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1 –Abstract

Background. Pre-sleep arousal is a factor involved in the development and maintenance of

insomnia. This term refers to both physiologic processes (such as a rapidly beating heart) and

mental processes (such as being unable to stop thinking).

The management of this condition relies on both pharmacological and non-pharmacological

approaches. The last years evidenced a decrease in using sedative and hypnotic drugs to manage

this discomfort, reserving their use for patients with a diagnosis of insomnia in which the

symptoms or psychiatric components are significant. On the other hand, the subjects and the

medical community are considering the positive results obtained with non-pharmacological

approaches in the management of mild and recent sleep disorders.

Objectives. The aim of this study was to have a preliminary evaluation of the efficacy of

nutraceutical Sonidor® in subjects affected by persistent mild sleep disorders (difficulty in

initiating sleep for at least 1 month and reduced quality of sleeping) to whom in special care

setting have been suggested sleep hygiene guidelines and administered the tested nutraceutical for

one month.

Methods. The study was designed as an interventional, pilot, open label, multicentric, non-

comparative trial enrolling 40 subjects, both men and women, aged 18 to 70 years, diagnosed

with recent and mild sleep disorders related to pre-sleep arousal and reduced quality of sleeping.

Subjects administered the nutraceutical (l tablet per day) for 30 days; at the 7-day phone call the

Investigator could increase the dosage to 2 tablets per day only in non-responding subjects.

Evaluations were performed at 7-, 15- and 30-days post administration’s start. The efficacy

outcomes were: Pre-Sleep Arousal Scale (PSAS), Insomnia Severity Index (ISI), Subject QoL

(PHQ-9), and Restorative Sleep Questionnaire-Daily (RSQ-D). Clinical safety was monitored

throughout the study.

Results. This is an interim analysis focused on 10 subjects who completed the trial. PSAS

parameters improved significantly (p<0.05) after 30 days of administration. ISI, PHQ-9 and

RSQ-D did not change compared to baseline.

Conclusions. The preliminary data evidenced improvement in terms of Pre-Sleep Arousal Score

for the subjects administering the tested nutraceutical product.

Sonidor® associated with suggestion of sleep hygiene guidelines exerts a statistically significant

improvement in Pre-Sleep Arousal parameters in subjects with mild sleep disorders.
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3 – Sonidor® improved significantly the PSAS score after

30 days

Figure 1: Pre-Sleep Arousal Scale (PSAS) after 30 days of administration of

Sonidor®. The interim analysis on 10 subjects who completed the trial showed a

significant improvement in PSAS parameters (p<0.05) after 30 days of

administration.

2 - Sonidor® improved PSAS, ISI, RSQD and PHQ9 

scores after 30 days

Table 1: Sleep scores at baseline and final visits of 10 subjects evaluated in the

interim analysis. Values of Insomnia Severity Index (ISI), Subject Quality of Life

(PHQ-9), and Restorative Sleep Questionnaire-Daily (RSQ-D) were improved in the

subjects analyzed after 30 days of administration of Sonidor®.

5 – Conclusions

1) This is an interim analysis focused on 10 subjects who completed the

trial.

2) PSAS parameters improved significantly (p<0.05) after 30 days of

administration.

3) Insomnia Severity Index (ISI), Subject Quality of Life (PHQ-9), and

Restorative Sleep Questionnaire-Daily (RSQ-D) values improved

from baseline, but not significantly.

4) It will be interesting to evaluate the change of sleep parameters

when the data of all 40 subjects will be collected.

4 – Discussion

Preliminary data evidenced improvement in terms of Pre-

Sleep Arousal Score for the subjects administered with the

tested nutraceutical product. Sonidor® associated with

suggestion of sleep hygiene guidelines exerts a statistically

significant improvement in Pre-Sleep Arousal parameters in

subjects with mild sleep disorders.

Table 1. Values of sleep parameters after interim analysis on 10 subjects

First visit Second visit

ID PSAS ISI RSQD PHQ9 PSAS ISI RSQD PHQ9

01 001 22 17 38,88 18 18 12 41,66 11

01 002 23 17 41,66 11 20 12 36,11 9

01 003 22 12 36,11 8 21 12 41,66 9

01 004 21 12 38,88 4 20 11 52,77 3

01 005 22 12 41,66 5 20 11 50 3

01 006 24 15 36,11 7 21 13 44,44 5

01 007 24 14 38,88 5 21 12 44,44 4

01 008 23 15 36,11 5 20 12 27,77 3

01 009 24 16 33,33 12 21 13 41,66 7

01 010 23 14 38,88 9 21 13 33,33 7


