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Protocol summary

Summary
Objective: This study is to determine the effect of
counselling on relaxation on sleep disturbances on third
trimester of pregnancy in primigravida women. This
study is a semi experimental with two groups
(experimental and control) with pre-test and post-test.
This study comprised pregnant women attending to
health care centers in Hamadan. Simple Random
permutation block will be done. The sample size is 50
women in the intervention group and 50 women in
control group. Inclusion criteria: First pregnancy; single
fetus and gestational age 28-32 weeks; having sleep
disturbance(Pittsburgh scale 5 or more) Exclusion
criteria: Any problems in pregnancy during the study
period. In the intervention group relaxation counseling
will be trained by the researcher in two sessions. The
intervention group each time, twice a day for 4 weeks for
20 minutes of relaxation will do. In this study primary
outcome measure is sleep disturbances and secondary
outcome measure is relaxation counseling.
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Supportive

Inclusion/Exclusion criteria




Inclusion criteria: Diagnosis of sleep disturbances; first
pregnancy and wanted pregnancy; single fetus and
gestational age 28-32weak; not having mental disorders,
according to a psychiatrist; not having gestational
diabetes, preeclampsia, bleeding, premature rupture of
membrane...; having sleep disturbance(Pittsburgh scale
5 or more) exclusion criteria: Any problems in pregnancy
during the study period (abruption, fetal abnormal
situation, cord prolapse, bleeding, diabetes,
hypertension, preterm labor and ...); Change Location;
Failure to attend training classes
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No age limit

Gender
Female
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N/A
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Health conditions studied
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Description of health condition studied
sleep

ICD-10 code
F51

ICD-10 code description
Nonorganic sleep disorders

Primary outcomes

1

Description

Sleep disturbance
Timepoint

weeks 28-32 and 32-36 of gestational age
Method of measurement

Pittsburgh Sleep Quality Index (PSQI)

Secondary outcomes
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Description
relaxation
Timepoint
week 32-36 of gestational age
Method of measurement
Checklist

Intervention groups
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Description
Relaxation training for 4 weeks twice a day for 20
minutes each time by the intervention group
Category
Other

2

Description

The control group will receive regular prenatal care
Category

N/A
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Hamadan




Sponsors / Funding sources

1

Sponsor
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Web page address

Person responsible for updating data

Contact
Name of organization / entity
Hamadan Universiy of Medical Sciences
Full name of responsible person
Fatemeh Shobeiri
Position
Ph.D. in Maternal and Child Health
Other areas of specialty/work
Street address
Fahmideh Street, Hamadan Universiy of Medical
Sciences
City
Hamedan
Postal code
6516645977
Phone
+98 81 3827 6051
Fax
Email
shobeiri@umsha.ac.ir
Web page address

Sharing plan

Deidentified Individual Participant Data Set (IPD)
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empty
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empty
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empty
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