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Redness and swelling severity definition: Mild= 20.5-2cm, Moderate= >2-7cm, Severe=>7cm, Grade 4= necrosis
Pain at injection site severity definition: Mild=no interference; Moderate=some interference; Severe=prevents daily activity; Grade 4=ER visit or hospitalization

Dose 1: 5-6 N=562; 7-8 N=636; 9-11 N=1062 Dose 2: 5-6 N=564; 7-8 N=629; 9-11 N=1049 62
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Fatigue, headache, chills, muscle pain, joint pain severity definition: Mild=no interference; Moderate=some interference; Severe=prevents daily activity; Grade 4=ER Vvisit or hospitalization
Vomiting severity definition: Mild=1-2 time in 24h; Moderate=>2times in 24h; Severe=Requires IV hydration; Grade 4=ER Vvisit or hospitalization

Diarrhea severity definition: Mild=2-3 times in 24h; Moderate=4-5 times in 24h; Severe=6 or more times in 24h; Grade 4=ER visit or hospitalization

Dose 1: 5-6 N=562; 7-8 N=636; 9-11 N=1062 Dose 2: 5-6 N=564; 7-8 N=629; 9-11 N=1049 63
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Fatigue, headache, chills, muscle pain, joint pain severity definition: Mild=no interference; Moderate=some interference; Severe=prevents daily activity; Grade 4=ER Vvisit or hospitalization
Vomiting severity definition: Mild=1-2 time in 24h; Moderate=>2times in 24h; Severe=Requires IV hydration; Grade 4=ER Vvisit or hospitalization

Diarrhea severity definition: Mild=2-3 times in 24h; Moderate=4-5 times in 24h; Severe=6 or more times in 24h; Grade 4=ER visit or hospitalization

Dose 1: 5-6 N=562; 7-8 N=636; 9-11 N=1062 Dose 2: 5-6 N=564; 7-8 N=629; 9-11 N=1049 64
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