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Assessed for eligibility

1060 Excluded

  Not meeting inclusion criteria
(n= 1054)

  Refused to participate
(n=6)

  Other reasons
(n=0)

Analyzed (n=124)

Excluded from analysis (n=9)
Lost to follow-up = 8
Discontinued intervention due to
SAE = 1

Lost to follow-up (n=8)
• Left study area = 3
• Withdrew consent=5
Discontinued intervention (n=1)
• Severe anaemia (SAE)on Day 1

Allocated to AL tablets
(n=133)

Received allocated intervention
(n=133)

Did not receive allocated intervention
(n=0)

Lost to follow-up (n= 8)
• Left study area =5
• Withdrew consent =3
Discontinued intervention (n=2)
• Vomiting = 1
• Severe malaria = 1

Allocated to AL suspension
(n=134)

Received allocated intervention
(n=134)

Did not receive allocated intervention
(n=0)

  

Analyzed (n=121)

Excluded from analysis (n=13)
• Lost to follow-up = 8
• Discontinued intervention=2

Protocol violations = 3
(Over age -1, AQ within 3 days of
enrollment -1, low weight for age
-1)
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Analysis

Follow-Up

Enrollment

1:1 Randomization


