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60 people were randomly selected for two groups and every person received a SmartRing
for measuring sleep phases duration at night. For the first 7 days all the people did
measurements, from the 8™ day they started using supplements:

Experimental group — lgnSleep,

Control group — placebo.

Participants

In the study participated 60 people (27 men and 33 women) aged 40-76 years. The average
age was 56.52 + 9.94 years.

Inclusion criteria: individuals over 40 years of age without decompensated medical
conditions who were willing to comply with all experimental conditions and who had
completed infermed consent.

Exclusion criteria: exacerbation of chronic diseases, organic brain diseases, mental illness,
use of sleep medications, use of devices or treatments that could affect the study results,
and pregnancy.

Exclusion criteria: acute illness during the study, failure to comply with experimental
conditions.

Study type: single-blind, randomized, controlled trial with single-blind randomization.

Protocol of the study

A sleep tracker—a portable fitness ring-shaped device with a heart rate monitor and
accelerometer (Smart Ring)—was used to study sleep phases. The tracker calculates REM
sleep phases based on heart rate using the SmartHealth app (Fig. 1).

The app is compatible with both Android and iOS platforms.

The app determines deep sleep, light sleep, REM sleep, sleep duration, and the number of
awakenings.

Fig.1. Smart Ring label



Study Design.
The experiment lasted 21 days in a familiar home environment. Sleep tracker data was
collected daily. Each participant's daily sleep history was entered into a database.

Participants (60 people) were divided into 2 groups using simple randomization:

* Experimental Group 1 (30 people) monitored their sleep without any interventions for the
first seven days. From Days 8 to 21, this group took two IgniSleep capsules one hour before
bed.

* Control Group 2 (30 people) monitored their sleep without any interventions for the first
seven days. From Days 8 to 21, this group took two placebo capsules one hour before bed.

All participants received standard instructions on using the sleep tracker, the mobile app,
and medication administration from trained personnel.

Statistical Methods. All data collected during the study were analyzed using the Student's t-
test of subjects - baseline (7 days) in relation to the data of taking the dietary supplement
(placebo) (14 days) in each group and in comparison of the two groups.

Results

The experimental and control groups were comparable in age (56.47 and 56.47 years),
gender (male-female ratio 14 and 16 in the experimental group and 13 and 17 in the control
group, respectively), as well as initial data on % REM (21.09+0.99 in the experimental group
versus 20.33+1.20% in the control) — p>0.05. Table 1 shows the comparison data of the two
groups before and after taking the drugs within the group and between the groups.

Table 1. Rem/Total duration %% averaged on the groups.

Experimental | Control T-test
First 7days | 21.12+1.16 20.35+1.29 0.22
Days 8-21 26.28+1.28 18.45+1.21 <0.001
T-test <0.001 <0.01

After the second phase of the experiment (taking lgniSleep/placebo), there was a significant
increase in % REM sleep in the experimental group (p<0.001), and a significant decrease in
the control group (p<0.01) (Figure 2).
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Figure 2. The percentage of REM sleep in the experimental and control groups before and
after taking lgniSleep and placebo, respectively (p<0.001).

The average individual % REM values of each member of the 30 subjects in the experimental
group before (7 days) and after (14 days) taking IgniSleep are shown in the figure 3.
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Figure 3. Percentage of REM sleep in the experimental group before and after taking
lgniSleep (p<0.001)

The figure shows that the average individual % REM values for 26 of the 30 subjects in the
experimental group were significantly higher than baseline after taking lgniSleep. The
average group % REM increased from 21.09+0.99% to 26.28+1.28%, p<0.001, or an increase
of 24.6%.

For 4 people parameters of their sleep didn’t change after taking IgniSleep.

The average individual % REM values for each of the 30 subjects in the control group before
and after taking placebo (7 days) and after (14 days) are shown in Figure 4.
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Figure 4. Percentage of REM sleep in the control group before and after taking placebo
(p<0.01).

Although the average decrease in REM sleep in the control group was significant during the
study (20.3341.20% vs. 18.45+1.15%, p<0.01), this 9.2% decrease was mostly due to the
reaction of 8 people.
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Fig.5. Percentage of REM sleep for the experimental and control groups in the first 7 days.
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Conclusions.

An experiment involving 30 subjects and 30 control group individuals showed promising
reliable results from taking IgniSleep (2 capsules per night) for 14 days in terms of improving
sleep quality, due to an increase in the REM sleep phase (% REM sleep) in its total duration
by an average of 24.6%.

In the experimental group the duration of the REM phase increased significantly after
consuming lgnSleep supplement.

In the control group the duration of the REM phase decreased significantly after consuming
Placebo.

Response to the IgnSleep supplement was individual: for 4 people from 30, IgnSleep
produced no effect.
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