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Tachypnea of Newborns

Protocol summary

Summary
Objective: The purpose of this study is comparison of
conservative policy (fluid and electrolyte, Oxygen or
NCPAP) with conventional managing ( fluid and
electrolyte, Oxygen and antibiotics) on duration of
oxygen therapy and hospitalization in newborns with
transient tachypnea of newborn(TTN). Design: Newborns
with diagnosis of transient tachypnea of newborns will be
enrolled in this study. Setting and Conduct: Base on the
table of random number 130 will be enrolled in this
study. The patients will be divided into two groups
(conservative and conventional). Newborns will be
treated with oxygen or if needed with Nasal Continuous
Positive Airway Pressure(NCPAP) and DW10%,
60cc/kg/day on first day of life and daily increment of
20cc/kg till 100cc/kg/day on third days. Sodium chloride
3meq/kg and potassium chloride 2meq/kg will be added
to fluid on second days of life. blood culture, chest x-tay
and CRP will be taken. Participants( inclusion and
exclusion criteria): Inclusion Criteria: gestational age 34-
0/7 and 41- 6/7; respiratory rate>60/min at first 6 hours
of life; persistence of tachypnea for at least 12 hours;
appropriate radiographic findings for transient tachypnea
of newborns; absence of history of meconium staining;
fetal distress; mother's fever; rupture of membrane>18
hours Exclusion Criteria: blood sugar<50mg%; serum
calcium<7mg%; hematocrit>60%; hemoglobin<13.5g%;
white blood counts<5000/cumm; white blood
counts>20000/cumm; absolute neutrophil
counts<1750/cumm; immature to mature neutrophil
counts ratio>0.2; platelet counts<150000/cumm;
positive blood culture; needing to mechanical ventilation;
c-reactive proteins>10mg/ml Intervention: In
intervention group( conservative) the patients will be
treated only with fluid, electrolyte and oxygen or NCPAP.
In control group(conventional) beside fluid, electrolyte
and oxygen or NCPAP, Ampicillin 150mg/kg/day and

Gentamycin 7.5mg/kg/day will be prescribed.The
newborns in conservative groups will be discharged from
hospital while subside respiratory distress and tolerate
full enteral feeding irrespective of blood culture
result.The patients in conventional group will be
discharged from hospital after resolution of respiratory
distress and full enteral feeding tolerance and prove
negative blood culture. All of the newborns will be
revisited 2 days after discharge. Outcomes: duration of
hospitalization and needing to NCPAP will be assessed.
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Masoud Dehdashtian
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empty
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empty
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Public title
Comparison of Conservative with Conventional
Management in Newborns with Diagnosis of Transient
Tachypnea of Newborns

Purpose
Treatment

Inclusion/Exclusion criteria
Inclusion Criteria: gestational age 34- 0/7 and 41- 6/7;
respiratory rate>60/min at first 6 hours of life;
persistence of tachypnea for at least 12 hours;
appropriate radiographic findings for transient tachypnea
of newborns; absence of history of meconium staining;
fetal distress; mother's fever; rupture of membrane>18
hours Exclusion Criteria: blood sugar<50mg%; serum
calcium<7mg%; hematocrit>60%; hemoglobin<13.5g%;
white blood counts<5000/cumm; white blood
counts>20000/cumm; absolute neutrophil
counts<1750/cumm; immature to mature neutrophil
counts ratio>0.2; platelet counts<150000/cumm;
positive blood culture; needing to mechanical ventilation;
c-reactive proteins>10mg/ml
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Both

Phase
2-3
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Health conditions studied

1

Description of health condition studied
PREVENTIVE

ICD-10 code
P02.7, P03

ICD-10 code description
Fetus and newborn affected by chorioamnionitis:
Amnionitis; Membranitis; Placentitis, Fetus and newborn
affected by caesarean delivery

Primary outcomes

1

Description
duration of admission
Timepoint
discharge
Method of measurement
hour

Secondary outcomes

1

Description
Duration of NCPAP therapy
Timepoint
Continuous
Method of measurement
Hour

2

Description
oxygen therapy




Timepoint
Continuous

Method of measurement
Hour

Intervention groups

1

Description
in intervention group DW10% 60ml/kg/d will be
prescribed and increases by 20ml/kg/d till 100ml/kg/d.
sodium chloride 3meq/kg/d and potassium chloride

2meq/kg/d will be added to fluid from second day of life.

oxygen or NCPAP will be used base on severity of
respiratory distress.

Category
Prevention

2

Description
in control group DW10% 60ml/kg/d will be prescribed
and increases by 20ml/kg/d till 100ml/kg/d. sodium
chloride 3meqg/kg/d and potassium chloride 2meq/kg/d
will be added to fluid from second day of life. oxygen or
NCPAP will be used base on severity of respiratory
distress. also ampicillin 150mg/kg/day in three divided
doses and gentamycin 7.5mg/kg/day in two divided
doses till determination of blood culture will be
prescribed.

Category
Treatment - Drugs
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Yes
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empty
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empty
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Masoud Dehdashtian
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Neonatologist
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Imam Khomeini Hospital, Azadegan street, Ahvaz,
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Fax
Email
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Neonatologist
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Statistical Analysis Plan
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