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Il livello di evidenza per i trattamenti 
evidence-based
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INSOMNIA GUIDELINE  -EVALUATION AND MANAGEMENT OF CHRONIC 
INSOMNIA IN ITALY

1) Insomnia is a frequent pathology in Italy and worldwide and symptoms of
insomnia must be always evaluated in the clinical practice

2) Consider the presence of insomnia if subjects refering nocturnal symptoms, are
dissatisfied with sleep quality and quantity, and report Daytime Symptoms
interfering with daily life activities

3) Consider the duration of insomnia: insomnia can be acute and/or episodic
lasting for a period within 1month and/or 3 months, or chronic lasting longer than
3 months. An acute/episodic insomnia may be a risk for a chronic form

4) Consider the type of insomnia in order to choose the specific treatment: subjects
may report difficulty falling asleep, frequent awakenings, difficulty returning to
sleep, awakening too early in the morning or a combination of them

5) Consider the presence of coexisting mental and/or medical disorders: insomnia
may be a risk, a comorbid condition or a symptom that may negatively impact on
the trajectory of the mental or medical comorbid disorder. Consider also another
coexisting sleep disorder
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Recommendation for insomnia evaluation and assessment in a sleep center

6) Consider as a first step a clinical evaluation through the sleep history and detailed
medical, substance use, and psychiatric history

7) Insomnia evaluation should address specific insomnia complaints, sleep-wake
patterns, other sleep-related symptoms, and daytime consequences. The history should
help to establish the type and evolution of insomnia, predisposing, precipitating and
perpetuating factors, and identification of comorbid medical, and/or psychiatric
conditions

8) Evaluation of insomnia should include self-administered questionnaires. At least the
patient should complete:

1. A questionnaire assessing insomnia diagnosis and symptoms severity: The 
Italian version of the Insomnia Severity Index-ISI to evaluate insomnia symptoms and of the 
Sleep Condition Indicator-SCI to confirm insomnia diagnosis according to DSM-5 criteria 

2.  Sleepiness assessment: The Italian version of the Epworth Sleepiness Scale 
3.  Patterns of sleep-wake times and day-to-day variability: A one-week at home 

sleep diary (Italian version of the consensus conference sleep diary) 
4.  The sleep diary should be used prior to and during the course of active 

treatment and in the case of relapse 
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9) Additional assessment instruments should include measures of:
1. General patterns of sleep-wake times and day-to-day variability with one week 

of actigrafic registration together with the one week sleep diary at the moment of the first 
assessment 

2. Cognitive perpetuating factors: dysfunctional beliefs and attitudes about sleep 
– Italian version of Dysfunctional Beliefs and Attitudes About Sleep Scale (DBAS)

3. Arousal perpetuating factors: pre sleep arousal-Italian version of Pre-Sleep 
Arousal Scale  (PSAS)

4.  Predisposing factors in relation to stress: stress-related sleep reactivity- Italian 
version of FIRST-Ford Insomnia Response Test Questionnaire

10) If other sleep disorders are reasonably suspected to be related to insomnia 
instrumental examination are suggested. Polysomnography is not indicated in the 
routine evaluation of chronic insomnia 

11) Other laboratory testing (e.g., blood, radiographic) is not indicated for the routine 
evaluation of chronic insomnia unless there is suspicion for comorbid disorders. 
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Diagnostic Pathways for insomnia in Italy

GPs play a key role in the early phases of insomnia detection and they should 
evaluate insomnia symptoms in their daily clinical practice. At least they should briefly 
evaluate insomnia symptoms  (recommendation 1-5) with a few questions: 
1) Is the quality of your sleep good during the night? What are your symptoms?
2) Do you have sleepiness of fatigue during the day due to your bad sleep?
3) How long have you been suffering from these symptoms?
4) Could these sleep symptoms be related to your medical or mental disorder?
5) Did your bed-partner report you snoring or having strange behaviors during the 
night? 

GPs should send the subject to a sleep specialist if the answers to these questions are 
indicative of  1) chronic-persistent insomnia, treatment resistant insomnia 2) Sleepiness 
which adversely affects daytime activities, or 3) Sleep disorders that may require 
instrumental evaluation
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Recommendation for Insomnia treatment in a primary care setting

1. In a patient with acute insomnia an attitude “wait and see” should be taken and
no treatment should be initiated until insomnia persists for more than 1 month

2. In a patient with acute insomnia, 1) in person or self-help CBT-I 2)
pharmacological treatment or 3) a combination of the two may be considered as
therapeutic options

3. In a patient with chronic insomnia without comorbidity the first line treatment
should be: 1) in person or self-help CBT-I, 2) pharmacological treatment or 3) a
combination of the two according to the clinical context and the patient’s preference
4) the GPs should try first a treatment and then if there is treatment resistance GPs
should send the patient to a sleep center.

4. In a patient with chronic comorbid insomnia the comorbidity should be treated
first while specific insomnia treatment should be initiated only in case of insomnia
persistence in spite of the appropriate treatment of the comorbidity

5. In a patient with chronic comorbid insomnia specific insomnia treatment should
be initiated regardless of the comorbidity treatment and outcome
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6. In a patient of adult age, with insomnia without comorbidity: Z-drugs are
preferable to benzodiazepines as a pharmacological option

7. In a patient of adult age, with insomnia without comorbidity: Z-drugs as well as
benzodiazepines or off label drugs may be considered as a therapeutic option
according to the clinical context and the patients’ preference

8. In a patient aged 55 years or more, with chronic insomnia without comorbidity. 
Melatonin 2 mg prolonged release is preferable to any hypnotics as therapeutic 
option

9. In a patient aged 65 years or more, with chronic insomnia without comorbidity. 
The first line treatment should consist of melatonin, BDZ, Z drugs or off label drugs 
according to the clinical context and the patients’ preference

10. The duration of a hypnotic pharmacological treatment in a patient with insomnia
should last no more than 4 weeks

11. The duration of a pharmacological treatment in a patient with insomnia may last
more than 4 weeks provided the patient is under clinical monitoring with intermittent
treatments being encouraged
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12. Zopiclone is indicated for the treatment of sleep onset and sleep maintenance
insomnia in adults
13. Zaleplon is indicated for the treatment of sleep onset insomnia in adults

14. Zolpidem is indicated for the treatment of sleep onset and sleep maintenance
insomnia in adults

15. Triazolam is indicated for the treatment of sleep onset insomnia in adults

16. Temazepam is indicated for the  treatment of sleep onset and sleep maintenance 
insomnia

17. Lorazepam is indicated for the  treatment of sleep onset and sleep maintenance 
insomnia 

18.Trazodone is indicated for the treatment of sleep onset or sleep maintenance 
insomnia 

19.Melatonin is indicated for the treatment of sleep onset insomnia in adults


