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Recommendations for Healthcare Providers regarding the safe and effective
Title use of hemodialysis devices to prevent related Venous Needle Dislodgement O sindl
(VND) and Access-Bloodline Separation (ABLS)
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Based on the SFDA's Post-Market Clinical Evaluation study, which examined and
highlighted the potential risks of VND and ABLS while using hemodialysis devices
in light of their adverse events, risk factors, complications, preventive
recommendations, and reporting awareness within Saudi healthcare providers.
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Potentlal_/Assouated The study revealed multiple complaints during hemodialysis treatments, including 5 Jgally Adag yal
risks VNDs, ABLSs which caused cases of slight blood loss, hypovolemic shock, and mild @.Aai\ c;"" )

hypotension.

SFDA found that there are underreporting of the complaints and adverse events
related to these issues to the National Center of Medical Devices Reporting
(NCMDR).

1. Healthcare providers must use hemodialysis and bloodlines approved by
SFDA.

2. Healthcare providers must be specialized, trained, and qualified to use
hemodialysis devices along with bloodlines.

3. Healthcare providers must use hemodialysis and bloodlines as trained by
Recommendations the manufacturers. il gill
4. Healthcare providers must inform and educate the patient about VND,
ABLS, and associated complications to articulate and prevent the risk of
VND and ABLS.

5. Healthcare providers must report any adverse event or complaints they

encounter with hemodialysis.
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https://ncmdr.sfda.gov.sa/
https://ade.sfda.gov.sa/Home/Report

