'

Date: 25 July 2023 T .
Reference Number: SG-2307-408-H r[gﬂﬂg danll delall ClLytDJl
) Sl S0 £ Saudi Food & Drug Authority

Alal) cila Jlicall 9 8 Jgad) cAEM gl 38 yall

Medical Devices Sector
National Center for Medical Devices Reporting

s Al
Safety Communication
To: Healthcare Provider Laall Lle ) adiaz Y
Title Recommendations for Healthcare P:jow_ders regarding the safe use of ventilator il
evices
Medical Device . . Ciagg
Description Ventilator Devices sl o /gl
Manufacturer All thaall audl
Authorized .
- Aalizal) Jiaal)
Representative Al
Medical Devices
Marketing s
. - - ‘ - ‘
Authorization All ol 03
(MDMA)
In accordance with the SFDA's post-market clinical evaluation study about safety
concerns of VAP (Ventilator-associated pneumonia) which is an infection of
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The study findings show an association between Ventilator use and lung infection
(Pneumonia). During 2022 there have been accumulations of VAP complaints
among Saudi healthcare providers.
In order to reduce or eliminate the appearance of VAP, here are some
recommendations for healthcare providers:
1.  Apply ventilator bundle strategies before the use of ventilator devices.
2. Ensure following the manufacturer's guidelines for cleaning and
maintaining the ventilator.
Follow infection control principles.
Follow hand hygiene between patients. Gilua gl
Utilize high-flow therapy or noninvasive ventilation.
Healthcare providers users must be specialized, trained, and qualified to use
ventilator devices.
7. Ensure to report any complains/ adverse events related to VAP to SFDA
through reporting channels.
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