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Serious adverse event (SAE)

ny untoward medical occurrence that at any dose:
= >* - results 1n death

= 5% 4 ¢» life-threatening

s O frEvif £ O fx requires 1npatient
hospitalization or prolongation of existing
hospitalization

= XA % 5 results 1n persistent or significant
disability/1ncapacity
= L XA 1575 congenital anomaly/birth defect

= H# &+ %3 results in another medically
,important condition
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Documentation,

Documentation,
Documentation

= [f you do 1t - Document 1t!

[f you document 1t - Do 1t!

[T 1t 1s not documented - [t did not
happened!
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