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Clinical trial to compare the effect of receiving and not receiving a family-
centered empowerment program on breast feeding mothers

Protocol summary

Summary
Objectives: This clinical trial has been designed to
evaluate the effect of family-centered empowerment
program on breast feeding mothers. The study
population will be mothers who refer to selected Isfahan
health centers. Mothers randomly will be divided into two
groups, one group is control (without training) and
another be intervention (with training and consultation).
Sample size according to the sample size formula and
expected effectiveness, is thirty six families in each
group. This study is a single blind clinical trial for
participants in the intervention and control groups.
Inclusion criteria: mothers with age over eighteen years
old, gestational age thirty two to thirty six weeks,
singleton pregnancy, low-risk pregnancy with a desire to
participate in the research, be able to understand and
complete the questionnaire and absence of spiritual and
mental disorders. Exclusion criteria: lack of desire to
continue cooperation at any stage of research. Design:
With available sampling, gradually selected pregnant
women eligible inclusion criteria and randomly placed in
the intervention and control groups. Intervention: in
intervention group, two educational sessions
(breastfeeding importance and techniques, the
prevention and treatment of breast feeding problems
and...) will be held during pregnancy and one
breastfeeding consultation session after birth for
mothers and key members of her family. The control
group will not receive any training. Two weeks and two
months after birth, main outcome will be measured
include mother’s empowerment in breastfeeding and
breastfeeding sufficiency through mothers point of views
will be evaluated by the questionnaire in two groups.
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Public title
The Effectiveness of family-centered empowerment
program on breast feeding mothers

Purpose
Supportive

Inclusion/Exclusion criteria
Inclusion criteria: mothers over eighteen years,
gestational age thirty two to thirty six weeks, singleton
pregnancy, low-risk pregnancy with a desire to
participate in the research, be able to understand and
complete the questionnaire and lack of spiritual and
mental disorders. Exclusion criteria include lack of desire
to continue cooperation at every stage of research

Age
From 18 years old to 45 years old

Gender
Female

Phase
0
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No information
Sample size
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Randomization description
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Health conditions studied
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Description of health condition studied
breastfeeding

ICD-10 code
P92.5

ICD-10 code description
Neonatal difficulty in feeding at breast

Primary outcomes
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Description

Mother’s empower in breastfeeding
Timepoint

Two weeks & two months after birth
Method of measurement

Questionnaire

Secondary outcomes

1

Description

Breastfeeding sufficiency in mothers point of views
Timepoint

Two weeks & two months after birth
Method of measurement

Questionnaire

Intervention groups
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Description
Two sessions (breastfeeding importance and techniques,
the prevention and treatment of breast feeding problems
and...) in pregnancy period and one breastfeeding
consultation session after birth for mothers and key
members of her family. Training methods are lecture,
guestion and answer, playing movie, book introduction
and support

Category
Behavior
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Description

Control group will not receive training
Category

N/A
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Zeinab Heidari




Street address
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City
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