Vincent Medical (Dong Guan) Mfg. Co., Ltd.
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Urgent Field Safety Notice &% 4@

Commercial name of the affected product,
A T BT i 4
O2FLO High Flow Heated Respiratory Humidifier

FSCA-identifier (e.g. date): FSCA-20201'2-01
FSCA-RA(In: HH)

Type of action (e.g. chapter 4 definition of a FSCA).
R 25 (40 28 VU 2 58 SLRIFSCA)

Device modification & &%=,
1. Replacement for the O2FLO device on the KSA market.

Date: 2020-12-09

H - ,

Attention: KSA Distributor for O2FLO High Flow Heated Respiratory Humidifier
HERE:

Details on affected devices:

SRR 4E 7

Device name:  O2FLO High Flow Heated Respiratory Humidifier
Device model: VUN-001

Lot number:
Lot number Qty (pcs)
201709 1000
202002 500
202207 34
203802 36

Description of the problem:
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On 1st Oct, 2020, we received an incident report on an adverse event involving two O2FLO units of model
VUN-001, distributed in the Indian market. Up to 2020-12-9, it has been reported that the sixteen devices had
overheated and presented burn damages while in use in a hospital. Total percentage of reported incidents is
0.12% based on units in the field.

Advise on action to be taken by the user:
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Corrective action:

1. All machines in the field will be replaced in KSA market

2. Contact your local distributor for replacement of commissioned O2FLO units from the affected LOT
numbers listed in the section “Details on affected device*
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3. If a replacement machine is not available immediately and you do have to use the machine, please
ensure trained personnel is operating the O2FLO and is following the instructions in accordance to the
IFU and operation manual
a) Always use auto feed with sterile or filter water to fill the chamber
b) Always switch off oxygén supply when not in use
c) Only add oxygen supply after machine is switched on and the desired flow rate has been achieved.

Always add oxygen supply gradually ‘
d) Never reuse the chamber, breathing circuits and nasal prongs and only to be used for the duration
as indicated in the IFU

Contact reference person: Amanda Hu
BEHKRAN:
Name / organization, address, contact details.: amandahu@vincentmedical.com
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The undersign confirms that this notice has been notified the appropriate Regulatory Agency
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(Closing paragraph) (<)

Signature
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