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The effect of the family participation based on affective stimulations on
improving the level of consciousness patients with brain trauma.

Protocol summary

Summary

Objectives: The objective of the study is to determine the
effectiveness of the family participation based on
affective simulations on improving the patients with
brain trauma hospitalized in ICUs. Design: This study is
conducted as a combined embedded study in which the
qualitative part of the study is of the clinical trial type
and at least 60 patients with brain trauma were put in
three groups (intervention, control and placebo groups)
by permutated sampling method as randomly. This study
is as a triple blind study in which the patient, researcher
and information analyzers are not informed of the
intervention received by the patient. Setting and
Conduct: In intervention group, the family participation
has been made through regular visits and establishing
defined communications with the patient in two morning
and afternoon times for 7 days by a close member of the
family and in placebo group the same intervention was
done by a strange person and also, in control group the
visit will be made as is routine in ICUs (from behind the
window). Participants: Inclusion criteria include the brain
trauma patients having level of consciousness based on
Glasgow Coma Scale between 5 -8 and the family of
these patients must be the first degree members of the
patients (father, mother, sister, brother, child,
wife/husband) and exclusion criteria include the death of
patient, transferring of patient to the other centers
during the study, and operating a surgery during the
study. Main outcome measures: Before and immediately
after the intervention, the level of consciousness the
patients would be measured using two tools: Glasgow
Coma and recovery Coma scale.
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Purpose
Treatment

Inclusion/Exclusion criteria
Inclusion criteria: Family inclusion criteria: He/She can be
considered as the first degree relative of the patient
(father, mother, sister, brother, child, wife/husband) ,
having the ability of verbal communication with the
others, the age of relative would be in the range of 18
and lower than 65 years old. Patients' inclusion criteria:
Hospitalizing with Head injury (brain trauma) diagnosis,
the level of consciousness based on Glasgow Coma Scale
between 5 -8, the age of patient between 18-65 years
old. Exclusion criteria: The death of patient during the
study, transferring of patient to the other centers during
the study, operating a surgery during the study,
withdrawing the patient's family to continue to
participate in the study, discharge of patient from the
unit before 7 days of hospitalization time, having
background diseases such as Alzheimer, Parkinson, brain
stroke and so on.

Age
From 18 years old to 65 years old

Gender
Both

Phase
3
Groups that have been masked
No information
Sample size
Target sample size: 60
Randomization (investigator's opinion)
Randomized
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Triple blinded
Blinding description
Placebo
Used
Assignment
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Other design features
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Health conditions studied
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Description of health condition studied
Head trauma

ICD-10 code
S00-509

ICD-10 code description
Injuries to the head

Primary outcomes

1

Description
Level of consciousness
Timepoint
Twice a day,before and immediately after the
intervention
Method of measurement
By Glasgow Coma Scale and Coma Recovery Scale

Secondary outcomes

1

Description

Length of stay in the intensive care unit
Timepoint

Once, when discharged from ICU
Method of measurement

By Level of Consciousness Questionnaire

Intervention groups

1

Description
In intervention group, family participation through
Regular visits and establishing defined communications
with the patient as sensory and affective simulations are
done by a close member of the family twice a day
(morning and evening) for 7 days. : Before and
immediately after the intervention, the level of
consciousness the patients would be measured using two
tools: Glasgow Coma and recovery Coma scale.
Category
Treatment - Other

2

Description
In placebo group, visit and sensory simulations are made
by an unfamiliar trained person who has no affinity,




affective and family relations with the patients twice a
day (morning and evening). Before and immediately
after the intervention, the level of consciousness the
patients would be measured using two tools: Glasgow
Coma and recovery Coma scale.

Category
Treatment - Other

3

Description
In control group, care and visit would be made as is
routine in ICUs (the family visit from behind the window
and from the distant). Before and immediately after the
intervention, the level of consciousness the patients
would be measured using two tools: Glasgow Coma and
recovery Coma scale.

Category
Treatment - Other
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