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The proposal involves all three of the following decisions: <br><br>1.
Do not use 'Severity'. <br><br>2. Keep 'Serious' as a categorical
concept (Yes or No) indicating the potential for one of the serious
outcomes defined by FDA and WHO (death, hospitalization or
extension of hospital stay, persistent or significant disability or
incapacity, life-threatening).<br><br>3. Require the use the
OpeRational ClassificAtion (ORCA) System within the framework of
context/modifying factors.
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Yes  No  Abstain

Choices Response
percent

Response
count

Yes 94.44% 17

No 5.56% 1

Abstain 0.00% 0
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