2020 Atellica CH Analyser - Enzymatic | Medical Product Defect | Class Il Hospital
Creatinine (ECre_2) Assays. An | Device Correction
in vitro diagnostic medical device
(IVD)
6/01/2020 Dimension Clinical Chemistry Medical Product Defect | Class Il Hospital
Systems Enzymatic Creatinine Device Correction

(EZCR) Assay. An in vitro
diagnostic medical device (VD)

6/01/2020 Dimension Vista Systems - Medical Product Defect | Class Il Hospital
Enzymatic Creatinine. An in vitro | Device Correction
diagnostic medical device (IVD)

6/01/2020 Fludeoxyglucose F18 Injection Medicine Product Defect | Class llI Hospital
(18F-FDG) Correction

6/01/2020 Kangaroo Enteral Feeding Kits Medical Product Defect | Class Il Hospital

Device Alert
6/01/2020 Single-use insufflation tubing set | Medical Recall Class I Hospital

with gas and Single-use gas filter | Device
with 3.20m of insufflation tube

6/01/2020 Various RayStation and RayPlan | Medical Product Defect | Class Il Hospital
Systems Device Correction

2/01/2020 Mavidon Medical - LemonPrep Medical Recall Class I Hospital
Tubes and Single Use Cups Device

24/12/2019 Dawson-Mueller Drainage Medical Recall Class Il Hospital
Catheters Device

24/12/2019 RX Daytona + with ISE and RX Medical Product Defect | Class llI Hospital
Daytona +. An in vitro diagnostic | Device Correction
medical device (VD)

23/12/2019 ‘FeNOBreath’, Factional Exhaled | Medical Product Defect | Class Il Hospital
Nitric Oxide. An in vitro Device Correction
diagnostic medical device (IVD)

23/12/2019 CAIMAN Vessel sealing Medical Recall Class I Hospital
instrument, 240 mm working Device

length, diameter 12 mm, muzzle
length: 50 mm, sterile,

disposable
23/12/2019 Cordis S.M.A.R.T. Stents Medical Product Defect | Class I Hospital
Device Correction
23/12/2019 EnCor Breast Biopsy Probes Medical Product Defect | Class I Hospital
Device Correction
23/12/2019 Perl's Solution B 0.64% Medical Recall Class Il Hospital

Hydrochloric Acid Solution. An in | Device
vitro diagnostic medical device
(IVD)
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20/12/2019 Atellica IM NT-proBNP (PBNP) Medical Product Defect | Class I Hospital
100 Test Kit and 500 Test Kit. An | Device Correction
in vitro diagnostic medical device
(IVD)
20/12/2019 DEFIGARD Touch 7 Medical Product Defect | Class | Hospital
Device Correction
20/12/2019 Femoral Head Allograft Biological | Hazard Alert Class I Hospital
20/12/2019 Femoral Head Allograft Biological | Hazard Alert Class Il Hospital
20/12/2019 Giraffe Blue Spot PT Lite Medical Product Defect | Class Il Hospital
Phototherapy Systems Device Correction
20/12/2019 Philips CombiDiagnost R90 GCF | Medical Product Defect | Class I Hospital
Systems Device Correction
20/12/2019 Philips CombiDiagnost R90 PCF | Medical Product Defect | Class Il Hospital
Systems Device Correction
19/12/2019 F18-FDG Injection Medicine Product Defect | Class llI Hospital
Correction
19/12/2019 Oragene DNA. An in vitro Medical Product Defect | Class Il Hospital
diagnostic medical device (IVD) | Device Correction
19/12/2019 VesselNavigator application in Medical Product Defect | Class Il Hospital
combination with Azurion R1.2.x | Device Correction
and R2.0.x
18/12/2019 All FTD CE-IVD. An in vitro Medical Recall Class I Hospital
diagnostic medical device (IVD) | Device
18/12/2019 Polysorb braided monofilament Medical Recall Class Il Hospital
absorbable sutures Device
18/12/2019 Tempus LS Defibrillator Medical Product Defect | Class | Hospital
Device Correction
16/12/2019 Carestation 620/650/650c Al Medical Product Defect | Class Il Hospital
and Carestation 620/650/650c Device Correction
A2 Anaesthesia Systems
16/12/2019 Femoral Head Allograft Biological | Hazard Alert Class I Hospital
16/12/2019 Femoral Head Allograft - Fine Biological | Hazard Alert Class | Hospital
Milled Bone
16/12/2019 Impress Peripheral Catheter Medical Product Defect | Class Il Hospital
Device Correction
16/12/2019 Liquid Clinical Chemistry Control. | Medical Product Defect | Class Il Hospital
An in vitro diagnostic medical Device Correction
device (VD)
13/12/2019 Philips 867036 IntelliVue MMX Medical Product Defect | Class IlI Hospital
Multi-measurement module Device Correction
13/12/2019 Q-VAX Q FEVER VACCINE Medicine Recall Class Il Retail
0.5mL injection syringe
12/12/2019 Accu-Chek Aviva test strips. An | Medical Recall Class I Retall
in vitro diagnostic medical device | Device
(IVD)
11/12/2019 Technetium-99m HDP Medicine Recall Class Il Hospital
10/12/2019 T2 Alpha Delta Strike Plate IMN | Medical Recall Class I Hospital
Instruments Device
Report generated 18/05/2024 8:45:48 PM Page 157 of 448

The TGA publishes Australian recall actions in a searchable database to ensure the public has access to information
about therapeutic products that have been recalled from the Australian market. If you are concerned about your health
or if you have experienced an adverse event please seek advice from a health professional as soon as possible.
Please read all the important information at the beginning of this report.



System for Australian Recall Actions

Recall Action Product Name/Descriptionil Type of  Recall ActionV Recall Action Recall
Commencement Product! ClassificationV Action
Date! LevelV
10/12/2019 Various GE Healthcare MRI Medical Product Defect | Class Il Hospital
Systems Device Correction
9/12/2019 Estriol USP (Micronised) Medicine Product Defect | Class Il Retail
Correction
6/12/2019 Cios Alpha systems Medical Product Defect | Class I Hospital
Device Correction
6/12/2019 Kit Cobas 4800 Sample Prep 2 Medical Recall Class Il Hospital
960T CE-IVD. An in vitro Device
diagnostic medical device (IVD).
5/12/2019 Ceramir Crown & Bridge Medical Recall Class Il Retail
QuikCap Device
5/12/2019 GSP Neonatal IRT Kit. An in vitro | Medical Product Defect | Class Il Hospital
diagnostic medical device (IVD) | Device Correction
5/12/2019 iIMRX System Medical Product Defect | Class Il Hospital
Device Correction
5/12/2019 Mazor X Surgical System (SST2) | Medical Product Defect | Class Il Hospital
— Positioner Type I Device Correction
4/12/2019 Stellar 100 and 150 Portable Medical Product Defect | Class Il Consumer
Ventilators Device Correction
3/12/2019 ARCHITECT Reaction Vessels. | Medical Recall Class I Hospital
An in vitro diagnostic medical Device
device (IVD)
3/12/2019 Mobile Power Unit for Heartmate | Medical Product Defect | Class | Hospital
3 LVAS Device Correction
3/12/2019 Various SOMATOM Definition Medical Product Defect | Class I Hospital
Edge, AS, Flash and DS Device Correction
systems with
syngo.CT software versions VA4
4A SP6
2/12/2019 Bediol Medicinal Cannabis Medicine Product Defect | Class IlI Consumer
Correction
2/12/2019 Medilogic — TM-317 Pneumodart | Medical Recall Class | Hospital
Device
2/12/2019 SOMATOM go.Now, Medical Product Defect | Class Il Hospital
SOMATOM go.Up, SOMATOM Device Correction
go.All, SOMATOM go.Top with
syngo.CT software versions
VA20A (all released versions)
29/11/2019 Brauer Teething Gel 20g tube Medicine Recall Class | Consumer
29/11/2019 Radiometer ABL90 FLEX and Medical Product Defect | Class Il Hospital
ABL90 FLEX Plus blood gas Device Correction
analysers. An in vitro diagnostic
medical device (VD)
28/11/2019 3M Durapore Advanced Surgical | Medical Recall Class | Hospital
Tape Device
28/11/2019 EIT Cellular Titanium Cervical Medical Product Defect | Class llI Hospital
Cages and EIT Cellular Titanium | Device Correction
Lumbar Cages
28/11/2019 F18-FDG Medicine Product Defect | Class Il Hospital
Correction
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28/11/2019 Xper Information Management Medical Product Defect | Class Il Hospital
System version 2.4.2 and 2.4.3 Device Correction

27/11/2019 ADVIA Chemistry Systems - Medical Product Defect | Class Il Hospital
CardioPhase High Sensitivity C- | Device Correction

Reactive Protein (hsCRP)
Calibrator. An in vitro diagnostic
medical device (IVD)

27/11/2019 Atellica CH 930 Analyser - High | Medical Product Defect | Class llI Hospital
Sensitivity C-Reactive Protein Device Correction
(hsCRP) Calibrator. An in vitro

diagnostic medical device (VD)

27/11/2019 Xpert HIV-1 Viral Load assay. An | Medical Product Defect | Class Il Hospital
in vitro diagnostic medical device | Device Correction
(IVD)

26/11/2019 ARJO 'All Day' Slings Medical Product Defect | Class I Hospital

Device Correction

26/11/2019 CONMED Linvatec Medical Recall Class I Hospital
Electrosurgical Tip Cleaner Device

25/11/2019 CV-11 component of UN3000 Medical Product Defect | Class Il Hospital
Fully Automated Integrated Urine | Device Correction

Analyser. An in vitro diagnostic
medical device (IVD)

22/11/2019 Adagio. An in vitro diagnostic Medical Product Defect | Class Il Hospital
medical device (VD) Device Correction
22/11/2019 Eleganza 5 Beds Medical Product Defect | Class I Hospital
Device Correction
22/11/2019 Flexitron HDR/PDR and Flexitron | Medical Product Defect | Class Il Hospital
Co-60 systems Device Correction
22/11/2019 HABIB EUS RFA Medical Recall Class Il Hospital
Device
22/11/2019 HALYARD Closed Suction Medical Product Defect | Class | Hospital
System for Neonates / Device Correction
Paediatrics (5 Fr)
22/11/2019 Monaco Treatment Planning Medical Product Defect | Class | Hospital
System version 5.40 and above | Device Correction
22/11/2019 USS Il Polyaxial 3D Head Medical Hazard Alert Class | Hospital
Device
21/11/2019 Azurion Interventional Medical Product Defect | Class Il Hospital
Fluoroscopic X-Ray Systems Device Correction
21/11/2019 Multiple RayStation / RayPlan Medical Product Defect | Class Il Hospital
Systems Device Correction
21/11/2019 Python Catheters, BARD Latex- | Medical Recall Class Il Hospital
free Arterial Embolectomy Device

Catheters, and Over-the-Wire
latis Graft Cleaning Catheters

21/11/2019 SOMATOM Force with software | Medical Product Defect | Class Il Hospital
syngo.CT VA50A, SOMATOM Device Correction
Drive and SOMATOM
Confidence with software
syngo.CT VAG2A
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19/11/2019 STAGO STA Unicalibrator. An in | Medical Product Defect | Class Il Hospital
vitro diagnostic medical device Device Correction
(IVD)
18/11/2019 Passive Biopsy Needle Kits Medical Recall Class I Hospital
Device
15/11/2019 EliA ANA Positive Control Medical Recall Class Il Hospital
2500/5000. An in vitro diagnostic | Device
medical device (VD)
15/11/2019 TOMTEC — ARENA version Medical Product Defect | Class I Hospital
software 2.20 and lower Device Correction
14/11/2019 Femoral Head Allograft Biological | Hazard Alert Class Il Hospital
14/11/2019 Free Gliding SCFE Screw Medical Recall Class Il Hospital
System Device
14/11/2019 Philips Incisive CT Systems Medical Product Defect | Class Il Hospital
Device Correction
13/11/2019 AQT90 Cleaning Solution Tubes. | Medical Recall Class I Hospital
An in vitro diagnostic medical Device
device (VD)
13/11/2019 ARCHITECT CRP Vario and Medical Product Defect | Class I Hospital
Alinity ¢ CRP Vario Reagent Kits. | Device Correction
An in vitro diagnostic medical
device (VD)
13/11/2019 Colour Cuff Disposable Medical Recall Class Il Hospital
Tourniquet Cuffs Device
12/11/2019 Aequalis Ascend Flex Stem Medical Product Defect | Class I Hospital
Implants Device Correction
12/11/2019 Friendly & H-Max C Cemented Medical Hazard Alert Class I Hospital
Femoral Stems Device
12/11/2019 LIGAMAX — 5mm Endoscopic Medical Recall Class Il Hospital
Multiple Clip Applier Device
8/11/2019 Dual-Tab Electrodes Medical Recall Class I Hospital
Device
8/11/2019 EZ Glide Aortic Cannula Medical Recall Class | Hospital
Device
8/11/2019 HMTS 142D Plasma Sterilisers Medical Product Defect | Class I Hospital
Device Correction
8/11/2019 STAR Total Ankle Replacements | Medical Hazard Alert Class Il Hospital
Device
8/11/2019 Thromborel S assay. An in vitro | Medical Recall Class lll Hospital
diagnostic medical device (IVD) | Device
7/11/2019 Anaesthetic Circuit Medical Product Defect | Class Il Hospital
Device Correction
7/11/2019 iChemVELOCITY Urine Medical Product Defect | Class Il Hospital
Chemistry System. An in vitro Device Correction
diagnostic medical device (IVD)
7/11/2019 Oxylog 3000 Transport Medical Product Defect | Class Il Hospital
Ventilators Device Correction
7/11/2019 Unity Knee Cutting Block Medical Recall Class Il Hospital
Device
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6/11/2019 Accu-Chek blood glucose Medical Product Defect | Class Il Consumer
meters. An in vitro diagnostic Device Correction
medical device (IVD)
6/11/2019 Disposable Pressure Transducer | Medical Recall Class I Hospital
System Device
6/11/2019 iQ200 Series Urine Microscopy Medical Product Defect | Class Il Hospital
Analyser and iChemVELOCITY | Device Correction

Urine Chemistry System. An in
vitro diagnostic medical device

(IVD)

4/11/2019 HeartStart XL+ Medical Product Defect | Class | Hospital
Defibrillator/Monitors Device Correction
manufactured prior to 1 May
2017

4/11/2019 MAVIDON LemonPrep 40z Medical Recall Class Il Hospital
(1149) Tubes in Diagnosys Device

Espion Ophthalmic
Electrophysiology Systems

4/11/2019 Philips HeartStart XL+ Medical Product Defect | Class | Hospital
Defibrillator/Monitor Device Correction
4/11/2019 XEN 45 Glaucoma Treatment Medical Hazard Alert Class | Hospital
System - Glaucoma Shunt Device
1/11/2019 Atellica IM Testosterone Il 100 Medical Product Defect | Class Il Hospital
and 500 Test Kits. An in vitro Device Correction
diagnostic medical device (IVD)
1/11/2019 Elecsys Troponin T hs for use on | Medical Product Defect | Class Il Hospital
the cobas e 801 analytical unit. Device Correction
An in vitro diagnostic medical
device (IVD)
1/11/2019 Genius 2 and Genius 3 Medical Product Defect | Class Il Hospital
Tympanic Thermometers Device Correction
1/11/2019 QUADROX-ID Paediatric with Medical Recall Class | Hospital
BIOLINE Coating Device
31/10/2019 3mensio Workstation (Vascular Medical Product Defect | Class Il Wholesale
and Structural Heart module) Device Correction
31/10/2019 Emerge Monorail PTCA Dilation | Medical Recall Class Il Hospital
Catheters & NC Emerge Device
Monorail PTCA Dilation
Catheters
31/10/2019 Guedel Airways Medical Recall Class I Hospital
Device
31/10/2019 Skin Prep Pads Medical Recall Class Il Hospital
Device
30/10/2019 Alinity m System. An in vitro Medical Product Defect | Class Il Hospital
diagnostic medical device (IVD) | Device Correction
30/10/2019 LimiTorr Volume Limiting Medical Recall Class Il Hospital
External CSF Drainage and Device
Monitoring Systems
30/10/2019 Single Use Macintosh 3 Medical Recall Class I Hospital
Laryngoscope Blades Device
Report generated 18/05/2024 8:45:48 PM Page 161 of 448

The TGA publishes Australian recall actions in a searchable database to ensure the public has access to information
about therapeutic products that have been recalled from the Australian market. If you are concerned about your health
or if you have experienced an adverse event please seek advice from a health professional as soon as possible.
Please read all the important information at the beginning of this report.



System for Australian Recall Actions

Recall Action Product Name/Descriptionil Type of  Recall ActionV Recall Action Recall

Commencement Product! ClassificationV Action

Date! LevelV

30/10/2019 Syramed pSP6000 Syringe Medical Product Defect | Class Il Retail
Drivers and Volumed pVvP7000 Device Correction
Large Volume Infusion pumps

30/10/2019 Various Chemotherapy Medicine Recall Class I Hospital
Compounded Drugs

29/10/2019 Caruso’s Super Collagen Builder | Medicine Recall Class Il Retail

29/10/2019 Dako Autostainer Syringe Tray. Medical Product Defect | Class Il Hospital
An in vitro diagnostic medical Device Correction
device (VD)

29/10/2019 Haemonetics 125ml and 225ml Medical Product Defect | Class Il Hospital
Centrifuge Bowl Device Correction

29/10/2019 Mitomycin 2 mg Injection (pack Medicine Recall Class Il Hospital
of 10 vials)

28/10/2019 Alinity ¢ Carbon Dioxide Reagent | Medical Recall Class Il Hospital
Kit. An in vitro diagnostic medical | Device
device (IVD)

28/10/2019 Arrow MAC Two-Lumen Central | Medical Product Defect | Class I Hospital
Venous Access Kit Device Alert

28/10/2019 BACT/ALERT VIRTUO A &B Medical Product Defect | Class I Hospital
Units. An in vitro diagnostic Device Correction
medical device (IVD)

25/10/2019 Artiset Blood Tubing System Medical Recall Class I Hospital

Device
25/10/2019 Eurosilicone Implants Medical Hazard Alert Class | Hospital
Device
25/10/2019 Sublime Line, Microthane & Medical Hazard Alert Class | Hospital

4Two Line, Single Lumen, Micro | Device
Polyurethane, Silicone gel filled
Mammary Implants

25/10/2019 Textured Nagor GFX, CoGel and | Medical Hazard Alert Class | Hospital
Impleo Mammary Implants Device
24/10/2019 CUSA Clarity Operator’'s Manual | Medical Product Defect | Class Il Hospital
associated with CUSA Clarity Device Correction
Console
24/10/2019 F18-FDG Medicine Product Defect | Class llI Hospital
Correction
24/10/2019 Max-Core Disposable Core Medical Recall Class Il Hospital
Biopsy Instruments Device
24/10/2019 ORTHO BioVue System Medical Product Defect | Class I Hospital
Cassettes. An in vitro diagnostic | Device Correction
medical device (VD)
24/10/2019 PP2039 Anaerobic agar plates. Medical Recall Class Il Hospital
An in vitro diagnostic medical Device
device (VD)
24/10/2019 Tandem t:slim X2 Insulin Pump - | Medical Product Defect | Class Il Consumer
A/C Power Adapter Device Correction
23/10/2019 Amico Go-Lift Carry Bars Medical Product Defect | Class Il Hospital
Device Correction
23/10/2019 Ellipse Heavy Duty Bariatric Medical Product Defect | Class I Consumer
Rollator Device Correction
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23/10/2019 Magic Mobility - Power Medical Product Defect | Class Il Consumer
Wheelchair Device Correction

23/10/2019 Radiometer ABL800 analysers Medical Product Defect | Class Il Hospital
measuring cRea (ABL827, Device Correction

ABL837). An in vitro diagnostic
medical device (IVD)

23/10/2019 Sharesource Adequest Medical Product Defect | Class Il Hospital
Device Correction
23/10/2019 SynchroMed Il Implantable Medical Hazard Alert Class | Hospital
Infusion Pumps Device
22/10/2019 Advanix Pancreatic Stent Medical Recall Class I Hospital
Device
22/10/2019 Atellica Solution - Atellica IM Medical Product Defect | Class I Hospital
Active-B12. An in vitro diagnostic | Device Correction
medical device (IVD)
22/10/2019 InTouch Critical Care Bed Medical Product Defect | Class Il Hospital
Device Correction
22/10/2019 Torcon NB Advantage Medical Recall Class Il Hospital
Angiographic Catheter Device
22/10/2019 VIDAS 3 (software versions 1.2 | Medical Product Defect | Class | Hospital
and higher). An in vitro Device Correction
diagnostic medical device (VD)
21/10/2019 AeroForm Tissue Expander Medical Hazard Alert Class | Hospital
System Device
21/10/2019 Amico Golift Carry Bar Medical Product Defect | Class Il Consumer
Device Correction
21/10/2019 Femoral Head Allograft Biological | Hazard Alert Class Il Hospital
21/10/2019 Giraffe Incubator, Giraffe Medical Product Defect | Class Il Hospital
OmniBed, Giraffe Incubator Device Correction

Carestation, and Giraffe
OmniBed Carestation

18/10/2019 Femoral Head Allograft Biological | Hazard Alert Class Il Hospital

18/10/2019 Femoral Head Allograft Biological | Hazard Alert Class I Hospital

18/10/2019 Mobile X-ray System FDR-Go Medical Product Defect | Class Il Hospital
Plus Device Correction

18/10/2019 VENTANA HE 600 system. An in | Medical Product Defect | Class Il Hospital
vitro diagnostic medical device Device Correction
(IVD)

17/10/2019 Akron Tilt Table Medical Product Defect | Class I Hospital

Device Correction

17/10/2019 Arrow EZ-10 Intraosseous Medical Product Defect | Class Il Hospital
Vascular Access Needle Sets Device Correction

17/10/2019 Medicina Oral Tip and ENFit Medical Recall Class Il Retail
Home Use Low Dose Syringes Device

17/10/2019 Patient Data Manager Medical Product Defect | Class Il Hospital

Device Correction

17/10/2019 Roche CARDIAC Pipette 150 pL | Medical Product Defect | Class Il Hospital
cobas h 232 POC system. Anin | Device Correction
vitro diagnostic medical device
(IvD)
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17/10/2019 Surface Temperature Probe Medical Recall Class Il Hospital

Device

17/10/2019 WECK Auto Endo5 Automatic Medical Recall Class Il Hospital
Hem-o-lok Clip Appliers Device

16/10/2019 RadiForce RX360 and GX560 Medical Product Defect | Class Il Hospital
Monitors Device Correction

15/10/2019 Ausran (150mg and 300mg Medicine Recall Class Il Retail

tablets), Chemists’ Own
Ranitidine and Chemists’ Own
Ranitidine Forte

15/10/2019 Embryology Heated Plate within | Medical Product Defect | Class Il Hospital
the Rl Witness Device Correction

15/10/2019 GSS67H Steriliser (software Medical Product Defect | Class I Hospital
version earlier than 2.0.1) Device Correction

15/10/2019 UniCel DxH Slidemaker Stainer | Medical Product Defect | Class I Hospital
(DxH SMS) & UniCel DxH Device Correction

Slidemaker Stainer Il (DxH SMS
I1). An in vitro diagnostic medical
device (VD)

14/10/2019 Panther Fusion Extraction Medical Recall Class Il Hospital
Reagent-S. An in vitro diagnostic | Device
medical device (IVD)

14/10/2019 SOMATOM go.Top with software | Medical Product Defect | Class I Hospital
syngo CT VA20A_SP2 and with | Device Correction
active "Guide&GO" license

11/10/2019 BACT/ALERT VIRTUO system A | Medical Product Defect | Class llI Hospital
& B units. An in vitro diagnostic Device Correction
medical device (IVD)

11/10/2019 Various SOMATOM Systems Medical Product Defect | Class Il Hospital
with software syngo CT VB20 or | Device Correction
syngo CT VB10

11/10/2019 VeriSeq NIPT Sample Prep Kits. | Medical Product Defect | Class llI Hospital
An in vitro diagnostic medical Device Correction
device (VD)

10/10/2019 HandyVac Medical Recall Class Il Hospital

Device

10/10/2019 Various Soul Pattinson Medicine Recall Class Il Retall
Manufacturing (SPM) Ranitidine
Tablets

10/10/2019 Xpert Xpress FIu/RSV Assay. An | Medical Recall Class Il Hospital
in vitro diagnostic medical device | Device
(IVD)

9/10/2019 Epidural Positioning Device Medical Product Defect | Class Il Hospital
(EPD) Device Correction

9/10/2019 Monaco version 5.40, 5.50 or Medical Product Defect | Class | Hospital
5.51 Device Correction

8/10/2019 Cautery Tip Cleaner Medical Product Defect | Class I Hospital

Device Correction
8/10/2019 Homocysteine. An in vitro Medical Recall Class Il Hospital

diagnostic medical device (IVD) | Device
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8/10/2019 Systems Manager software Medical Product Defect | Class | Hospital
version 12.0.1 with PCU versions | Device Correction
9.X.
4/10/2019 Liquid Cardiac Control. An in Medical Product Defect | Class Il Hospital
vitro diagnostic medical device Device Correction
(IVD)
4/10/2019 Philips V60 and V80 Ventilators | Medical Product Defect | Class I Hospital
Device Correction
4/10/2019 Prismaflex Control Units with Medical Product Defect | Class | Hospital
software versions 7.20 and Device Correction
below
4/10/2019 TJF / JF Duodenoscope Medical Product Defect | Class Il Hospital
Device Correction
3/10/2019 AERO-AL Revision Housing Medical Product Defect | Class Il Hospital
Device Correction
3/10/2019 CARESCAPE Respiratory Medical Recall Class | Hospital
Modules Device
3/10/2019 Coles & Medix Heartburn & Acid | Medicine Recall Class I Retall

Indigestion ranitidine (as
hydrochloride) tablets 14s pack

3/10/2019 Spacelabs Healthcare Inc. Xhibit | Medical Product Defect | Class I Hospital
Central Device Correction

2/10/2019 Cipla Ranitidine Tablets Medicine Recall Class Il Retail

2/10/2019 Generic Health Ranitidine Medicine Recall Class Il Retail
Tablets

2/10/2019 Symbion Ranitidine Tablets Medicine Recall Class Il Retail

1/10/2019 iChemVELOCITY Urine Medical Product Defect | Class Il Hospital
Chemistry Strips. An in vitro Device Correction
diagnostic medical device (IVD)

1/10/2019 Intellijoint HIP System - (Apple Medical Product Defect | Class Il Hospital
MacBook) Device Correction

1/10/2019 Ranitidine 150mg and 300mg Medicine Recall Class Il Retail
(Rani 2)

1/10/2019 TherMax, Blood Warmer Unit, Medical Product Defect | Class Il Hospital
ROW Device Correction

1/10/2019 ZANTAC Ranitidine Medicine Recall Class Il Retail

30/09/2019 Apotex Ranitidine Tablets Medicine Recall Class I Retall

30/09/2019 Cornea Biological | Hazard Alert Class Il Hospital

30/09/2019 Forte Family Gamma Cameras Medical Product Defect | Class | Hospital

Device Correction
30/09/2019 Steam Steriliser - HS5510 EC1 Medical Product Defect | Class llI Hospital
Device Correction

27/09/2019 Aquilex Fluid Control System Medical Product Defect | Class Il Hospital
(AQL-100CBS) Device Correction

26/09/2019 Caesarea Medical Electronics Medical Product Defect | Class I Hospital
T34 Syringe Pumps Device Correction

26/09/2019 DTX Safedraw Kits and Medical Recall Class I Hospital
Meritrans DTXPlus Devices Device
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26/09/2019 Exactamix Empty EVA Bags Medical Recall Class | Hospital
Device
26/09/2019 F18-FDG Medicine Recall Class I Hospital
26/09/2019 IACS and Stand Alone M540 Medical Product Defect | Class I Hospital
Monitor, s/w version VG4.1.1 & Device Correction
VG4.0.3 and lower
25/09/2019 Alinity ci Level Sensor & Medical Product Defect | Class I Hospital
Accessory Kits. An in vitro Device Correction
diagnostic medical device (VD)
25/09/2019 Atellica CH 930 Analyser — Medical Product Defect | Class Il Hospital
Software versions 1.20.0 and Device Correction

below. An in vitro diagnostic
medical device (VD)

25/09/2019 FoodPrint Software V7.5 Medical Product Defect | Class llI Hospital
provided with CNS301-16/4 and | Device Correction
CNS301-4/4 FoodPrint
Microarray 200+ Food IgG. An in
vitro diagnostic medical device

(IVD)

25/09/2019 GA 5003, Anti-Gangliosid Dot. Medical Recall Class | Hospital
An in vitro diagnostic medical Device
device (IVD)

25/09/2019 Non-Esterified Fatty Acids Medical Recall Class I Hospital

(NEFA). An in vitro diagnostic Device
medical device (IVD)

24/09/2019 Medisoft FeNO+ Medical Product Defect | Class Il Hospital
Device Correction
23/09/2019 AIR LIQUIDE Medical Carbon Medicine Recall Class Il Hospital
Dioxide - 16.5m3 G sized
cylinder
23/09/2019 ATOK Shoulder Anchor Medical Hazard Alert Class Il Hospital
Device
23/09/2019 InterVapor System Medical Product Defect | Class | Hospital
Device Correction
23/09/2019 LBgard Blood Collection Tubes Medical Product Defect | Class Il Hospital
Device Correction
20/09/2019 DCFPyL Medicine Recall Class Il Hospital
20/09/2019 Philips HeartStart FRx and HS1 | Medical Recall Class | Hospital
OnSite Automated External Device
Defibrillators (AEDS)
20/09/2019 ROSA Brain 3.0 Medical Product Defect | Class | Hospital
Device Correction
19/09/2019 Selected Behind-the-Ear hearing | Medical Recall Class | Consumer
aids Device
18/09/2019 Alinity hg Analyser and Alinity hs | Medical Product Defect | Class Il Hospital
Slide Maker Stainer Module. An | Device Correction
in vitro diagnostic medical device
(IVD)
18/09/2019 DC-Screening Il. An in vitro Medical Recall Class Il Hospital

diagnostic medical device (IVD) | Device
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18/09/2019 Radiometer AQURE Data Medical Product Defect | Class IlI Hospital
Management System Device Correction

17/09/2019 Sandoz Ranitidine Medicine Recall Class Il Retall

17/09/2019 VHK and VKMO Adult/Small Medical Recall Class | Hospital
Adult Device

17/09/2019 VHK and VKMO(D) Adult/Small | Medical Recall Class | Hospital
Adult Accessories Device

16/09/2019 Atellica UAS 800 Analyser and Medical Product Defect | Class llI Hospital
Atellica 1500 Automated Device Correction

Urinalysis System. An in vitro
diagnostic medical device (IVD)

16/09/2019 Codan US Corporation Swan- Medical Recall Class Il Retail
Lock Needle-Free Connector Device
16/09/2019 GentleCool Pro Cryogen Medical Recall Class I Retail
Canister Device
16/09/2019 OriGen Products TissueVault O- | Medical Product Defect | Class | Hospital
Wrap and accessories Device Correction
16/09/2019 Shuttle Discovery with 4 Wheel Medical Product Defect | Class Il Consumer
Verve Stroller Device Correction
13/09/2019 CereLink ICP Monitor Medical Recall Class Il Hospital
Device
12/09/2019 Alpha Conducting Solution used | Medical Recall Class I Consumer
with Alpha-Stim M & AID devices | Device
12/09/2019 Seca Baby Scale Medical Product Defect | Class | Hospital
Device Correction
12/09/2019 Serres Suction Bag Liner Medical Product Defect | Class Il Hospital
Device Correction
11/09/2019 ILED 7 Surgical Light Systems Medical Product Defect | Class Il Hospital
Device Correction
11/09/2019 IMMAGE Total Immunoglobulin | Medical Product Defect | Class I Hospital
E (IgE) Reagent. An in vitro Device Correction
diagnostic medical device (VD)
11/09/2019 STRATAFIX Spiral Uni PDS Plus | Medical Recall Class Il Hospital
Device
11/09/2019 SYNCHRON Systems Medical Product Defect | Class Il Hospital
Cannabinoid 100 ng (THC) & Device Correction

SYNCHRON Systems
Cannabinoid 50 ng (THCS5)
Reagents. An in vitro diagnostic
medical device (VD)

11/09/2019 SYNCHRON Systems Opiate Medical Product Defect | Class I Hospital
300 ng (OP) Reagent and Device Correction
SYNCHRON Systems Opiate

2000 ng (OP2) Reagent. Anin
vitro diagnostic medical device

(IVD)
10/09/2019 Introcan Safety IV Catheter Medical Recall Class Il Hospital
Device
10/09/2019 SPROTTE Lumbar with Medical Recall Class Il Hospital
Introducer Device
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9/09/2019 Achilles Express and Achilles Medical Product Defect | Class I Hospital
Insight System Power Cords Device Correction
9/09/2019 Dario Blood Glucose Tracker Medical Product Defect | Class I Consumer
app. An in vitro diagnostic Device Correction
medical device (IVD).
9/09/2019 Multiple ApexPro Telemetry Medical Product Defect | Class | Hospital
server hardware platforms Device Correction
9/09/2019 Philips S7-3t & S8-3t Medical Product Defect | Class Il Hospital
Transesophageal (TEE) Device Correction
Transducers
9/09/2019 Thermo Scientific Remel Medical Recall Class I Hospital

Salmonella paratyphi B-H phase | Device
1 Flagellar antigen b Stained
Suspension. An in vitro
diagnostic medical device (IVD)

9/09/2019 Various Convex Two-Piece Skin | Medical Product Defect | Class Il Consumer
Barriers Device Correction
6/09/2019 Prima Supervac Fingerswitch Medical Product Defect | Class Il Hospital
Pencils with Smoke Evacuation Device Correction
Tubing
6/09/2019 Triathlon Orthopaedic Devices Medical Hazard Alert Class Il Hospital
Device
5/09/2019 Arterial Catheter Mini Kit 20ga x | Medical Recall Class I Hospital
6” Device
5/09/2019 Arthrem Joint Support Capsules | Medicine Recall Class Il Retail
5/09/2019 C3 CryoProbe 2.1mm sharp Medical Recall Class I Hospital
Device
5/09/2019 REMISOL Advance. An in vitro Medical Product Defect | Class Il Hospital
diagnostic medical device (IVD) | Device Correction
4/09/2019 Atomizer — EZ Spray Medical Recall Class | Hospital
Device
4/09/2019 COBAS AmpliPrep/COBAS Medical Product Defect | Class Il Hospital
TagMan HCV Quantitative Test, | Device Correction

v2.0. An in vitro diagnostic
medical device (VD)

4/09/2019 Philips Efficia Medical Product Defect | Class | Hospital
Defibrillator/Monitor (DFM100) Device Correction

4/09/2019 Tina-quant Soluble Transferrin Medical Product Defect | Class Il Hospital
Receptor. An in vitro diagnostic Device Correction
medical device (IVD)

4/09/2019 Various Assays. An in vitro Medical Product Defect | Class Il Hospital
diagnostic medical device (IVD) | Device Correction

3/09/2019 BM MX117 FIDIS Connective Medical Recall Class Il Hospital

Profile Kit. An in vitro diagnostic | Device
medical device (IVD)

3/09/2019 Femoral Head Allograft Biological | Hazard Alert Class I Hospital
3/09/2019 Femoral Head Allograft Biological | Hazard Alert Class Il Hospital
3/09/2019 GlideScope Core Systems Medical Product Defect | Class I Hospital
Device Correction
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3/09/2019 LemonPrep 114gm tubes Medical Recall Class Il Hospital
Device
3/09/2019 Vanguard XP-CR Tibial Tray Medical Hazard Alert Class I Hospital
Device
2/09/2019 Euphora Semi-Compliant Rapid | Medical Recall Class Il Hospital
Exchange Balloon Dilatation Device
Catheters
30/08/2019 IH-1000. An in vitro diagnostic Medical Product Defect | Class Il Hospital
medical device (IVD). Device Correction
30/08/2019 JIN GUI SHEN QI WAN Medicine Recall Class | Consumer
30/08/2019 Rocket FBS Amnioscopes Medical Product Defect | Class I Hospital
Device Correction
30/08/2019 SEM Scanner Medical Recall Class Il Wholesale
Device
28/08/2019 Nutrabolics Blackout Medicine Recall Class I Retail
27/08/2019 Triathlon Femoral Distal Medical Recall Class Il Hospital

Augments (10 and 15 mm, Size | Device
2, Left and Right)

26/08/2019 18F-Flurodeoxy Glucose (18F- Medicine Recall Class | Hospital
FDG) for injection

26/08/2019 Atellica UAS 800 Analyser and Medical Product Defect | Class I Hospital
Atellica 1500 Automated Device Correction

Urinalysis System. An in vitro
diagnostic medical device (IVD)

23/08/2019 BIS Vista Monitoring Systems Medical Product Defect | Class I Hospital
Phase II Device Correction
23/08/2019 Medisorb Cannister 0.8kg Medical Recall Class Il Hospital
Device
23/08/2019 Multiple Gold Cup Electrodes Medical Recall Class I Hospital
and Snap Electrode Leads Device
23/08/2019 TheraBead Compress Cervical Medical Product Defect | Class I Retall
and TheraBead Compress STD | Device Correction
21/08/2019 BD FACSLyric Flow Cytometer Medical Product Defect | Class Il Hospital
Device Correction
21/08/2019 Concerto Shower Trolley and Medical Product Defect | Class Il Retail
Basic Shower Trolley Device Correction
21/08/2019 Metafix stem size 4 Medical Recall Class I Hospital
Device
21/08/2019 VaccZyme Human Anti- Medical Recall Class Il Hospital

Haemophilus Influenzae type b Device
Enzyme Immunoassay Kit. An in
vitro diagnostic medical device

(IVD)
20/08/2019 Atellica IM 1300 Analyser & Medical Product Defect | Class Il Hospital
Atellica IM 1600 Analyser with Device Correction

Software V 1.19.0 and 1.19.2. An
in vitro diagnostic medical device

(IVD)
19/08/2019 ONLINE TDM Vancomycin Gen. | Medical Product Defect | Class I Hospital
3. An in vitro diagnostic medical | Device Correction
device (IVD)
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16/08/2019 Atellica CH 930 Analyser. Anin | Medical Product Defect | Class I Hospital
vitro diagnostic medical device Device Correction
(IVD)
16/08/2019 SYNCHRON Systems Medical Product Defect | Class Il Hospital
Benzodiazepine (BNZG) Device Correction
Reagent. An in vitro diagnostic
medical device (VD)
16/08/2019 Weinmann Adult MEDUCORE Medical Recall Class | Retail
Multifunctional Electrodes Device
15/08/2019 Economy Anaesthetic Face Medical Product Defect | Class Il Hospital
Mask, 22F Device Correction
12/08/2019 Atellica CH 930 Analyser. Anin | Medical Product Defect | Class Il Hospital
vitro diagnostic medical device Device Correction
(IVD)
12/08/2019 Modulus, Modulus-R and Medical Product Defect | Class Il Hospital
Revision modular femoral stems | Device Correction
12/08/2019 Oxoid Mice STRIP MA0121 — Medical Recall Class Il Hospital
Meropenem32. An in vitro Device
diagnostic medical device (VD)
8/08/2019 AssayTip/AssayCup Tray. Anin | Medical Recall Class Il Hospital
vitro diagnostic medical device Device
(IVD)
8/08/2019 DM DESLV5228 Demeditec Medical Recall Class I Hospital
Estrone free in saliva ELISA. An | Device
in vitro diagnostic medical device
(IVD)
8/08/2019 Heater Unit HU 35, 230 V Medical Product Defect | Class | Hospital
Device Correction
8/08/2019 IBL RE52681, Estrone Saliva Medical Recall Class I Hospital
ELISA. An in vitro diagnostic Device
medical device (IVD)
8/08/2019 Medtronic Micra Delivery System | Medical Product Defect | Class Il Hospital
Packaged as part of Micra Device Correction
Transcatheter Pacing System
8/08/2019 Multiple da Vinci Xi and da Vinci | Medical Product Defect | Class I Hospital
X Systems Device Correction
8/08/2019 Quantel Medical — Easyret Laser | Medical Product Defect | Class I Hospital
Device Correction
7/08/2019 Artis zee and Artis Q patient Medical Product Defect | Class Il Hospital
table within a specific production | Device Correction
lot
7/08/2019 CVC Procedure Packs Medical Recall Class Il Hospital
Device
7/08/2019 Various Haemodynamic Medical Recall Class I Hospital
Monitoring Kits Device
6/08/2019 Ad-Tech Product Catalogue Medical Product Defect | Class Il Hospital
Device Correction
6/08/2019 Hollister Urostomy bag Medical Recall Class Il Consumer
Device
6/08/2019 Magic mobility wheelchair - Medical Recall Class Il Consumer
Mobility Handles Device
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6/08/2019 Steelco Endoscope Dryers Medical Product Defect | Class Il Hospital
Device Correction
5/08/2019 Alginate Basis Cinnamon 25Ibs Medical Recall Class Il Retail
and 6lbs Device
5/08/2019 PrisMax, V2, ROW Medical Product Defect | Class Il Hospital
Device Correction
2/08/2019 Femoral Head Allograft Biological | Hazard Alert Class Il Hospital
2/08/2019 SOMATOM go.Up, SOMATOM Medical Product Defect | Class Il Hospital
go.All, SOMATOM go.Now and Device Correction
SOMATOM go.Top with injector
and optional storage box
2/08/2019 Swivel Elbow Connectors Medical Recall Class | Hospital
Device
31/07/2019 DP3 pump head Medical Product Defect | Class | Hospital
Device Correction
31/07/2019 EXTEM Reagent. An in vitro Medical Recall Class Il Hospital
diagnostic medical device (IVD) | Device
30/07/2019 ADVIA Centaur, ADVIA Centaur | Medical Product Defect | Class Il Hospital
XP, ADVIA Centaur XPT - Folate | Device Correction
Assay. An in vitro diagnostic
medical device (IVD).
30/07/2019 EZTest H202 Biological Medical Recall Class Il Hospital
Indicators Device
30/07/2019 Floor Stands: FS 2-21, FS 2-25 Medical Product Defect | Class Il Hospital
and FS 3-45 with Hi-R NEO Device Correction
900/A/A NIR
30/07/2019 Macro Textured Breast Implants | Medical Hazard Alert Class | Hospital
& Tissue Expanders Device
30/07/2019 MAMMOMAT Revelation VC10 Medical Product Defect | Class I Hospital
with Biopsy Option Device Correction
30/07/2019 Norm-O-Temp Hyperthermia Medical Product Defect | Class Il Hospital
System, MICRO-TEMP LT Device Correction
System, Blanketrol Il Hyper-
Hypothermia System, Blanketrol
Il Hyper-Hypothermia System
and CoolBlue Hyper-
Hypothermia System
29/07/2019 ENDONE oxycodone Medicine Product Defect | Class | Consumer
hydrochloride 5mg tablet blister Correction
pack
29/07/2019 F18-FDG Injection Medicine Product Defect | Class Il Hospital
Alert
29/07/2019 ICS CHARTR EP 200 Medical Product Defect | Class Il Hospital
Device Correction
29/07/2019 KaVo RONDOflex Powder 27um | Medical Recall Class Il Retall
1000g to be used with the KaVo | Device
RONDOFLEX plus 360 air
abrasion system
26/07/2019 Coombs-Control IgG 1 x 10mL. Medical Product Defect | Class IlI Hospital
An in vitro diagnostic medical Device Correction
device (VD)
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25/07/2019 Biograph mCT and mCT Flow Medical Product Defect | Class Il Hospital
systems running PETsyngo Device Correction
VG70A
25/07/2019 Impix-L Lumbar Spinal Fusion Medical Recall Class I Hospital
Cages Device
25/07/2019 SOMATOM Definition Edge , Medical Product Defect | Class I Hospital
SOMATOM Definition AS, Device Correction
SOMATOM Definition Flash, with
syngo.CT software versions
VA48A_SP5
24/07/2019 KARL STORZ C-Mac Video Medical Product Defect | Class I Hospital
Laryngoscope Blades Device Correction
24/07/2019 Nasal Alar SpO2 Sensor Medical Product Defect | Class Il Hospital
Device Correction
24/07/2019 Spectra Optia Apheresis System | Medical Product Defect | Class Il Hospital
Device Correction
23/07/2019 Dimension clinical chemistry Medical Recall Class Il Hospital
system, Ferritin (FERR) Flex Device
Reagent Cartridge. An in vitro
diagnostic medical device (IVD)
23/07/2019 Elecsys Anti-CCP Assay. An in Medical Product Defect | Class Il Hospital
vitro diagnostic medical device Device Correction
(IVD)
23/07/2019 Ingenuity CT, IQon Spectral CT, | Medical Product Defect | Class | Hospital
iCT, Brilliance 64 CT, Ingenuity Device Correction
TF
23/07/2019 Ortho Vision and Ortho Vision Medical Product Defect | Class | Hospital
Max Analyser, software versions | Device Correction
5.12.3 and 5.12.4. An in vitro
diagnostic medical device (VD)
23/07/2019 Transwarmer Warming Infant Medical Product Defect | Class I Hospital
Transport Mattress Device Correction
22/07/2019 DAC Premium and DAC Medical Product Defect | Class llI Retall
Premium+ (Autoclaves) Device Correction
22/07/2019 F18-FDG Injection Medicine Product Defect | Class Il Hospital
(Fludeoxyglucose F18) Correction
22/07/2019 iGUIDE 2.2.0 - 2.2.2 Medical Product Defect | Class Il Hospital
Device Correction
22/07/2019 MAJ-1664 - Nurses Control Medical Product Defect | Class I Hospital
Panel Arm-Long Device Correction
22/07/2019 Omegapharm Thiopental Sodium | Medicine Product Defect | Class I Hospital
Powder for Injection Alert
22/07/2019 Panetti ENT endoscopic ear Medical Product Defect | Class Il Hospital
instruments Device Correction
22/07/2019 Radiometer ABLOOFLEX blood Medical Product Defect | Class Il Hospital
gas analyser and Radiometer Device Correction
AQT90FLEX immunoassay
analyser. An in vitro diagnostic
medical device (VD)
19/07/2019 Da Vinci Xi SureForm 60 Stapler | Medical Recall Class Il Hospital
Green and Black Reloads Device
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18/07/2019 Azurion Interventional Medical Product Defect | Class | Hospital
Fluoroscopic X-ray system with Device Correction
software version 1.2
18/07/2019 EV1000 clinical platform Medical Product Defect | Class Il Hospital
Device Correction
18/07/2019 Fluorostar 7900 System Medical Product Defect | Class Il Hospital
Device Correction
18/07/2019 HEYEX 2 image management Medical Product Defect | Class Il Hospital
components of SPECTRALIS PC | Device Correction
Software
18/07/2019 Jointrep Cartilage Thermogel Kit | Medical Product Defect | Class Il Hospital
- OLM-JR001 Device Correction
18/07/2019 Monaco version 5.10 or 5.11 Medical Product Defect | Class | Hospital
using Elekta motorised wedges | Device Correction
18/07/2019 Pulsavac Plus Wound Medical Recall Class Il Hospital
Debridement System Device
18/07/2019 QlIAsymphony SP instrument Medical Product Defect | Class Il Hospital
(Software 5.0.3). An in vitro Device Correction
diagnostic medical device (VD)
17/07/2019 IMMULITE 2000/2000 XPi - Medical Product Defect | Class Il Hospital
Progesterone (PRG). An in vitro | Device Correction
diagnostic medical device (VD).
17/07/2019 ImmunoCAP Tryptase Control. Medical Recall Class Il Hospital
An in vitro diagnostic medical Device
device (VD)
17/07/2019 Mircoaire SmartRelease system | Medical Product Defect | Class llI Hospital
Device Correction
17/07/2019 MULTIGENT Lithium and Alinity | Medical Product Defect | Class Il Hospital
¢ Lithium Reagents. An in vitro Device Correction
diagnostic medical device (VD)
17/07/2019 SYNCHRON Systems Medical Product Defect | Class Il Hospital
Amphetamines (AMPH) Device Correction

Reagent. An in vitro diagnostic
medical device (IVD)

15/07/2019 Azurion Interventional Medical Product Defect | Class Il Hospital
Fluoroscopic X-ray System, with | Device Correction
software version 1.2
12/07/2019 Calibration Serum Level 3. Anin | Medical Product Defect | Class Il Hospital
vitro diagnostic medical device Device Correction
(IVD)
12/07/2019 GETINGE Steam Steriliser Medical Product Defect | Class Il Hospital
Device Correction
12/07/2019 NEUTROGENA Visibly Clear Medical Recall Class I Consumer
Light Therapy Acne Mask and Device
Activator
10/07/2019 Individual GRIPPER Needles Medical Recall Class Il Hospital
and PORT-A-CATH Trays Device
containing GRIPPER Needles
9/07/2019 Edwards Lifesciences IntraClude | Medical Recall Class | Hospital
Intra-aortic Occlusion Device Device
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9/07/2019 SOMATOM Confidence, Medical Product Defect | Class Il Hospital
SOMATOM Drive, SOMATOM Device Correction

Definition Edge, SOMATOM
Definition AS, SOMATOM
Definition Flash, SOMATOM
Edge Plus, SOMATOM Force
with software syngo CT VB10A

9/07/2019 VIP RIA (Vasoactive Intestinal Medical Recall Class I Hospital
Polypeptide) kits. An in vitro Device
diagnostic medical device (VD)

8/07/2019 BD Connecta Plus3 White (3 Medical Recall Class Il Hospital
way stopcock) Device

8/07/2019 Morcher Capsular Tension Rings | Medical Recall Class Il Hospital

Type 13 Right, Type 13A Right Device
and Type 13B Right

8/07/2019 Phadia 1000 instrument. An in Medical Product Defect | Class Il Hospital
vitro diagnostic medical device Device Correction
(IVD)
8/07/2019 TechnegasPlus Generator Medical Product Defect | Class Il Hospital
Device Correction
5/07/2019 MAC VU360 systems Medical Product Defect | Class Il Hospital
Device Correction
5/07/2019 Tina-quant Myoglobin Gen. 2 for | Medical Product Defect | Class | Hospital
use on cobas c 311 analysers Device Correction

and cobas ¢ 501/502 modules.
An in vitro diagnostic medical

device (VD)
4/07/2019 MAGEC System Medical Hazard Alert Class Il Hospital
Device
4/07/2019 Mako System SS2U Computer Medical Product Defect | Class Il Hospital
Device Correction
3/07/2019 ADVIA 120/2120/2120i Diff Medical Recall Class Il Hospital
Timepac Assays. An in vitro Device
diagnostic medical device (IVD)
2/07/2019 AQUIOS IMMUNO-TROL Low Medical Recall Class I Hospital
Cells. An in vitro diagnostic Device
medical device (VD)
2/07/2019 CT Expres Day Set llI Medical Recall Class Il Hospital
Device
2/07/2019 DRX-Ascend and Q-Rad System | Medical Product Defect | Class Il Hospital
Overhead Tube Crane (OTC) Device Correction
Assembly
2/07/2019 Revolution CT Scanners Medical Product Defect | Class I Hospital
Device Correction
2/07/2019 Spectrum Medical Quantum Medical Product Defect | Class I Hospital
Perfusion Systems Device Correction
28/06/2019 iGUIDE 2.2 Medical Product Defect | Class I Hospital
Device Correction
28/06/2019 Stainless Steel Interstitial Medical Recall Class Il Hospital
Needles, 17 Gauge Device
27/06/2019 Various Evolutis Femoral Rasps | Medical Recall Class Il Hospital
Device
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24/06/2019 Various GlidePath Standard and | Medical Recall Class Il Hospital
Haemodialysis Catheters Device

21/06/2019 Alinity ci-series System Control Medical Product Defect | Class Il Hospital
Module. An in vitro diagnostic Device Correction
medical device (VD)

21/06/2019 BD MaxZero Needleless Medical Product Defect | Class Il Hospital
Connector and associated Device Correction
Extension Sets

21/06/2019 MID-Tube, Orogastric calibration | Medical Recall Class Il Hospital
Tube Device

20/06/2019 cobas 6800 System. An in vitro Medical Product Defect | Class Il Hospital
diagnostic medical device (IVD) | Device Correction

20/06/2019 Fluoron F-Octane and F-Decalin | Medical Recall Class Il Hospital
(syringe delivery format) Device

20/06/2019 Tenor Passive Floor Lift Medical Product Defect | Class IlI Hospital

Device Correction

19/06/2019 BrightView SPECT, BrightView Medical Product Defect | Class Il Hospital
X, BrightView XCT Device Correction

18/06/2019 ACUSON SC2000 VB20 and Medical Product Defect | Class llI Hospital
VB21 and the eSie Flow Device Correction
software (SW) license

18/06/2019 ARCHITECT Ceruloplasmin Medical Product Defect | Class Il Hospital
Reagent Kit and Alinity ¢ Device Correction

Ceruloplasmin Reagent Kit. An in
vitro diagnostic medical device

(IvD)
18/06/2019 DiaClon Rh-Subgroups + K. An Medical Product Defect | Class I Hospital
in vitro diagnostic medical device | Device Correction
(VD)
18/06/2019 OVC3 16.17L A3 Refills Medical Recall Class Il Hospital
Device
18/06/2019 UX-2000 Fully Automated Medical Product Defect | Class I Hospital
Integrated Urine Analyser. Anin | Device Correction
vitro diagnostic medical device
(IVD)
17/06/2019 ACHRADb RIA kits. An in vitro Medical Recall Class Il Hospital
diagnostic medical device (IVD) | Device
17/06/2019 ALT/GPT, Creatine Kinase and Medical Product Defect | Class Il Hospital
Glucose HK assays. An in vitro Device Correction
diagnostic medical device (VD)
17/06/2019 Comprehensive Reverse Medical Recall Class Il Hospital
Shoulder Instrument Case — Device
Total (Outer Case Vault Only)
14/06/2019 6F Sherpa NX Active Catheters | Medical Recall Class I Hospital
Device
14/06/2019 ARTIS zee and AXIOM Artis Medical Product Defect | Class Il Hospital
systems with generator A100 Device Correction
14/06/2019 ZOLL AED PRO Product Family | Medical Product Defect | Class | Hospital
Device Correction
12/06/2019 Artis zee and Artis Q systems Medical Product Defect | Class Il Hospital
Device Correction
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12/06/2019 Assayed Bovine Multi-Sera - Medical Product Defect | Class I Hospital
Level 1. An in vitro diagnostic Device Correction
medical device (VD)
12/06/2019 SterilAmp SA/6 Certificate of Medical Product Defect | Class Il Hospital
Analysis Device Correction
12/06/2019 SYNCHRON Systems Medical Recall Class Il Hospital

Phosphorus Reagent (PHOSm). | Device
An in-vitro diagnostic medical

device (VD)

11/06/2019 BD Microtainer Tubes. An in vitro | Medical Recall Class Il Hospital
diagnostic medical device (IVD) | Device

7/06/2019 Senographe Pristina with Serena | Medical Product Defect | Class Il Hospital
Systems Device Correction

7/06/2019 Spectra Optia Apheresis System | Medical Product Defect | Class Il Hospital

Device Correction

5/06/2019 BD Alaris Pump Model 8100 Medical Recall Class | Hospital
Infusion Sets and Alaris Infusion | Device
Sets

5/06/2019 Philips Incisive Computed Medical Product Defect | Class Il Hospital
Tomography X-Ray System Device Correction

5/06/2019 Rifton Tram and E -Pacer - Medical Product Defect | Class Il Retall
Standard and Low Leg Device Correction

5/06/2019 Sheridan Endotracheal Tubes Medical Product Defect | Class Il Hospital
and Connectors, 15mm Device Alert

4/06/2019 Elecsys Syphilis 200 tests. Anin | Medical Product Defect | Class Il Hospital
vitro diagnostic medical device Device Correction
(IVD)

4/06/2019 Filter-Tips, 1500 pl (1024) used Medical Recall Class Il Hospital
with QIAsymphony SP/AS Device

Instruments. An in vitro
diagnostic medical device (VD)

3/06/2019 ECG Trunk Cables and Medical Product Defect | Class | Hospital
Leadwires Device Correction
31/05/2019 Alinity i BNP Calibrators and Medical Recall Class Il Hospital

Controls. An in vitro diagnostic Device
medical device (IVD)

31/05/2019 ARCHITECT BNP Calibrators Medical Recall Class I Hospital
and Controls. An in vitro Device
diagnostic medical device (VD)

31/05/2019 Sensation Plus 7.5Fr 40cc Intra- | Medical Recall Class Il Hospital
Aortic Balloon Catheter with Device
Accessories Kits

31/05/2019 SenTech Membrane Changer Medical Recall Class Il Retail
and Insert Device

31/05/2019 UniCel DxH 800/600/900 Coulter | Medical Product Defect | Class | Hospital
Cellular Analysis System. An in Device Correction
vitro diagnostic medical device
(IVD)

30/05/2019 Codan Extension Set Medical Recall Class Il Hospital

Device
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30/05/2019 HeartStart MRx Medical Product Defect | Class | Retail
Defibrillator/Monitor Device Correction
29/05/2019 Human Assayed Control Level 2. | Medical Product Defect | Class Il Hospital
An in vitro diagnostic medical Device Correction
advice (IVD).
29/05/2019 HyLED Surgical Light Series 7, 8 | Medical Product Defect | Class Il Hospital
and 9 Device Correction
29/05/2019 J623 Power Wheel Chairs Medical Product Defect | Class I Consumer
("Jazzy 623") fitted with Dynamic | Device Correction
Controls Shark Power Module
28/05/2019 Alinity ci-series System Control Medical Product Defect | Class Il Hospital
Module. An in vitro diagnostic Device Correction
medical device (VD)
28/05/2019 Diluent Tubing on the CELL-DYN | Medical Recall Class Il Hospital
Emerald Analyser. An in vitro Device
diagnostic medical device (VD)
28/05/2019 Multiple ARCHITECT Assays. An | Medical Product Defect | Class Il Hospital
in vitro diagnostic medical device | Device Correction
(IVD)
28/05/2019 Various Adjustable Crutches Medical Recall Class lll Retall
Device
24/05/2019 Covidien Endo GIA Articulating Medical Recall Class Il Hospital
Reloads with Tri-Staple Device
Technology
24/05/2019 Multiple Alinity c Assays. An in Medical Product Defect | Class Il Hospital
vitro diagnostic medical device Device Correction
(IVD)
23/05/2019 Femoral Head Allograft Biological | Hazard Alert Class Il Hospital
22/05/2019 CEM-530 Specular Microscope | Medical Product Defect | Class I Hospital
Device Correction
22/05/2019 Tilt & Recline Shower Commode: | Medical Product Defect | Class Il Consumer
Aspire, 46cm and 53cm Device Correction
22/05/2019 twinSys impactor with offset Medical Recall Class I Hospital
Device
21/05/2019 Alaris System Pump module Medical Product Defect | Class | Hospital
(LVP) 8100 Device Correction
21/05/2019 Draeger Patient Monitors; Medical Product Defect | Class Il Hospital
Delta/Delta XL/Kappa Device Correction
21/05/2019 LVivo EF app on Vscan Extend Medical Product Defect | Class I Hospital
Device Correction
21/05/2019 MAGNETOM Vida and Sola with | Medical Product Defect | Class Il Hospital
syngo MR XA11 software Device Correction
21/05/2019 Radiometer ABL800 series Medical Product Defect | Class Il Hospital
analysers. An in vitro diagnostic | Device Correction
medical device (IVD).
20/05/2019 3M Steri-Strip Elastic Skin Medical Product Defect | Class llI Retall
Closures, E4540 Device Correction
20/05/2019 Curam Duo 400/57mg Powder Medicine Recall Class Il Consumer
For Oral Suspension,
(amoxycillin/clavulanic acid)
60mL
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20/05/2019 Philips Incisive Computed Medical Product Defect | Class Il Hospital
Tomography X-Ray System Device Correction

17/05/2019 GETINGE WD15 Claro — Medical Product Defect | Class Il Hospital
Washer Disinfector Device Correction

17/05/2019 GMK UNI Femur sizes 3 & 4 - Medical Hazard Alert Class I Hospital
non anatomic version Device

17/05/2019 Horizon Cardiology Hemo and Medical Product Defect | Class | Hospital
McKesson Cardiology Hemo Device Correction

17/05/2019 Wombat Living size 3 Medical Product Defect | Class Il Retail

Device Correction
16/05/2019 DEFIGARD Touch 7 Medical Product Defect | Class | Hospital
Device Correction

16/05/2019 iQ Control/Focus Set. An in vitro | Medical Product Defect | Class IlI Hospital
diagnostic medical device (IVD) | Device Correction

16/05/2019 Medicina ENFit NGP and Ryles | Medical Product Defect | Class I Hospital
Nasogastric Feeding Tubes Device Correction

16/05/2019 Orbera Intragastric Balloon Medical Product Defect | Class | Retall
System and BIB Intragastric Device Correction
Balloon System

16/05/2019 Philips IntelliVue Information Medical Product Defect | Class llI Hospital
Center iX / Patient Information Device Correction
Center iX IntelliBridge System

16/05/2019 Portico Solo Re-Collapsible Medical Recall Class | Hospital
Access System Device

16/05/2019 Power Express Sample Medical Product Defect | Class I Hospital
Processing System. An in vitro Device Correction
diagnostic medical device (VD)

16/05/2019 Various Gastric Tubes and Medical Recall Class | Hospital
Catheters Device

16/05/2019 Various oral complementary Medicine Recall Class | Consumer

medicines containing Fallopia
multiflora from Global

Therapeutics

16/05/2019 Various Schiller Defibrillation Medical Recall Class | Consumer
Electrodes Device

13/05/2019 BD PhaSeal C61 Secondary Set | Medical Recall Class | Hospital

Device

13/05/2019 BVI Ophthalmic Instrument Medical Recall Class lll Hospital
Wipes and Wicks Device

13/05/2019 Creatine Kinase on the ADVIA Medical Recall Class Il Hospital

Chemistry Platform. An in vitro Device
diagnostic medical device (VD)

13/05/2019 Creatine Kinase on the Atellica Medical Recall Class Il Hospital
Chemistry Platform. An in vitro Device
diagnostic medical device (VD)

13/05/2019 O-ARM 1000 Imaging System Medical Product Defect | Class Il Hospital
Device Correction

10/05/2019 BILT3 and LACT2 assays for use | Medical Product Defect | Class llI Hospital
on the Cobas Integra 400 plus Device Correction

analyser. An in vitro diagnostic
medical device (IVD).
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9/05/2019 Achilles EXPII Systems with Medical Product Defect | Class Il Hospital
power cords Device Correction

8/05/2019 All Philips EPIQ & Affiniti Medical Product Defect | Class | Hospital
Ultrasound Systems with Device Correction
software version 4.0

8/05/2019 ARCHITECT c Systems Mixer. Medical Product Defect | Class I Hospital
An in vitro medical device (IVD) | Device Correction

8/05/2019 Medtronic HeartWare Monitor Medical Product Defect | Class Il Hospital
AC Adapter Device Correction

6/05/2019 Atellica UAS 800 Analyser. An in | Medical Product Defect | Class Il Hospital
vitro diagnostic medical device Device Correction
(IVD).

6/05/2019 Immunohaematology control - Medical Product Defect | Class | Hospital
IH-QCL1. An in vitro diagnostic Device Correction
medical device (VD)

6/05/2019 LymphoTrack Dx PGM s/w Medical Product Defect | Class Il Hospital
v2.4.4 or older supplied with Device Correction

Product # V91210057 &
LymphoTrack Dx IGH FR1/2/3
Assay — PGM. An in vitro
diagnostic medical device (VD)

6/05/2019 MAHURKAR acute catheters Medical Product Defect | Class | Hospital
Device Correction
6/05/2019 Matrx Digital MDM Mixer Medical Product Defect | Class Il Retail
Device Correction
6/05/2019 Prismaflex Sets Medical Product Defect | Class Il Hospital
Device Alert
6/05/2019 SureTyper Software v6.0.0 - Medical Product Defect | Class Il Hospital
STTPGRX. An in vitro diagnostic | Device Correction
medical device (IVD)
3/05/2019 IntelePACS software versions Medical Product Defect | Class llI Hospital
4.11.1 and later Device Correction
3/05/2019 MitraClip XTR Clip Delivery Medical Product Defect | Class | Hospital
System Device Correction
3/05/2019 Philips SureSigns VS3/VS4 Medical Product Defect | Class | Retail
Monitors Device Correction
3/05/2019 Prismaflex Devices with software | Medical Product Defect | Class I Hospital
version 8.10 Device Correction
2/05/2019 2.7 Degree Angled Sagittal Saw | Medical Recall Class Il Hospital
attachment and 2.7 Degree Device
Straight Sagittal Saw attachment
2/05/2019 IMMAGE Immunochemistry Medical Recall Class Il Hospital
Systems Immunoglobulin M Device

(IGM) Reagent. An in vitro
diagnostic medical device (IVD).

2/05/2019 IntroFlex Introducers Medical Recall Class Il Hospital
Device
2/05/2019 Solero Microwave Tissue Medical Product Defect | Class Il Hospital
Ablation (MTA) System, Device Correction

Generator and Applicators
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2/05/2019 Xenform Soft Tissue Repair Medical Recall Class | Hospital
Matrix and Pinnacle LITE Pelvic | Device
Floor Repair Kit, Posterior

1/05/2019 EnCor Breast Biopsy Probes Medical Product Defect | Class Il Hospital
Device Correction

1/05/2019 VOLISTA light head Medical Product Defect | Class I Hospital
Device Correction

30/04/2019 Access Free T3, Access Total Medical Product Defect | Class Il Hospital
T3, Access Free T4, Access Gl Device Correction

Monitor (Gl Mon), Access
Thyroglobulin (Tg), Access
Thyroglobulin Antibody II
(TgAbll). An in vitro diagnostic
medical device (IVD).

30/04/2019 Alere NT-proBNP. An in vitro Medical Recall Class I Hospital
diagnostic medical device (IVD) | Device

30/04/2019 Monoject Standard Hypodermic | Medical Recall Class Il Hospital
Needle, 14 G x 1-1/2 Device

30/04/2019 SOMATOM go. systems with s/w | Medical Product Defect | Class Il Hospital
version VA20A, VA20A _SPO or | Device Correction
VA20A_SP1 to VA20A_SP2

30/04/2019 Sysmex SP-50 slidemaker- Medical Product Defect | Class Il Hospital
stainer. An in vitro diagnostic Device Correction
medical device (IVD).

30/04/2019 Zenith Alpha Abdominal Medical Recall Class | Hospital
Endovascular Graft Device

26/04/2019 Alvarado Knee Holder Base Medical Recall Class Il Hospital

Plate Assembly and Foot Piece | Device
& Alvarado Il Base Plate and

Foot Piece

26/04/2019 Kwart Retro-Inject Stent Sets Medical Product Defect | Class I Hospital
and Salle Intraoperative Device Correction
Pyeloplasty Stent Sets

26/04/2019 Technetium-99m Cardiolite Medicine Recall Class Il Hospital

26/04/2019 Weleda Baby Teething Powder Medicine Recall Class | Consumer
60g

24/04/2019 3M Reston Self-Adhering Foam | Medical Product Defect | Class Il Hospital
Pads Device Correction

24/04/2019 Alinity ¢ Cuvette Segment. Anin | Medical Product Defect | Class Il Hospital
vitro diagnostic medical device Device Correction
(IVD)

24/04/2019 Biograph Vision 600 and Medical Product Defect | Class Il Hospital
Biograph Vision 600 Edge (with | Device Correction

VG75A or B software and the
PATLAK reconstruction license)

24/04/2019 Thermistor for Cooling Unit. An Medical Product Defect | Class llI Hospital
in vitro diagnostic medical device | Device Correction
(IVD)

18/04/2019 ACDA Anticoagulant Solution Medical Recall Class I Hospital

Device

18/04/2019 Carestream Onsight 3D Medical Product Defect | Class I Hospital

Extremity System Device Correction
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18/04/2019 Diode Fibers used with Dornier Medical Recall Class Il Hospital
Standard Diode and Nd:YAG Device
Lightguides

18/04/2019 Liaison XL and Liaison XL LAS Medical Product Defect | Class Il Hospital
with POM Stirrer Bar M. An in Device Correction
vitro diagnostic medical device
(IVD).

18/04/2019 Medwarm neonate and Medical Recall Class | Hospital
Medwarm neonate with Skin Device
temp port and probe

18/04/2019 Philips Intellivue MX40 Patient Medical Product Defect | Class | Hospital
Worn Monitors Device Correction

18/04/2019 VITEK MS Preparation Station Medical Product Defect | Class llI Hospital
software. An in vitro diagnostic Device Correction
medical device (VD)

17/04/2019 LimiTorr Volume Limiting Medical Product Defect | Class Il Hospital
External CSF Drainage and Device Correction
Monitoring Systems

17/04/2019 Various Foot and Ankle Medical Recall Class Il Hospital
Instruments (Drill / Tap and Device
Countersink)

16/04/2019 Various ARTIS zee and ARTIS Medical Product Defect | Class Il Hospital
Q/Q.zen systems Device Correction

15/04/2019 Femoral Head Allograft Biological | Hazard Alert Class Il Hospital

15/04/2019 RUSCH Lasertube Medical Recall Class Il Hospital

Device

15/04/2019 Swan-Ganz Thermodilution Medical Product Defect | Class I Hospital
Catheter Double Lumen Device Correction

12/04/2019 T7 Cannulated Driver AO and T7 | Medical Recall Class I Hospital
Driver Solid AO Device

11/04/2019 Alinity i Processing Module. An Medical Product Defect | Class Il Hospital
in vitro diagnostic medical device | Device Correction
(IVD).

11/04/2019 Chromophare F 528/F 628 Medical Product Defect | Class Il Hospital
Surgical Lights Device Correction

11/04/2019 Covidien Emprint Percutaneous | Medical Product Defect | Class | Hospital
Antennas with Thermosphere Device Correction
Technology

11/04/2019 CyberKnife M6 and CyberKnife Medical Product Defect | Class Il Hospital
VSI Secondary Collimation Device Correction
Subsystem with software version
11.x

11/04/2019 Mercury Advance V1 Control Medical Recall Class Il Hospital
Unit Device

11/04/2019 MobileDiagnost wDR Medical Product Defect | Class Il Hospital

Device Correction

11/04/2019 OXOID MICE Strip MA0122 — Medical Recall Class Il Hospital
Ceftriaxone32. An in vitro Device
diagnostic medical device (VD)
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11/04/2019 TactiSys Quartz Equipment Medical Product Defect | Class I Hospital
operating on Software Version Device Correction
1.7.0
10/04/2019 Pericardiocentesis Catheter Set | Medical Recall Class Il Hospital
Device
9/04/2019 Femoral Head Allograft Biological | Hazard Alert Class Il Hospital
9/04/2019 Microbore Y-Type Extension Set | Medical Recall Class Il Hospital
and Catheter Extension Set with | Device
Clearlink - Male Luer Lock
Adapter
9/04/2019 Mobile OR-Table MEERA Medical Product Defect | Class | Hospital
Device Correction
8/04/2019 Auriga 30 Laser System Medical Product Defect | Class I Hospital
Device Correction
8/04/2019 CSZ Haemotherm 400CE Medical Recall Class | Hospital
System Device
5/04/2019 HeartMate 3 LVAD implant Medical Recall Class Il Hospital
Device
5/04/2019 Visiwipe Instrument Wipe 73 x Medical Recall Class lll Hospital
73mm Device
5/04/2019 Wolf 445nm Medical Product Defect | Class Il Hospital
Device Correction
4/04/2019 Alinity hg Analyser. An in vitro Medical Product Defect | Class Il Hospital
diagnostic medical device (IVD). | Device Correction
4/04/2019 Cios Spin Medical Product Defect | Class I Hospital
Device Correction
4/04/2019 Philips Access CT Systems Medical Product Defect | Class Il Hospital
Device Correction
4/04/2019 RealTime HBV Control Kit and Medical Product Defect | Class lll Hospital
RealTime CMV Control Kit. An in | Device Correction
vitro diagnostic medical device
(IVD)
4/04/2019 Single-patient use drills for Medical Recall Class I Retall
NobelReplace (Tapered Dirills, Device
Dense Bone Dirills, Screw Taps),
Guided Start Drills/Counterbores
and Guided Counterbores for
NobelReplace, Implant Retrieval
Instruments and Abutment
Screw Retrieval Instruments
3/04/2019 Custom Tubing Sets Medical Recall Class | Hospital
Device
3/04/2019 Drager Infinity Acute Care Medical Product Defect | Class Il Hospital
System (IACS) and Infinity M540 | Device Correction
Stand Alone Patient Monitor
3/04/2019 G-6-PDH Deficient and Normal Medical Product Defect | Class | Hospital
Control. An in vitro diagnostic Device Correction
medical device (VD)
3/04/2019 Lypochek Specialty Medical Product Defect | Class I Hospital
Immunoassay Control. An in vitro | Device Correction
diagnostic medical device (VD)
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3/04/2019 VariFit Sterile Single Use Adult Medical Recall Class Il Hospital
Thigh Cuffs, Single Port, Single | Device
Bladder
2/04/2019 Atellica CH 930 Analyser. Anin | Medical Product Defect | Class llI Hospital
vitro diagnostic medical device Device Correction
(IVD).
2/04/2019 Dréager Disposable VentStar Medical Product Defect | Class | Hospital
Helix Dual Heated Breathing Device Correction
Circuit
2/04/2019 Femoral Head Allograft Biological | Hazard Alert Class I Hospital
2/04/2019 FilmArray - Blood Culture Medical Product Defect | Class I Hospital
Identification (BCID) Panel used | Device Correction
with bioMérieux BACT/ALERT
Blood Culture Bottles. An in vitro
diagnostic medical device (VD)
2/04/2019 Intraluminal Staplers (ILS) Medical Product Defect | Class | Hospital
Device Correction
2/04/2019 MAJ-209 Suction Valve Medical Product Defect | Class Il Hospital
Device Correction
1/04/2019 Aisys Anaesthesia Devices Medical Product Defect | Class | Hospital
Device Correction
1/04/2019 Hamilton C6 Ventilators Medical Product Defect | Class Il Hospital
Device Correction
29/03/2019 Heater-Cooler 3T, 230V Medical Product Defect | Class Il Hospital
Device Correction
29/03/2019 Mylanta Antacid Double Strength | Medicine Product Defect | Class Il Consumer
500 mL oral liquid bottle Correction
29/03/2019 RT Elements Radiation Medical Product Defect | Class | Hospital
Treatment Planning Software Device Correction
29/03/2019 VITROS XT 7600 Integrated Medical Product Defect | Class | Hospital
System. An in vitro diagnostic Device Correction
medical device (IVD)
27/03/2019 cobas p 701 post-analytical Medical Product Defect | Class Il Hospital
units. An in vitro diagnostic Device Correction
medical device (IVD)
27/03/2019 TM55 Stress Testing Treadmills | Medical Product Defect | Class Il Hospital
Device Correction
26/03/2019 Drill Mini-Trephination 2.0mm Medical Recall Class I Hospital
Device
26/03/2019 Freedom EVOlyzer 2 150/8. An Medical Product Defect | Class Il Hospital
in vitro diagnostic medical device | Device Correction
(IVD)
26/03/2019 Miller and Fogarty Medical Recall Class | Hospital
Atrioseptostomy Catheters Device
25/03/2019 Dang Gui Yin Zi (Tangkuei & Medicine Recall Class Il Consumer
Tribulus combination)
25/03/2019 syngo.CT Cardiac Function and | Medical Product Defect | Class Il Hospital
syngo.CT Cardiac Planning Device Correction
22/03/2019 Cios Alpha VA20 Systems Medical Product Defect | Class I Hospital
Device Correction
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22/03/2019 Connection Lead SP (12V) for Medical Recall Class Il Hospital
Infusomat Space, Infusomat Device
Space P and Perfusor Space
22/03/2019 Femoral Head, living donor - Biological | Hazard Alert Class Il Hospital
bone, morselised, frozen,
irradiated
21/03/2019 ProCell Il M for use on cobas e Medical Product Defect | Class | Hospital
801 analytical unit. An in vitro Device Correction
diagnostic medical device (VD)
20/03/2019 da Vinci Xi/ X Erbe Footswitch Medical Product Defect | Class Il Hospital
Device Correction
20/03/2019 Femoral head, living donor - Biological | Hazard Alert Class I Hospital
bone, morsellised, frozen,
irradiated
20/03/2019 Leica Biosystems Cryostat Medical Product Defect | Class I Hospital
Devices. An in vitro diagnostic Device Correction
medical device (IVD)
20/03/2019 Shui An and Yang Xue Sheng Fa | Medicine Recall Class I Consumer
Capsules
19/03/2019 Arthrem capsules Medicine Product Defect | Class Il Retail
Correction
19/03/2019 F-18 FDG Injection Medicine Product Defect | Class llI Hospital
(Fludeoxyglucose F18) Correction
19/03/2019 Giraffe Bedded Warmers and Medical Product Defect | Class | Hospital
Panda iRes Warmers Device Correction
19/03/2019 IMAGEnet 6 Ophthalmic Data Medical Product Defect | Class Il Retall
System Device Correction
19/03/2019 Polished Finned 1 Piece Tibial Medical Hazard Alert Class Il Hospital
Tray 71mm Device
18/03/2019 A610 DBS Clinician Programmer | Medical Product Defect | Class Il Hospital
Application Device Correction
18/03/2019 Albumin BCP. An in vitro Medical Product Defect | Class | Hospital
diagnostic medical device (IVD) | Device Correction
18/03/2019 Glyceryl Trinitrate 300mcg Medicine Recall Class Il Retail
Tablets 100, Martindale UK
18/03/2019 Stephanix D2RS System Medical Product Defect | Class Il Hospital
Device Correction
18/03/2019 VAMP Optima Blood Sampling Medical Recall Class I Hospital
System Device
15/03/2019 Complementary Medicines Medicine Recall Class Il Consumer
Containing Fallopia Multiflora -
Herbal International
15/03/2019 Mobility Plus Wheelchairs - Medical Product Defect | Class Il Consumer
Malte, Malte-Outdoor and Marcy | Device Correction
14/03/2019 ALBACIone Anti-Leb. An invitro | Medical Recall Class Il Hospital
diagnostic medical device (IVD) | Device
14/03/2019 Alinity ci-series Software version | Medical Product Defect | Class Il Hospital
2.5.1. An in vitro diagnostic Device Correction
medical device (VD)
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14/03/2019 Atellica Solution Products. Anin | Medical Product Defect | Class Il Hospital
vitro diagnostic medical device Device Correction
(IVD)
14/03/2019 Canon XR System DRAD- Medical Product Defect | Class Il Hospital
3000E/W8, Radrex with Wireless | Device Correction
FPD
14/03/2019 Infinity Acute Care System Medical Product Defect | Class | Hospital
(IACS) and Infinity M540 Stand Device Correction
Alone Monitor
13/03/2019 enFlow Fluid Warming System Medical Recall Class | Hospital
Device
13/03/2019 VICRYL Absorbable Suture Medical Recall Class Il Hospital
Device
12/03/2019 Lafomed Premium B Class Medical Product Defect | Class llI Retail
Autoclaves Device Correction
12/03/2019 MultiDiagnost-Eleva, Medical Product Defect | Class Il Hospital
OmniDiagnost-Eleva and Device Correction
OmniDiagnost-Classic
12/03/2019 Speedlock Knotless Fixation Medical Product Defect | Class Il Hospital
Implants Device Correction
8/03/2019 GlideScope Go Video Medical Product Defect | Class llI Hospital
Laryngoscopy System Device Correction
7/03/2019 FilmArray Gastrointestinal (Gl) Medical Product Defect | Class Il Hospital
Panel. An in vitro diagnostic Device Correction
medical device (IVD).
7/03/2019 Genex Putty 5cc Medical Recall Class Il Hospital
Device
7/03/2019 Hamilton G5/S1 Ventilators Medical Product Defect | Class | Hospital
Device Correction
7/03/2019 Radiometer TCM5 FLEX/ BASIC | Medical Recall Class | Hospital
Transcutaneous Monitor Device
7/03/2019 TrueBeam Radiotherapy System | Medical Product Defect | Class Il Hospital
with Visual Coaching Device or Device Correction
EDGE or VitalBeam
6/03/2019 Alinity hg Analyser and Alinity hs | Medical Product Defect | Class I Hospital
Slide Maker Stainer Module. An | Device Correction
in vitro diagnostic medical device
(IVD)
6/03/2019 Arjo SARA 3000, Tenor and Medical Product Defect | Class IlI Hospital
Minstrel Patient Lifts Device Correction
6/03/2019 ChromID CPS/Horse Blood Medical Recall Class Il Hospital
Agar. An in vitro diagnostic Device
medical device (VD)
5/03/2019 Alinity ¢ and Alinity i Analysers. Medical Product Defect | Class Il Hospital
An in vitro diagnostic medical Device Correction
device (VD)
5/03/2019 MultiDiagnost-Eleva with Flat Medical Product Defect | Class Il Hospital
Detector and Allura Xper Device Correction
5/03/2019 Smartstitch PerfectPasser Medical Recall Class I Hospital
Connector Device
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4/03/2019 ImmunoCAP ISAC sIgE 112. An | Medical Recall Class Il Hospital
in vitro diagnostic medical device | Device
(IVD).

4/03/2019 Pulmonary Vein Ablation Medical Product Defect | Class | Hospital
Catheter GOLD (PVAC GOLD) Device Correction

4/03/2019 StentBoost Release 4.0, 4.1 and | Medical Product Defect | Class llI Hospital
4.2 Device Correction

1/03/2019 3.4mm Certain BellaTek Medical Recall Class I Retall
Abutment, ILDAT3 Device

1/03/2019 BD Phoenix AST Indicator and Medical Recall Class Il Hospital
BD Phoenix AP AST-S Indicator | Device
Bag. An in vitro diagnostic
medical device (VD)

1/03/2019 Femoral Head Allograft Biological | Hazard Alert Class Il Hospital

1/03/2019 StealthStation Cranial and Medical Product Defect | Class Il Hospital
Synergy Cranial Software Device Correction

28/02/2019 ARIA Radiation Therapy Medical Product Defect | Class I Hospital
Management Device Correction

28/02/2019 Dialysis start/stop set - FMC Medical Recall Class Il Hospital
Dialysis Fistula Pack #61 Device

28/02/2019 Edge Radiosurgery System or Medical Product Defect | Class Il Hospital
TrueBeam and VitalBeam Device Correction
Radiotherapy Systems

28/02/2019 neoBLUE blanket LED Medical Product Defect | Class Il Hospital
Phototherapy Systems Device Correction

28/02/2019 Spine & Trauma 3D Navigation Medical Product Defect | Class Il Hospital
System 1.0 Device Correction

28/02/2019 VariSeed 9.0 or Vitesse 3.0 Medical Product Defect | Class Il Hospital

Device Correction

28/02/2019 Velocity Advanced Imaging [Al], | Medical Product Defect | Class Il Hospital
Velocity Advanced Imaging Device Correction
Solutions [AIS] or VelocityGRID

28/02/2019 Velocity Advanced Imaging [Al], | Medical Product Defect | Class I Hospital
Velocity Advanced Imaging Device Correction
Solutions [AIS] or VelocityGRID

27/02/2019 Arjo Sara Plus Lift Medical Product Defect | Class llI Hospital

Device Correction

27/02/2019 Bivona Inner Cannula Medical Product Defect | Class Il Hospital
Tracheostomy Tube Device Correction

27/02/2019 THERA-Trainer balo / THERA- Medical Product Defect | Class Il Hospital
Trainer verto Device Correction

26/02/2019 CELL-DYN Emerald Analyser. Medical Product Defect | Class Il Hospital
An in vitro diagnostic medical Device Correction
device (IVD)

26/02/2019 GENTECH Medicine Recall Class I Hospital
Molybdenum(99Mo)/Technetium(
99mTc) sterile Generator for
production of Sodium
pertechnetate (99mTc) injection
multidose vial
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26/02/2019 Inferior Vena Cava (IVC) Filter Medical Product Defect | Class Il Hospital
Sets Device Correction

26/02/2019 Medtronic Model 37751 Medical Product Defect | Class | Hospital
Recharger, in Charging Systems | Device Correction

used with implantable
neurostimulators

22/02/2019 18Gx1-1/2IN TW Precision Glide | Medical Recall Class Il Hospital
Needles Device
21/02/2019 Ardo Sterile Tulips Nipple Medical Recall Class Il Hospital
Shields, Medium and Large Device
21/02/2019 Magquet Cardiopulmonary Pre- Medical Product Defect | Class Il Hospital
Bypass Filters used for Device Correction
Customised Tubing Packs
20/02/2019 Drager BabyLeo TN500 Medical Product Defect | Class Il Hospital
Incuwarmer Device Correction
20/02/2019 Exactamix Empty EVA Bags Medical Recall Class | Hospital
Device
19/02/2019 Citracal Plus D Medicine Recall Class lll Retall
19/02/2019 Duodenovideoscope TJF-160VR | Medical Product Defect | Class I Hospital
Device Correction
19/02/2019 Femoral Head Allograft Biological | Hazard Alert Class Il Hospital
19/02/2019 Multiple SOMATOM CT Medical Product Defect | Class Il Hospital
Scanners - syngo CT VB10A Device Correction
with Option Dual Spiral Dual
Energy
19/02/2019 Obturator, short cone 7" and Medical Recall Class Il Hospital
long cone 10" Device
19/02/2019 Terumo Needles Medical Recall Class Il Hospital
Device
15/02/2019 Access Thyroglobulin Antibody Il | Medical Recall Class I Hospital
(TgAbll) Reagent. An in vitro Device
diagnostic medical device (VD)
15/02/2019 Femoral Head Allograft Biological | Hazard Alert Class Il Hospital
14/02/2019 Bard Lifestream Balloon Medical Product Defect | Class | Hospital
Expandable Vascular Covered Device Correction
Stent
14/02/2019 Laryseal Flexi Laryngeal Mask Medical Recall Class Il Hospital
sizes 2 and 4 Device
14/02/2019 Mobile X-Ray System Medical Product Defect | Class Il Hospital
MobileDaRt Evolution Handle Device Correction
(MX8 Version)
13/02/2019 Alinity hg Analyser. An in vitro Medical Product Defect | Class Il Hospital
diagnostic medical device (IVD) | Device Correction
13/02/2019 BonAlive Putty MIS 5cc Medical Product Defect | Class llI Hospital
Device Correction
13/02/2019 Volcano Philips s5i/CORE/Core | Medical Product Defect | Class Il Hospital
Mobile systems with software Device Correction
v2.5 FFR/IFR
13/02/2019 Xia 3 Degen Tray and French Medical Product Defect | Class Il Hospital
Bender instrument Device Correction
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12/02/2019 Cordis Vista Brite Tip & ADROIT | Medical Recall Class Il Hospital
Guiding Catheters Device

12/02/2019 JURNISTA hydromorphone Medicine Product Defect | Class Il Consumer
hydrochloride 8 mg prolonged Correction
release 14 tablet blister pack

12/02/2019 Uroskop Omnia / Uroskop Omnia | Medical Product Defect | Class Il Hospital
Max Device Correction

11/02/2019 CL2 Femoral Stem, Standard Medical Product Defect | Class I Hospital
Offset, Collarless, Taper 12/14 - | Device Correction
Size 8

11/02/2019 Panda iRes Warmer with Medical Product Defect | Class Il Hospital
ResusView Heart Rate Feature Device Correction

11/02/2019 Radimetrics CDM Software Medical Product Defect | Class I Hospital

Device Correction

8/02/2019 ARCHITECT and Alinity i Medical Product Defect | Class Il Hospital
Estradiol Reagent Kits. An in Device Correction
vitro diagnostic medical device
(IVD)

8/02/2019 Certegra Workstation 1.0, Medical Product Defect | Class Il Hospital
software version 4.5 Device Correction

8/02/2019 LIFEPAK 15 Monitor/Defibrillator | Medical Product Defect | Class | Retall
& LIFEPAK 15 Device Correction
Monitor/Defibrillator Repair
Service Kit

8/02/2019 Sample Probe Cover for Aptio by | Medical Product Defect | Class Il Hospital
Siemens, Aptio by Inpeco and Device Correction
FlexLab Automation Interfaces
connected to ADVIA Chemistry
XPT. An in vitro diagnostic
medical device (IVD)

8/02/2019 Various Immunoassay Controls | Medical Product Defect | Class I Hospital
used with Siemens Immulite Device Correction
2000. An in vitro diagnostic
medical device (IVD)

6/02/2019 ARIA OIS for Radiation Medical Product Defect | Class I Hospital
Oncology version 15.5 MR1 Device Correction

6/02/2019 Eclipse Treatment Planning Medical Product Defect | Class Il Hospital
System Device Correction

4/02/2019 ACUSON NX2 / NX2 Elite and Medical Product Defect | Class I Hospital
ACUSON NX3 / NX3 Elite Device Correction
systems

4/02/2019 Coarse Milled Bone, Femoral Biological | Hazard Alert Class Il Hospital
Head

4/02/2019 NARDIL phenelzine 15mg (as Medicine Recall Class I Wholesale
sulfate) tablet bottle

4/02/2019 Percuvance Percutaneous Shaft | Medical Recall Class Il Hospital
29cm Device

1/02/2019 Edwards Commander Delivery Medical Product Defect | Class Il Hospital
System Device Correction

1/02/2019 SISS BABYCONTROL Medical Product Defect | Class I Hospital
Respiration monitors Device Correction
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1/02/2019 TrueBeam RadioTherapy Medical Product Defect | Class Il Hospital
Delivery System Device Correction

1/02/2019 VariSource HDR and Medical Product Defect | Class Il Hospital
GammaMed Device Correction

31/01/2019 Medical Grade Carbon Dioxide Medicine Product Defect | Class llI Hospital
Cylinders, C Size Correction

31/01/2019 NutriVital Premium Magnesium Medicine Recall Class Il Retail
Complete 100 Tablets

31/01/2019 OVC3 (One Visit Crown) 24/25 L | Medical Recall Class Il Retail
A2 Device

31/01/2019 OVC3 Hybrid Molar refill A3 - Medical Recall Class Il Retall
36.37 L Device

30/01/2019 AXIUS Blower / Mister Medical Recall Class Il Hospital

Device

30/01/2019 BioPlex 2200 ANA Screen Medical Product Defect | Class llI Hospital
Control Set. An in vitro Device Correction
diagnostic medical device (VD)

30/01/2019 OVC (One Visit Crown) Starter Medical Recall Class Il Hospital

Kit Package containing OVC3 Device
16/17s A3 refills

30/01/2019 Perifix Catheter Connector Medical Product Defect | Class Il Hospital
Device Correction

30/01/2019 STA — VWF:RCo reagent. Anin | Medical Product Defect | Class Il Hospital
vitro diagnostic medical device Device Correction
(IVD)

30/01/2019 UltraTemp Regular Kit and Medical Product Defect | Class Il Retail
UltraTemp Rez Fast Set Kit Device Correction

29/01/2019 5x75mm Kii Fios Advanced Medical Recall Class I Hospital
Fixation Access System Device

29/01/2019 MYXAZOLE clotrimazole 10 Medicine Recall Class Il Retail

mg/g and hydrocortisone acetate
11.2 mg/g cream tube

29/01/2019 Sonosite L25 Needle Guide Medical Recall Class I Hospital
Bracket Device
24/01/2019 EMPOVIR cidofovir 375 mg/5 mL | Medicine Recall Class Il Wholesale
concentrated injection for
infusion vial
24/01/2019 Ingenuity CT Core 128 Medical Product Defect | Class llI Hospital
Device Correction
24/01/2019 Philips PageWriter TC Medical Product Defect | Class Il Hospital
Cardiographs (TC20/30/50/70) Device Correction
22/01/2019 OA/RA Medicine Recall Class Il Consumer
22/01/2019 Philips Efficia CM Monitors Medical Product Defect | Class Il Retail
Device Correction
21/01/2019 Burr Oval 12 Flute 5.5mm x Medical Recall Class I Hospital
13cm Device
21/01/2019 Da Vinci S/SI Harmonic Ace Medical Recall Class Il Hospital
Curved Shear Insert Device
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21/01/2019 Otto Bock PUSH VALVE/MAG Medical Recall Class Il Hospital
VALVE Device

21/01/2019 Swan-Ganz Thermodilution Medical Recall Class Il Hospital
Catheter Device

18/01/2019 Edwards Lifesciences IntraClude | Medical Product Defect | Class I Hospital
Intra-aortic Occlusion Device Device Alert

18/01/2019 Electronic Thermometer supplied | Medical Recall Class | Consumer
in Tiny Tots First Aid Kits Device

18/01/2019 NutriVital Premium Glucosamine | Medicine Recall Class I Retail
1500 Plus

18/01/2019 VITEK 2 - Card Pouch Integrity. | Medical Product Defect | Class I Hospital
An in vitro diagnostic medical Device Correction
device (IVD)

16/01/2019 Adapta Dual Chamber Medical Recall Class | Hospital
Pacemakers Device

15/01/2019 ARIA Oncology Information Medical Product Defect | Class Il Hospital
System for Radiation Oncology, | Device Correction
versions 15.1, 15.5 & 15.6

15/01/2019 Baha Tamper-proof Battery Medical Recall Class | Retall
Door, 3pcs Device

14/01/2019 Disposable Cranial Perforator Medical Product Defect | Class Il Hospital
and Disposable Scalp Clips Device Correction

14/01/2019 Programmer Software Update Medical Product Defect | Class Il Hospital
Supporting the Micra Device Correction
Transcatheter Pacing System

14/01/2019 XN-10 automated haematology Medical Product Defect | Class Il Hospital
analysers. An in vitro diagnostic | Device Correction
medical device (IVD).

11/01/2019 Acusnare Polypectomy (Duck Bill | Medical Recall Class Il Hospital
Shaped) Snare Device

11/01/2019 Tritanium PL cages Medical Product Defect | Class Il Hospital

Device Correction
11/01/2019 UNIVERSA Soft & Firm Ureteral | Medical Recall Class I Hospital

Stent Sets, PTFE Wire Guide, Device
Percutaneous Entry Set &
Bander Ureteral Diversion Open-
End Stent Set

11/01/2019 Xper Flex Cardio Patient Medical Product Defect | Class Il Hospital
Monitoring System Device Correction

10/01/2019 RX Misano Analyser. An in vitro | Medical Product Defect | Class llI Hospital
diagnostic medical device (IVD) | Device Correction

10/01/2019 Various Suction Catheters, Medical Recall Class Il Hospital
Gastro-enteral Tubes, Device

Intermittent Urology Catheters,
Drainage Kits and sterile Urine
Drainage Bags

9/01/2019 Eclipse Treatment Planning Medical Product Defect | Class Il Hospital
System Device Correction
8/01/2019 Max VPC Tray Base & Max VPC | Medical Product Defect | Class I Hospital
Screw Caddy Brackets Device Correction
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7/01/2019 Fabian HFO, Fabian +nCPAP Medical Product Defect | Class I Hospital
evolution and Fabian Therapy Device Correction
evolution
7/01/2019 Fabian Therapy and Fabian Medical Product Defect | Class Il Hospital
+nCPAP evolution Device Correction
7/01/2019 Ingenuity TF PET/CT running Medical Product Defect | Class I Hospital
software version 4.0.2 Device Correction
(4.0.0.26645)
7/01/2019 Sandoz Irbesartan 150mg film- Medicine Recall Class Il Retail
coated tablets Blister pack 30's
4/01/2019 FDGEN fludeoxyglucose [18F] Medicine Product Defect | Class Il Hospital
200MBg/mL to 6000 MBg/mL Correction
injection vial
4/01/2019 FDGEN fludeoxyglucose [18F] Medicine Product Defect | Class Il Hospital
200MBg/mL to 6000 MBg/mL Correction
injection vial
3/01/2019 Various Philips MR Systems Medical Product Defect | Class Il Hospital
Device Correction
2/01/2019 Alinity i Processing Module. An Medical Product Defect | Class Il Hospital
in vitro diagnostic medical device | Device Correction
(IVD)
2/01/2019 Drager Disposable Breathing Medical Product Defect | Class | Hospital
Circuit Device Correction
2/01/2019 EliA ANA Positive Control 250 Medical Product Defect | Class llI Hospital
and EliA ANA Positive Control Device Correction
2500/5000. An in vitro diagnostic
medical device (IVD)
2/01/2019 Leica M525 F20 Microscope Medical Product Defect | Class Il Hospital
System Device Correction
2/01/2019 Panocell-16 Kit. An in vitro Medical Recall Class Il Hospital
diagnostic medical device (IVD) | Device
2/01/2019 Revision femoral neck H6Omm Medical Hazard Alert Class I Hospital
lateralised + Screw Device
31/12/2018 Integra MAYFIELD Skull Clamps | Medical Product Defect | Class Il Hospital
Device Correction
24/12/2018 Various Swan-Ganz Catheters Medical Recall Class Il Hospital
Device
21/12/2018 BILT3, IGM-2, and LACT2 Medical Product Defect | Class Il Hospital
Assays. An in vitro diagnostic Device Correction
medical device (IVD)
21/12/2018 Bronchi-cough pill (Qiguanyan Medicine Recall Class I Consumer
Kousu Tanchuanwan)
21/12/2018 COBAS INTEGRA 400 plus Medical Product Defect | Class I Hospital
analyser. An in vitro diagnostic Device Correction
medical device (IVD).
21/12/2018 Interactive Precision 10 Scan Medical Recall Class lll Retall
Adapters (3.00mmD and Device
3.40mmbD Platforms)
20/12/2018 ARCHITECT B12 Reagent Kit. Medical Recall Class Il Hospital
An in vitro diagnostic medical Device
device (VD)
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20/12/2018 ARCHITECT Rubella IgM Medical Recall Class Il Hospital
Reagent Kit. An in vitro Device
diagnostic medical device (VD).

20/12/2018 Autostainer Slide Racks. An in Medical Product Defect | Class Il Hospital
vitro diagnostic medical device Device Correction
(IVD)

20/12/2018 GETINGE XS32 Flat Screen Medical Product Defect | Class Il Hospital
Holder Device Correction

20/12/2018 IV Pole Collar for Spectra Optia | Medical Product Defect | Class Il Hospital
Apheresis System Device Correction

20/12/2018 Trima Accel Automated Blood Medical Product Defect | Class Il Hospital
Collection System Device Correction

20/12/2018 Xyrem (sodium oxybate) 500 Medicine Product Defect | Class I Retall
mg/mL oral solution Alert

18/12/2018 Femoral Head Allograft Biological | Hazard Alert Class Il Hospital

18/12/2018 GE Carescape One Monitor with | Medical Product Defect | Class Il Hospital
an ECG USB Patient Cable or Device Correction
SPO2 Masimo USB Patient
Cable

18/12/2018 Mako Onlay Insert Extractor Medical Recall Class Il Hospital

Device

18/12/2018 StealthAir Percutaneous Pin Medical Recall Class Il Hospital
Adapter Device

17/12/2018 Amica Generator, dual ablation Medical Recall Class Il Hospital

system (hybrid microwave and Device
radio frequency)

17/12/2018 APO-Valsartan 40/80/160/320mg | Medicine Recall Class Il Consumer
products

17/12/2018 Bayer Overhead Counterpoise Medical Product Defect | Class Il Hospital
mounting system Device Correction

17/12/2018 Dimension Vista Intelligent Lab Medical Product Defect | Class I Hospital
Systems using a Progard Device Correction

Pretreatment Pack on the
onboard Millipore Water
Purification Module (WPM). An in
vitro diagnostic medical device

(IVD)
17/12/2018 Fructosamine Calibrator, Medical Product Defect | Class I Hospital
Fructosamine Control 1 and Device Correction

Control 3. An in vitro diagnostic
medical device (IVD).

17/12/2018 MOSAIQ Radiation Oncology Medical Product Defect | Class Il Hospital
version Device Correction

17/12/2018 Sandoz IRBESARTAN/HCT Medicine Recall Class I Retall
batches

14/12/2018 ADVIA Centaur aTG. Anin vitro | Medical Recall Class Il Hospital
diagnostic medical device (IVD) | Device

14/12/2018 Atellica IM Anti-Thyroglobulin. An | Medical Recall Class I Hospital
in vitro diagnostic medical device | Device
(IVD).

14/12/2018 Femoral Head Allograft Biological | Hazard Alert Class Il Hospital
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14/12/2018 Femoral Head Allograft Biological | Hazard Alert Class Il Hospital
14/12/2018 Femoral Head Allograft Biological | Hazard Alert Class Il Hospital
14/12/2018 Power-LOAD (Cot Fastener) Medical Product Defect | Class Il Hospital
Device Correction
14/12/2018 Various Olympus Grasping Medical Product Defect | Class Il Hospital
Forceps and Biopsy Forceps Device Correction
13/12/2018 Platinium ICDs and CRT-Ds Medical Product Defect | Class | Hospital
Devices Device Correction
13/12/2018 Stryker Visum Il LED Surgical Medical Product Defect | Class I Hospital
Lighting system - EDS Device Correction

(Equipment Delivery System)
Light Suspensions, Central Axis

12/12/2018 Anatomic Tibial Base Plate for Medical Hazard Alert Class Il Hospital
fixed bearing insert cemented, Device
Size 4

12/12/2018 Mako Vizadiscs and Vizadisc Hip | Medical Recall Class Il Hospital
Tracking Kit Device

12/12/2018 MILRINONE-CLARIS milrinone Medicine Recall Class Il Hospital

(as lactate) 10 mg/10 mL
concentrated injection ampoule

12/12/2018 PP2001 HBA Agar Plates. Anin | Medical Recall Class Il Hospital
vitro diagnostic medical device Device
(IVD).

12/12/2018 Tropisetrion MYX 2mg/mL Medicine Recall Class I Wholesale
solution for injection or infusion
ampoules

12/12/2018 UniCel DxI 600 & 800 Access Medical Product Defect | Class I Hospital
Immunoassay Systems & UniCel | Device Correction

DxC 660i, 680i, 860i, 880i
Synchron Access Clinical
Systems. An in vitro diagnostic
medical device (IVD).

11/12/2018 Biograph Horizon Medical Product Defect | Class I Hospital
Device Correction
11/12/2018 PROXIMATE Haemorrhoidal Medical Recall Class Il Hospital
Circular Stapler Device
11/12/2018 Various Signa OpenSpeed, Medical Product Defect | Class Il Hospital
Infinity, Profile Ovation, Brivo, Device Correction

Optima, Creator and Explorer
MIR System software

10/12/2018 Celsite Safety SST601F 6.5F SI | Medical Recall Class Il Hospital
- Access Ports Device

10/12/2018 RayOne Trifocal RAO603F + Medical Recall Class I Hospital
10.5 D ADD 3.5 Intraocular Lens | Device

10/12/2018 Steelco DS1000 washers Medical Product Defect | Class I Hospital

Device Correction

7/12/2018 CORAIL Female Broaches (Size | Medical Hazard Alert Class Il Hospital

9-20) Device
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7/12/2018 Discovery NM 530c and Ventri Medical Product Defect | Class Il Hospital
Nuclear Medicine system using Device Correction

Premium (automatic) table and
with MS Windows Operating

System

7/12/2018 SHOEBOX Audiometry Standard | Medical Product Defect | Class llI Retall
and Pro V5.1. Device Correction

6/12/2018 MOSAIQ Radiation Oncology Medical Product Defect | Class Il Hospital
version 2.64 SP9 and higher Device Correction

using Varian True BEAM or
Varian 4D or Siemens RTT

5/12/2018 BD Burette Sets Medical Recall Class I Hospital
Device
5/12/2018 Bililed Maxi+ Phototherapy Unit | Medical Product Defect | Class Il Hospital
Device Correction
4/12/2018 CARESCAPE B850 Monitors; Medical Product Defect | Class Il Hospital
Version MBC303 Device Correction
4/12/2018 HeartMate 3 Left Ventricular Medical Hazard Alert Class | Hospital
Assist System and Outflow Graft | Device
Clip
4/12/2018 MAS Alcohol/Ammonia Control. | Medical Product Defect | Class Il Hospital
An in vitro diagnostic medical Device Correction
device (IVD).
3/12/2018 Cisbio - Chromogranin A (CGA- | Medical Product Defect | Class Il Hospital
ELISA). An in vitro diagnostic Device Correction
medical device (VD)
3/12/2018 Digital Angiography System Medical Product Defect | Class Il Hospital
Trinias Device Correction
3/12/2018 Forceps, Coupler —- GEM4183C | Medical Recall Class Il Hospital
Device
3/12/2018 Heater-Cooler Unit HCU 40 - Medical Product Defect | Class | Hospital
Flow Sensor Malfunction Device Correction
3/12/2018 TRAJENTA linagliptin 5 mg film- | Medicine Recall Class Il Wholesale
coated tablet blister pack
28/11/2018 Alinity i Estradiol Reagent Kit & Medical Recall Class I Hospital
Alinity i STAT High Sensitive Device

Troponin. An in vitro diagnostic
medical device (IVD).

28/11/2018 ARTIS biplane systems from Medical Product Defect | Class I Hospital
specific production batch Device Correction

28/11/2018 Femoral Head Allograft Biological | Hazard Alert Class Il Hospital

28/11/2018 I-View Contrast Enhanced Digital | Medical Product Defect | Class Il Hospital
Mammography, ASY-08109 Device Correction

28/11/2018 O-arm 1000 Imaging System 2nd | Medical Product Defect | Class Il Hospital
Edition - software versions 3.1.6 | Device Correction
and earlier

28/11/2018 Sonata til00 Medical Hazard Alert Class Il Hospital

Device

28/11/2018 Syngo.plaza version Medical Product Defect | Class Il Hospital

VB30A_HFO01 and previous Device Correction

software versions
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26/11/2018 Balloon Guide Catheters 9F Medical Recall Class Il Hospital
Device
26/11/2018 da Vinci Xi Surgical System Arm | Medical Product Defect | Class Il Hospital
Sensor Device Correction
23/11/2018 Medicina CG Nasogastric Tubes | Medical Product Defect | Class I Hospital
Device Correction
23/11/2018 Medtronic HeartWare HVAD Medical Product Defect | Class | Hospital
System Battery Charger Device Correction
23/11/2018 Raindrop Corneal Inlay Medical Hazard Alert Class Il Retail
Device
22/11/2018 DILART valsartan film-coated Medicine Recall Class I Consumer
tablet blister pack; and DILART
HCT valsartan and
hydrochlorothiazide film-coated
tablet blister pack
22/11/2018 Drager Jaundice Meter Medical Product Defect | Class Il Hospital
Device Correction
21/11/2018 Covidien Emprint Percutaneous | Medical Recall Class | Hospital
Antennas with Thermosphere Device
Technology
21/11/2018 Philips IntelliVue MX40 Medical Product Defect | Class llI Hospital
Device Correction
21/11/2018 Suction/Anticoagulation Medical Recall Class | Hospital
Assembly Lines Device
21/11/2018 UFII Control Reagent. An in vitro | Medical Product Defect | Class llI Hospital
diagnostic medical device (IVD) | Device Correction
19/11/2018 Evidence Investigator software. | Medical Product Defect | Class I Retall
An in vitro diagnostic medical Device Correction
device (VD).
16/11/2018 DuraDiagnost R4 - DuraDiagnost | Medical Product Defect | Class Il Hospital
X-ray System Device Correction
16/11/2018 Foetal Scalp Blood Sampling Kit | Medical Product Defect | Class | Hospital
and Foetal Scalp Blood Device Correction
Sampling Wands
16/11/2018 IMRIS ORT100 and ORT300 Medical Product Defect | Class I Hospital
Operating Room Tables Device Correction
16/11/2018 PneumoClear Humidification Medical Product Defect | Class Il Hospital
Refill Icon Discrepancy Device Correction
16/11/2018 RayStation 3.5, 4.0, 4.5, 4.7, 5, Medical Product Defect | Class I Hospital
6, 7 and 8A Device Correction
15/11/2018 Brilliance CT Systems Medical Product Defect | Class Il Retall
Device Correction
15/11/2018 CWP 800 (Central Water Plant) Medical Product Defect | Class Il Hospital
Systems and Clinic Panels Device Correction
14/11/2018 BoneScalpel and SonaStar Medical Product Defect | Class I Hospital
FS1000 Ultrasonic Surgical Device Correction
Systems
14/11/2018 CombiDiagnost systems with Medical Product Defect | Class Il Hospital
software version 1.0.0, 1.0.1 and | Device Correction
1.0.2
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14/11/2018 PneumoClear Heated High-Flow | Medical Recall Class Il Hospital
Tube Set Device

14/11/2018 Revolution CT Systems with Medical Product Defect | Class Il Hospital
SmartStep Option Device Correction

14/11/2018 STACLOT LA (REF. 00600). An | Medical Recall Class I Hospital
in vitro diagnostic medical device | Device
(IVD)

13/11/2018 A-dec Dental Chair A-dec 311 Medical Product Defect | Class Il Retail
(version A) Device Correction

13/11/2018 Drager Fabius Anaesthesia Medical Product Defect | Class | Hospital
Machines Device Correction

13/11/2018 Femoral Head Allograft Biological | Hazard Alert Class Il Hospital

13/11/2018 Femoral Head Allograft Biological | Hazard Alert Class Il Hospital

13/11/2018 Maintenance Solution Kit. An in Medical Product Defect | Class Il Hospital
vitro diagnostic medical device Device Correction
(IVD)

13/11/2018 RX Daytona Plus. An in vitro Medical Product Defect | Class llI Hospital
diagnostic medical device (IVD) | Device Correction

12/11/2018 Various Trauma Guide Wires Medical Recall Class Il Hospital

Device

9/11/2018 Femoral Head Allograft Biological | Hazard Alert Class I Hospital

9/11/2018 FG107 Intravitreal Procedure Medical Recall Class Il Hospital
Pack #1 and FG110 Intravitreal Device
Procedure Pack #2A

8/11/2018 Compress Devices and Medical Product Defect | Class I Hospital
Instruments Device Correction

8/11/2018 Da Vinci Si Drape and Medical Recall Class Il Hospital
Disposable Accessory Kits Device

8/11/2018 Eurotrol_HemoTrol Normal Medical Recall Class I Hospital
(Level 2) and Eurotrol_HemoTrol | Device
High (Level 3). An in vitro
diagnostic medical device (VD)

8/11/2018 Philips HeartStart MRx M3538A | Medical Product Defect | Class | Hospital
Batteries Device Correction

8/11/2018 Suboxone Film 2/0.5 Medicine Product Defect | Class Il Retail
buprenorphine (as hydrochloride) Alert
2mg / naloxone (as
hydrochloride dihydrate) 0.5mg
soluble film sachet

7/11/2018 Ipsogen BCR-ABL kits. Anin Medical Product Defect | Class Il Hospital
vitro diagnostic medical device Device Correction
(IVD)

6/11/2018 Cetirizine 10mg tablet blister Medicine Recall Class Il Retail
packs

5/11/2018 FoodPrint Microarray 200+ Food | Medical Product Defect | Class Il Hospital
IgG. An in vitro diagnostic Device Correction
medical device (IVD).

5/11/2018 HEA Precise Type Beadchip Kit | Medical Recall Class Il Hospital
and RHD Beadchip Kit, CE. An Device
in vitro diagnostic medical device
(IVD)
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5/11/2018 K