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There is no reference in the Instructions for Use to this film, and no ask of users to remove 
prior to use

one service user who had a dangerously low reading, that was obscured by this film, they 
thought they were ok but ended up being hospitalised.

Oximeter presentation concern
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Device use

NHSE/I PS NAMDET 2021

BSI Medical Device White Paper Series. Risk management of medical devices and the new ISO 14971. Jos van 
Vroonhoven, Philips, The Netherlands, convener of the ISO/IEC Joint Working Groupon the application of risk 
management to medical devices.
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Why do things go wrong?
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(adapted from Human Error, James Reason, 1990) 

Hard Truths of Human Performance
Human performance is situational
Design influences behaviour
People will find the easy way (even if it is more risky)
People cannot be assumed to be rational.
McLeod, Ronald W.. Designing for Human Reliability : Human Factors Engineering in the Oil, Gas, and Process Industries,
Elsevier Science & Technology, 2015. ProQuest Ebook Central, http://ebookcentral.proquest.com/lib/ed/detail.action?docID=2000913.
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What are we providing as support?
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