Enrollment

Assessed for eligibility

(n=22)
Excluded (n = 4)
Not meeting inclusion criteria (n = 2)
Elected not to participate (n = 2)
Randomized
(n=18)

Allocation

Follow up

Analysis

Allocated to Oxytocin
(n=8)

Received allocated
intervention (n = 8)

Allocated to Placebo
(n=10)

Received allocated
intervention (n = 10)

Discontinued intervention
(n =1) due to:

Irritability (n = 1)

Discontinued intervention
(n = 3) due to:

Irritability (n = 1)
Viral infection (n = 1)
Withdrew consent (n = 1)

Safety analysis (n = 8)
Efficacy analysis (n =7)

Excluded from efficacy
analysis (n = 1) due to not
completing follow-up
assessments.

Safety analysis (n = 10)
Efficacy analysis (n = 9)

Excluded from efficacy
analysis (n = 1) due to not
completing follow-up
assessments.




