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Comparing effect of receiving and not receiving an educational -
Supportive intervention on quality of life in adult patients with

thalassemia major

Protocol summary

Summary
The purpose of this study is to development and
evaluation of an educational - Supportive intervention to
improve quality of life in adult patients with thalassemia
major. This research is a quasi - experimental and Single
blind study. The study population is all adult patients
with thalassemia major covered by thalassemia
treatment centers of Tehran University of Medical
Sciences and Tehran Blood Transfusion Organization.
Sample size is 136; 68 in intervention group and 68 in
control group. In the pretest, stratified random sampling
method will be used. After pretest, subjects will be
classified non-randomly to two intervention and control
groups. Inclusion criteria: people over 18 years old;
consent to participation in the study; no serious
problems in physical and mental health. Exclusion
criteria: younger than 18 years; the lack of consent to
participate in the study; a serious problem in the physical
and mental health. Questionnaires included demographic
characteristics, quality of life and PRECEDE constructs
(Predisposing, Reinforcing and Enabling Constructs) and
validity and reliability of the questionnaire will be
achieved during the study. In the intervention group,
educational interventions to improve quality of life and
lifestyle will be implemented. The control group will
receive routine educational programs from respective
medical institutions. Data extracted from each group,
before and 6 months after intervention, will be
compared. Primary outcome: improving the quality of life
in patients with thalassemia major. Secondary outcome:
improving the PRECEDE constructs.
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Inclusion/Exclusion criteria
Inclusion criteria: people over 18 years old diagnosed
with thalassemia major; written and informed consent to
participation in the study; no serious problems in
physical and mental health. Exclusion criteria: younger
than 18 years; the lack of consent to participate in the
study; a serious problem in the physical and mental
health
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Description of health condition studied
Major Thalassemia

ICD-10 code
D56.1

ICD-10 code description
Major Thalassemia

Primary outcomes
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Description

Quality of life in patients with thalassemia major
Timepoint

Before and six months after the intervention
Method of measurement

Quality of life questionnaire (SF-12)

Secondary outcomes
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Description
PRECEDE Model constructs
Timepoint
Before and six months after the intervention
Method of measurement
Questionnaire according to PRECEDE Model constructs

Intervention groups
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Description
In the intervention group, the following measures will be
done: holding educational interventions in order to
improve quality of life and lifestyle. Type of intervention,
intervention of the target groups, educational content,
teaching methods, number and timing of training
classes, will be determined according to the analysis of
the results of the pretest.

Category
Lifestyle
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Description
There would be no intervention in control group,
therefore, the control members will receive routine
educational programs from respective medical
institutions including: visits by doctor of clinic,
vaccinations, blood transfusion, nursing care before,
during and after blood transfusion, educating how to use
Desferal pump, educating how to iron chelation.
Category
N/A




Recruitment centers

1

Recruitment center

Name of recruitment center
Zafar Adult Thalassemia Clinic
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