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ABSTRACT
Background: Sleep disturbances affect up to one-third of adults in the United States and are associated with 

adverse health and quality-of-life outcomes. Conventional pharmaceutical treatments are often limited by side effects 

and risk of dependency, prompting interest in well-tolerated, natural alternatives.

Objective: To evaluate the short-term acceptability and efficacy of SensIQ Sleep, a novel supplement containing 

ashwagandha, valerian root, l-theanine, and reishi mushroom, in adults with chronic insomnia symptoms. 

Methods: In this open-label, proof-of-concept study, 38 participants with chronic sleep complaints were enrolled and 

received weight-based nightly dosing of SensIQ Sleep for 7 days. Sleep quality was assessed before and after the 

intervention using the PROMIS Sleep Disturbance 8a questionnaire, the Patient Global Impression of Change 

(PGIC), and a comparison to previously used natural sleep aids.

Results: Participants showed a statistically significant improvement in sleep quality, with PROMIS scores 

decreasing from a mean of 22.16 (SD=4.22) to 20.47 (SD=2.96) (p=0.027). The median PGIC score was 5.0 

(“quite a bit better”), with an interquartile range of 4.0-6.0. Comparison ratings indicated SensIQ Sleep was 

preferred over prior natural sleep aids (median=4.0; IQR=3.0-5.0). No serious adverse events were reported.

Conclusion: A short course of SensIQ Sleep was well tolerated and associated with meaningful improvements in 

subjective and validated measures of sleep disturbance. These results support further investigation of this formulation 

in larger, placebo-controlled trials.
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INTRODUCTION
Poor sleep is a common complaint among American adults. It 
significantly affects quality of life, cognitive functioning, and 
long-term health. The CDC reports that approximately ⅕ adults
struggle with sleep, while the National Sleep Foundation reports 
that up to 30% of Americans have sleep issues. The American 
Psychiatric Association reports that about ⅓ people struggle with
sleep issues. The most common disorder is chronic insomnia. 
Quality sleep is critical to our overall well-being. Pharmaceuticals 
and over the counter drugs have inconsistent responses and are 
often associated with adverse effects. These can be mild, such as 
dry mouth and constipation or more concerning such as 
dependence and cognitive impairment.

Sleep-related challenges affect a significant portion of the 
population [1-4], and many individuals have expressed interest in 
non-pharmaceutical options to support relaxation and improve 
sleep quality. This study evaluated a novel natural sleep 
formulation containing nootropic and adaptogenic compounds.

Design

This was a prospective, proof of concept, dose controlled, open 
label study to evaluate the user acceptance of SensIQ Sleep 
capsules-a proprietary supplement containing ashwagandha, 
valerian root, l-theanine, and reishi mushroom. Weight based 
dosing was used, with participants taking either: two capsules if 
150 lb or under or three capsules nightly if 151 pounds or 
over. Inclusion and exclusion criteria are as follows.
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1. 21 years of age or older.

2. Complaints of inadequate sleep quality and/or duration for 
at least 1 month or existing diagnosis of chronic insomnia.

3. English speaking.

4. Able to use a computer, tablet, or other smart device for 
online survey collection.

5. Has access to and is able to use email.

6. Able to consent.

7. Able to fill out online questionnaires.

Exclusion:

1. Subject has received treatment with an investigational drug or 
therapy within 30 days prior to starting the trial.

2. Subject has a known allergy to active or inert ingredients of 
SensIQ capsules.

3. Pregnant or nursing.

4. Suffering from shift work sleep disorder, sleep apnea, or any 
other sleep condition other than chronic insomnia.

5. Ongoing treatment for a sleep disturbance.

6. Works overnight.

7. Current Acute psychotic or stress reaction.

8. Uncontrolled Bipolar disorder of any type.

9. Major neurological disorder such as Parkinson’s Disease, 
multiple sclerosis, Alzheimer’s or other dementia.

10. Active manic episode.

11. Stimulant or sedative drug abuse.

12. Coffee or stimulant drink intake greater than 2 cups of 
coffee per day after 10am for the duration of the trial (7 days).

Methods

Potential subjects were screened using an email questionnaire or 
over the phone if needed for eligibility. Subjects who meet all 
inclusion/exclusion criteria were enrolled. Enrollees were sent a 
link to review the informed consent form. Once enrolled, name, 
age, sex, weight, address and phone number were collected, and 
enrollees completed PROMIS 8a Sleep Questionnaire, and study 
capsules were mailed out.

Participants were instructed to take the capsules one hour before 
bedtime, every night for one week (7 days). After taking the 
supplements for one week, participants were emailed another 
link taking them to a PROMIS 8a questionnaire again as well as 
the Participant’s Global Impression of Change (PGIC) and 
other user acceptance questions. Data about adverse events that 
may have occurred were also collected.

Upon completion of the study, including answering the 
questionnaires, all participants were mailed a bottle of SensIQ 
Sleep.

The data were analyzed for normality using Shapiro-Wilk tests 
and broken down into quartiles if they were not normally 
distributed. A paired t-test was used if the data were normally 
distributed.

RESULTS
A total of 40 participants went through screening, with 2 screen 
failures. A final study cohort consisted of 38 participants. There 
were 27 women screened. The average age was 53 years. There 
were 20 participants over 150 lbs.

Participants reported significant improvement in overall sleep 
quality, and strong preference for the SensIQ sleep formulation 
as compared to previously tried natural sleep aids. There were 
no serious adverse effects reported.

Timepoint Mean ± SD

Pre-treatment 22.16 ± 4.22

Post-treatment 20.47 ± 2.96

Note: The average PROMIS score decreased from pre to post, suggesting improvement in sleep quality (assuming higher scores=worse 
sleep disturbance).

Table 2: Paired samples t-test results

Comparison Mean difference 95% CI (Lower,
Upper)

t df p-value

Surveypre-Surveypost  1.68 (0.20, 3.17) 2.3 37 0.027
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Inclusion:
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Table 1: Descriptive statistics for promis sleep disturbance scores (n = 38)

Note: Significant at p<0.05.



Table 3: Percentiles for subjective ratings of sleep and product comparison

Item 25th Percentile Median (50th) 75th Percentile Interquartile Range (IQR)

Change in sleep quality 4 5 6 4.0–6.0

Comparison to other
natural sleep aids

3 4 5 3.0–5.0

Change in sleep quality (PGIC):

Median=5.0 (i.e., “quite a bit better”).

IQR=4.0 to 6.0, indicating responses mostly range from 
“moderately better” to “very much better”.

Comparison to other natural sleep aids:

Median=4.0, meaning the product was generally perceived as 
“better” than other sleep aids.

IQR=3.0 to 5.0, showing a range from “about the same” to 
“much better”.

The x-axis ranges from approximately -10 to +10.

Negative values (to the left) represent improvements in sleep 
(lower post-scores).

Positive values (to the right) indicate worsening or no 
improvement.

The peak frequency occurs around -1 to -2, suggesting many 
participants experienced mild to moderate improvement.

The distribution is slightly left-skewed, with more values below 
zero.

This supports the earlier finding of a statistically significant 
decrease in PROMIS scores post-treatment.

DISCUSSION
Healthy sleep is a critical component of overall human wellbeing, 
playing an important role in maintenance across psychological 
and physical domains [10]. Despite its well recognized 
importance, many people still struggle with sleep [1-4]. While 
there are numerous FDA approved medications to treat sleep 
disturbance, many prefer a natural option [4,11,12].
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The result is statistically significant (p=0.027), meaning there 
was a significant decrease in PROMIS sleep disturbance scores 
after the intervention. The 95% confidence interval for the 
difference does not include 0, further confirming significance.

3

The PROMIS sleep scores improved significantly after the 
intervention. The difference is statistically significant (p= 
0.027).

Figure 1: Self-Reported change in sleep quality.

Histogram of participant responses to the item, “How would 
you describe the change (if any) in your sleep quality?” (n=38). 
Responses were provided on a 7-point scale ranging from 1 
(much worse) to 7 (very much better).
The distribution is skewed toward higher values, indicating that 
most participants perceived improvement in their sleep quality 
following the intervention.
The most frequently selected response was 6, with a mean of 
4.95 (SD=1.676), suggesting that, on average, participants rated 
their sleep as moderately to quite a bit better post-treatment.
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Figure 2: Promis sleep disturbance surveydiff.
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L-theanine is a structural analog of both glutamate and GABA, 
has been shown to promote relaxation with documented effects 
on alpha waves. Alpha waves are the brain waves of an awake-
relaxed state [20,21]. Although often utilized for the 
enhancement of relaxed alertness, for the purposes of improving 
sleep, its effects on N-Methyl-D-Aspartate (NMDA) receptors are 
of vital importance. Data shows that glutamate and glycine co-
agonism at NMDA receptors are vital for appropriate sleep 
structure of Non-Rapid-Eye Movement (NREM) sleep, 
indicating that it promotes sleep maintenance that is critical to 
deep, restful sleep [22].

Valeriana officinalis, commonly known as valerian root, is 
frequently used an anxiolytic and sleep aid. It binds GABA 
receptors, and some data also suggest that it inhibits GABA 
transaminase, preventing GABA breakdown. Most studies 
suggest it is well tolerated with some modest effect on sleep 
quality [23,24].

The above ingredients, when combined, reveal desirable, 
synergistic, beneficial effects on major aspects of healthy sleep 
including reducing sleep latency for faster sleep onset, circadian 
entrainment, neurohormonal balance, and promotion of 
healthy sleep architecture to reduce sleep fragmentation. They 
seem to be well tolerated when combined, possibly with greater 
efficacy used in combination compared to singly.

Limitations of this study include the lack of a control group, 
self-reported data, and a short intervention window. Future 
studies should incorporate placebo controls, extended follow-up 
periods, and biological sleep tracking to confirm efficacy.

Nonetheless, the high completion rate, absence of adverse 
events, and strong user acceptance support feasibility for broader 
application.

CONCLUSION
This open-label pilot study contributes to the growing evidence 
supporting integrative approaches to sleep disturbances. The 
ingredients in SensIQ Sleep have been individually studied for 
their anxiolytic, adaptogenic, or sedative properties, but this study 
is among the first to evaluate their combined effect in a 
commercially available product. The statistically significant 
improvement in PROMIS scores and the high PGIC ratings 
highlight both subjective and objective utility.

The adaptogens included ashwagandha and reishi have shown 
benefits in stress modulation and sleep latency reduction in 
previous research. Meanwhile, nootropics such as l-theanine and 
valerian root may promote relaxation without causing cognitive 
impairment. This formulation may influence mood and stress 
pathways associated with disrupted sleep, offering a potential non-
pharmaceutical approach to improving sleep quality. [5-9].
The SensIQ Sleep formulation may represent a desirable and well-
tolerated natural option for individuals seeking non-
pharmaceutical support for improved sleep quality. Statistically 
significant improvements were observed across both subjective 
and validated sleep measures, even over a short duration of use. 
These findings suggest the formulation may offer meaningful 
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Pharmaceutical options for sleep have expanded in recent years 
[12]. Some of the most common include benzodiazepine drugs 
like clonazepam, and non-benzodiazepine drugs such as 
Zolpidem [11-14]. These drug classes bind to the Gamma-
Aminobutyric Acid (GABA) receptor, although at different 
subunits, and have been shown to reduce sleep-latency [11-14]. 
Adverse effects of these medication classes can include 
dependence, memory issues. Benzodiazepines can also cause a 
withdrawal syndrome and rebound insomnia. The non-
benzodiazepine drugs have become notorious for hallucinations 
and complex sleep-related behaviors such as sleep-driving, but do 
not seem to have a significant withdrawal syndrome. Both classes 
of drugs have abuse potential [11-14]. 

Other common drug classes include melatonin agonists and 
orexin receptor antagonists, which also help to reduce sleep 
latency. Melatonin agonists, such as Ramelteon, seem to have 
modest effect and a mild side-effect profile primarily including 
nasopharyngitis, drowsiness, and headache [11-14]. Melatonin 
itself is also used as a sleep aid with similar efficacy and side 
effects, however, overall, data quality is poor [14].

Orexin receptor antagonists block orexin, a neuropeptide, from 
binding its receptor, thereby inhibiting wake promotion. It 
seems to have modest efficacy for sleep promotion and 
maintenance. The most common side effects is drowsiness, 
although suicidal ideation has been reported [12-14].

As noted above, many are seeking a sleep aid with robust efficacy 
without significant side effects, using natural compounds. The 
question then is whether such a sleep aid can be designed. The 
two major functions of any sleep aid are to promote sleep onset 
(i.e. reduce sleep latency), and promote sleep maintenance (i.e. 
prevent overnight waking), allowing for refreshing sleep.

This open-label study indicates that a rationally designed, 
synergistic blend of adaptogens, nootropics, and medicinal 
mushrooms is well received by those looking for a natural sleep 
aid. SensIQ Sleep is designed to meet this challenge by 
combining nootropics, adaptogens, and medicinal mushrooms 
synergistically. The five active ingredients (as stated on the 
SensIQ website) are magnesium, Withania somnifera root, 
Ganoderma lucidum, L-theanine, and Valeriana officinalis.

Magnesium has been shown to be important for sleep through 
various mechanisms. These include shifts in extracellular 
concentrations of magnesium ions, with higher levels being of 
extracellular magnesium being associated with sleep induction 
and maintenance. Increased magnesium levels have been shown 
to reduce cortisol levels, improving sleep. In addition, 
magnesium itself seems to be important in melatonin production 
[15-17].

Withania somnifera, commonly known as Ashwagandha, contains 
numerous adaptogenic compounds including withanolides. 
These compounds reduce cortisol levels and modulate 
GABAergic pathways [18]. The mechanisms have been shown to 
promote healthy sleep [7]. Ganoderma lucidum, often referred to 
as Reishi, contains triterpenes. These compounds have been 
shown to have affinity to GABA receptors and promote sleep 
[8,19].

4



1. Sleep Difficulties in Adults: United States. 2020.

2. National Sleep Foundation’s 2025 Sleep in America® Poll. 2025.

3. American Psychiatric Association. What Are Sleep Disorders?.
2025.

4. Lappas CM, Coyne N, Dillard AJ, Meier BP. Do Physicians Prefer
Natural Drugs?. Eur J Health Psychol. 2022.

5. Panossian AG, Efferth T, Shikov AN, Pozharitskaya ON, Kuchta
K, Mukherjee PK, et al. Evolution of the adaptogenic concept from
traditional use to medical systems: Pharmacology of stress‐and aging‐
related diseases. Med Res Rev. 2021;41(1):630-703.

6. Gerontakos SE, Casteleijn D, Shikov AN, Wardle J. A critical
review to identify the domains used to measure the effect and
outcome of adaptogenic herbal medicines. Yale J Biol Med.
2020;93(2):327.

7. Langade D, Thakare V, Kanchi S, Kelgane S. Clinical evaluation of
the pharmacological impact of ashwagandha root extract on sleep in
healthy volunteers and insomnia patients: A double-blind,
randomized, parallel-group, placebo-controlled study. J
Ethnopharmacol. 2021;264:113276.

8. Boh B, Berovic M, Zhang J, Zhi-Bin L. Ganoderma lucidum and its
pharmaceutically active compounds. Biotechnol Annu Rev.
2007;13:265-301.

9. Hidese S, Ogawa S, Ota M, Ishida I, Yasukawa Z, Ozeki M, et al.
Effects of L-theanine administration on stress-related symptoms and
cognitive functions in healthy adults: A randomized controlled trial.
Nutrients. 2019;11(10):2362.

10. Baranwal N, Phoebe KY, Siegel NS. Sleep physiology,
pathophysiology, and sleep hygiene. Prog Cardiovasc Dis.
2023;77:59-69.

11. Pagel JF, Parnes BL. Medications for the treatment of sleep disorders:
An overview. Prim Care Companion J Clin Psychiatry. 2001;3(3):
118.

12. Giara K. What’s new in sleep medicine?. Med Central. 2024.

13. Matheson E, Honn KA, Eldridge JN. Insomnia: pharm-
acotherapy. Am Fam Physician. 2017;96(2):29-35.

14. Brasure M, MacDonald R, Fuchs E, Olson CM, Carlyle M, Diem
S, et al. Management of insomnia disorder. 2015.

15. Van Ooijen G, ONeill JS. Intracellular magnesium and the rhythms
of life. Cell Cycle. 2016;15(22):2997-2998.

16. Ding F, Odonnell J, Xu Q, Kang N, Goldman N, Nedergaard M.
Changes in the composition of brain interstitial ions control the sleep-
wake cycle. Science. 2016;352(6285):550-555.

17. Zhang Y, Chen C, Lu L, Knutson KL, Carnethon MR, Fly AD, et
al. Association of magnesium intake with sleep duration and sleep
quality: Findings from the CARDIA study. Sleep. 2022;45(4):276.

18. Haber M, Czachor A, Kula P, Juskiewicz A, Grelewicz O, Kucy N,
et al. Ashwagandha as an Adaptogen: Its Influence on Sleep Patterns,
Stress Response, and Anxiety in Modern Life. J Educ Health Sport.
2024;68:55327.

19. Qin Y, Zhao Y, Hu X, Chen X, Jiang YP, Jin XJ, et al. Ganoderma 
lucidum spore extract improves sleep disturbances in a rat model of
sporadic Alzheimer’s disease. Front Pharmacol. 2024;15:1390294.

20. Dashwood R, Johnston K, Murphy L, et al. L-theanine: From tea
leaf to trending supplement - Does the science match the hype for
brain health and relaxation?. Nutr Res. 2025;134:1-12.

21. Miracca G, Anuncibay-Soto B, Tossell K, Yustos R, Vyssotski AL,
Franks NP, et al. NMDA receptors in the lateral preoptic
hypothalamus are essential for sustaining NREM and REM sleep. J
Neurosci. 2022;42(27):5389-5409.

22. Sebih F, Rousset M, Bellahouel S, Rolland M, de Jesus Ferreira
MC, Guiramand J, et al. Characterization of l-theanine excitatory
actions on hippocampal neurons: Toward the generation of novel N-
Methyl-d-aspartate receptor modulators based on its backbone. ACS
Chem Neurosci. 2017;8(8):1724-1734.

23. Bent S, Padula A, Moore D, Patterson M, Mehling W. Valerian for
sleep: A systematic review and meta-analysis. Am J Med.
2006;119(12):1005-1012.

24. Murphy K, Kubin ZJ, Shepherd JN, Ettinger R. Valeriana officinalis 
root extracts have potent anxiolytic effects in laboratory rats.
Phytomedicine. 2010;17(8-9):674-678.

Kimless D, et al.

double-blind, placebo-controlled studies and comparisons with 
both natural and conventional sleep aids, will be valuable in 
further characterizing its efficacy and clinical relevance.
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DISCLAIMER
SensIQ Sleep is a dietary supplement and not an FDA-approved 
drug. This product is not intended to diagnose, treat, cure, or 
prevent any disease. Statements in this publication have not 
been evaluated by the U.S. Food and Drug Administration.
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