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T1010 - UHL SUSAR Unblinding Process Flowchart
Serious Adverse Reaction
Assess expectedness against Reference Safety Information (RSI)

If Serious Adverse Reaction is UNEXPECTED proceed to unblinding  


 Is Subject on Investigational Medicinal Product (IMP)
Expedite as SUSAR
Is Subject on Placebo  
Consider reaction to component of placebo
 If not related - do not expedite
If related - Expedite as SUSAR
(See T1008)
Is Subject on Comparator  
Assess expectedness against RSI for this product. 
If expected - do not expedite
If unexpected - Expedite as SUSAR
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