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The Effect of Oral massage and Non Nutritive Sucking on Independent
Oral Feeding Performance in Preterm Infants Hospitalized in NICU of

Tabriz Al-Zahra hospital

Protocol summary

Summary
The Objective of this one blinded randomized clinical trial
is to compare two methods of oral massage and non
nutritive sucking on independent oral feeding
performance of preterm infants hospitalized in NICU.
After having parental informed consent, 81 infants who
are eligible will be randomly allocated into the following
two intervention groups ( oral massage, non nutritive
sucking) and control group. Newborns in oral massage
group were received pri and intraoral massage at least
for 10 days, each time for 10 minutes twice daily by a
one of nurse researcher. Newborns in non nutritive
sucking group were received sucking of researcher or
mother thumb at least forl0 days, each time for 5
minutes four times daily before gavages. Newborns in
control group receive routine care. After 10 days, by visit
of neonatologist were started oral feeding. Infant's
behavioral state, the ability to maintain physiologic
stability, time of attaining to independent oral feeding,
oral feeding frequency, oral feeding duration and
duration of hospitalization is assessed. A criterion for
independent oral feeding is 8 times a day oral feeding.
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Recruitment status
Recruitment complete
Funding source
Tabriz University of Medical Sciences
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empty

Actual recruitment end date
empty
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empty

Scientific title
The Effect of Oral massage and Non Nutritive Sucking on
Independent Oral Feeding Performance in Preterm
Infants Hospitalized in NICU of Tabriz Al-Zahra hospital

Public title
The Effect of Oral massage and Non Nutritive Sucking on
Independent Oral Feeding Performance in Preterm
Infants Hospitalized in NICU of Tabriz Al-Zahra Hospital
Purpose
Supportive
Inclusion/Exclusion criteria
Inclusion Criteria:28-32 weeks gestation age, have




Stability of physiological , doesn’t present illness and
congenital abnormalities, especially in the jaw, mouth
and palate as well as heart and lung disease are not
serious, not be NPO and receiving full tube feeding.
Exclusion Criteria: If the diagnosis of neuromuscular
problems, cardiovascular disease and congenital
anomalies in infants or being NPO during of study or
having effective nutritive sucking in first 5 days of
intervention, infants will be excluded.

Age
From 28 years old to 32 years old

Gender
Both

Phase
N/A
Groups that have been masked
No information
Sample size
Target sample size: 81
Randomization (investigator's opinion)
Randomized
Randomization description
Blinding (investigator's opinion)
Single blinded
Blinding description
Placebo
Not used
Assignment
Parallel
Other design features
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empty

Ethics committees

1

Ethics committee
Name of ethics committee
Ethics Committee of Tabriz University of Medical
Sciences
Street address
Ethics committee, Third Floor, Building 2, Tabriz
University of Medical Sciences, ,Department of
Research Deputy, Golgasht St,Tabriz .
City
Tabriz
Postal code
Approval date
2011-07-25, 1390/05/03
Ethics committee reference number
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Health conditions studied
1

Description of health condition studied
Other preterm infants

ICD-10 code
P07.3

ICD-10 code description
28 completed weeks or more but less than 37 completed
weeks (196 completed days but less than 259 completed
days) of gestation.

Primary outcomes

1

Description

time of attaining to independent oral feeding
Timepoint

each day to achieving independent oral feeding
Method of measurement

observation and recording

2

Description
oral feeding frequency
Timepoint
daily
Method of measurement
Observation and recording

3

Description
oral feeding duration
Timepoint
Daily
Method of measurement
Observation and recording

Secondary outcomes

1

Description

duration of hospitalization
Timepoint

after the intervention
Method of measurement

observation and recording

Intervention groups

1

Description
Newborns in oral massage group were received pri and
intraoral massage at least for 10 days, each time for 10
minutes twice daily.

Category
Treatment - Other

2

Description
Newborns in non nutritive sucking group were received




sucking of researcher or mother thumb at least forl0
days, each time for 5 minutes four time daily before
gavages.

Category
Other

3

Description

Newborns in control group receive routine care.
Category

Other
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empty
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empty
Country of origin
Type of organization providing the funding
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Tabriz
Postal code
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Phone
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Email
iamirteimory@yahoo.com
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empty
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empty
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empty
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empty
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empty
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empty
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empty




