Clinical Trial Protocol
Iranian Registry of Clinical Trials

08 Jul 2026

Effect of prophylactic surfactant in first 6 hour of life on outcome of
premature neonate less than1500 gram

Update count: 0
Registration date
2010-09-25, 1389/07/03

Protocol summary

Summary
The purpose of this study is comparing the side effects of

respiratory distress syndrome between premature
neonates having birth weight of less than 1500 gram
taking prophylactic surfactant in the first 6 hours after
birth and those who do not take the surfactant. Also we
want to compare the decrease rate of side effects in the
routine prophylactic method (BW<1250 gram in the first
2 hours of birth) and the recommended one (BW<1500
gram in the first 6 hours of birth) to reach the
appropriate time and weight for prophylactic treatment.
Our study is a non-blinded randomized clinical trial which
its entrance criteria is a neonate suffering from
respiratory distress syndrome (hyaline membrane
disease) with body weight of less than 1500 gram and its
exit criteria are body weight of more than 1500 gram or
intrauterine growth retardation. This research has been
performed on 182 neonates <1500 gram during 1 year,
that 90 cases were in the intervention group (taking
surfactant) and 92 ones were in the control group ( not
taking any surfactant ). In this study, the surfactant
solution was survanta, ordered through the dose of 2
mi/kg as soon as possible (before passing the first 6
hours of birth) via tracheal tube, as many as it was
required. At the end the, main outcome (death) and the
other outcomes including pulmonary hemorrhage,
pneumothorax, intracranial hemorrhage and PDA were
compared.
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INCLUSION CRITERIA: gestational age < 34 weeks, birth
weight <1500 gram , respiratory distress syndrome
(hyaline membrane disease). EXCLUSION CRITERIA:
gestational age > 34 weeks, birth weight >1500 gram,
intrauterine growth retardation, other respiratory disease
without RDS.
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Phase
2-3
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Description of health condition studied
Respiratory distress syndrom of newborn
ICD-10 code
P22.0
ICD-10 code description
Respiratory distress syndrome of newborn

Primary outcomes
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Description
death
Timepoint
during the study
Method of measurement
physical exam

Secondary outcomes
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Description
pulmonary hemorrhage
Timepoint
while studying
Method of measurement
physical exam & chest-x-ray
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Description
pneumothorax

Timepoint
while studying

Method of measurement
physical exam & chest-x-ray
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Description

intraventricular hemorrhage (IVH)
Timepoint

while studying
Method of measurement

physical exam & cranial sonography
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Description

patent ductus arteriosus (PDA)
Timepoint

while studying
Method of measurement

physical exam & echocardiography

Intervention groups
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Description
Surfactant solution (survanta), 2 ml per KG of body
weight, as soon as possible (before passing the first 6 hr
of birth), via tracheal tube, as many as it was required
Category
Treatment - Drugs
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no intervention
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N/A
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Kermanshah University of Medical Sciences
Full name of responsible person
Farid Najafi
Street address
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