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Comparison of effects of Oxazepam, Valeriana officinalis, Lavandula
angustifolia Mill and placebo on anxiety and sleep quality in patients with

coronary artery disease

Protocol summary

Summary
(1) This study aims to compare the effects of Oxazepam,
Valeriana officinalis, Lavandula angustifolia and placebo
on anxiety and sleep quality of patients with coronary
artery disease admitted to the cardiac ward of Birjand
Vali-Asr Hospital. (2) This clinical trial is in the second
phase and is double-blind as the researcher who collects
data and the patients will not be aware of the type of
treatment. There are four 30-member groups including
lavender (5cc essential oil manufactured by Zardband
pharmaceutical company), valerian (5 cc extracts
manufactured by Zardband pharmaceutical company),
Oxazepam (10 milligram tablets) and placebo (5 cc
water). (3) Participants will include a total of 120 patients
with coronary artery disease who will be selected by
random sampling. They should be aged between 30-70
years and have no history of mental illness or sensitivity
to valerian and lavender. They should provide informed
consent and can withdraw from participation in case they
intend. (4) The participants will be recruited in Vali Asr
Hospital of Birjand and allocated into study groups
through simple randomization method. (5) Lavender
essence, valerian essence, and placebo will be given to
members of the related groups 5 milliliters a night for
three successive nights. Similarly, one 10 mg Oxazepam
tablet dissolved in 5 ml of distilled water will be given to
patients in the Oxazepam group for three successive
nights. (6) Data on state and trait anxiety and sleep
quality will be collected before intervention and 3 days
after intervention in the 4 group using Spielberger’s
State and Trait Anxiety Inventory and Pittsburgh Sleep
Quality Index.
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Comparison of effects of Oxazepam, Valeriana officinalis,
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Public title
Effects of Oxazepam, valerian, lavender and placebo on
anxiety and sleep quality in patients with coronary artery
disease

Purpose
Supportive

Inclusion/Exclusion criteria
Inclusion criteria: age between 30 to 70 years;
willingness to participate in the study; no risk of heart
failure (class Ill and 1V) and cardiogenic shock; no use of
complementary alternative medicine methods (herbal
medicines and other methods) during the two weeks
preceding intervention; no use of sleeping drugs,
benzodiazepines, and sedative drugs; no addiction; no
history of allergy to flowers, plants, valerian and
lavender; no history of mental iliness; stable vital signs;
gaining a score of above 20 on the Spielberger's State
and Trait Anxiety Inventory; obtaining a score equal to or
over 5 on the Pittsburgh's Sleep Quality Index. Exclusion
criteria: No cooperation during the study; sudden
changes in the patient's hemodynamic status
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Health conditions studied
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Description of health condition studied
Coronary Artery Disease

ICD-10 code
125.1

ICD-10 code description
Coronary Artery Disease

Primary outcomes
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Description

sleep quality
Timepoint

before intervention and 3 days after intervention
Method of measurement

Pittsburgh Sleep Quality Index

2

Description

State and trait anxiety
Timepoint

before intervention and 3 days after intervention
Method of measurement

Spielberger's State and Trait Anxiety Inventory

Secondary outcomes
empty

Intervention groups
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Description
Lavender intervention group: 5 cc essential oil, every
night for 3 nights

Category
Treatment - Drugs

2

Description
Valerin intervention group: 5 cc extract of valerian, every
night for 3 nights

Category
Treatment - Drugs
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Description

Placebo group: 5 cc water, every night for 3 nights
Category

Placebo
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Description
Oxazepam intervention group: one 10 mg oxazepam
dissolved in 5 ml of distilled water, every night for 3
nights

Category
Treatment - Drugs
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Web page address
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empty
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