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For many Americans sleep has become a lofty dream. The American Academy of 
Sleep Medicine indicates that 60% of Americans have some kind of sleep issue, 
whether it is brief symptoms of insomnia (30 to 35%), a short-term insomnia 
disorder, which lasts less than three months (15 to 20%), or a chronic insomnia 
disorder, which occurs at least three times a week per week for at least three 
months (10%).1  Insomnia is considered a disorder when it causes a significant 
amount of distress or anxiety, or when it results in daytime impairment.

The long-term effects of an insomnia disorder can be very damaging, as our 
bodies require periods of deep sleep to perform maintenance and to replenish 
necessary neurotransmitters. Levels of melatonin—the sleep hormone found in 
the brain and spinal fluid—appear to decrease with age. This drop in melatonin 
seems to in turn increase the chance of developing cognitive performance issues. 

Factors Behind Today’s Sleep Epidemic
The rise in sleep issues may be attributed to a variety of biological, 
psychological and social factors. These include the following:

• Toxicity due to environmental pollutants and unhealthy diets;
• Adrenal fatigue from stress, sugar, chemicals and pollutants;
• A diagnosed or undiagnosed sleep disorder, such as sleep apnea or  

restless legs syndrome;
• Chronic pain, illnesses, and diseases such as diabetes;
• Medications (betablockers, antihypertensives, birth control, etc.);
• Obesity (there is a strong correlation between weight gain and sleep apnea);
• Psychiatric illness (90% of people who suffer from depression also suffer from 

insomnia);
• Hormonal changes brought on by the onset of menstruation cycle, pregnancy, 

and menopause (women are almost twice as likely to suffer from insomnia than 
men);

• A sedentary, inactive lifestyle;
• Sudden life changes, such as divorce or death of a loved one;
• Traveling to different time zones;
• Age (people over the age of 65 are 1.5 times more likely to complain of 

insomnia than younger people); and
• Working at night and poor sleep hygiene.

Sleep disorders  
are a rising concern in  

the U.S., with 

60%
of Americans reporting 

some kind of sleep issue.

Some of the factors 
behind today’s sleep  

epidemic include:  

Chronic Pain

▼

Hormonal Changes

▼

Stress

▼

Obesity

▼ 

Certain Medications

$$$
Hundreds of billions  

of dollars are spent annually  
on medical costs that  

are directly related  
to sleep disorders.
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Data from the Centers for Disease Control suggest that about 4% 
(approximately 10 million) of U.S. adults use prescription sleep aids, 
while the American Academy of Sleep Medicine reports that 10 to 20% of 
Americans take over-the-counter sleep aids. The global market for sleep 
aids totaled $54.9 billion in 2013. This market is estimated to grow at a 
compound annual growth rate (CAGR) of 5.6% to reach $58.5 billion in 
2014 and $76.7 billion by 2019.3  

Many of the drugs that Americans turn to for relief are now linked to 
increased risk for developing serious cognitive health issues, and those 
who take sleeping pills just twice a month nearly quadruple their chances 
of premature death.4 Then again, chronic insomnia also has been linked to 
dementia and cognitive impairment, and it has a number of other negative 
side effects as well, from weight gain to cardiovascular issues to digestive 
disorders. Insomnia raises levels of stress hormones such as cortisol, 
and releases chemicals such as interleukin-6 into the bloodstream, which 
promotes inflammation. In addition, scientists are finally making the 
connection between disrupted sleep and a host of psychiatric conditions 
such as depression, schizophrenia, and bipolar disorder. 

Not all the drugs that are in use today to help with insomnia require a 
prescription and not all of them are intended to treat insomnia. Let’s 
examine a few of these now:

The Cost2

Whatever the cause or causes of 
insomnia, the cost to the United 

States in lost productivity, healthcare 
expenses, and highway and other 

accidents is immense. 

▼
Increased Automobile Accidents 

National Highway Traffic Safety 
Administration statistics show that 

100,000 vehicle accidents occur 
annually due to drowsy driving.  

An estimated 1,500 die each  
year in these collisions.

▼

Rising Employer Expenses
Employers spend approximately 

$3,200 more in health care costs on 
employees with sleep problems than 

for those who sleep well.

▼

$15 Billion in Health Care Costs
According to the U.S. Surgeon General, 

insomnia costs the U.S. Government 
more than $15 billion per year in 

health care costs.

▼

Decreased Productivity
Statistics also show that U.S. industry 

loses about $63 billion each year 
because of sleep deprived workers. 

This takes into account absenteeism 
and lost productivity.

The Booming 
Sleep Aid Industry

 10–20%
of Americans Take  

Over-the-Counter Sleep Aids  
according to The American  

Academy of Sleep Medicine.

The Market for Sleep  
Aids is Expected to Grow 
at an annual growth rate of  

5.6%
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Prescription Sleep Aids
Benzodiazepines (euphemistically called ‘Mother’s Little Helpers’) are  
some of the most widely used prescription sleep aids, and many of them 
have been around for years. These include drugs such as Valium (diazepam), 
Xanax (alprazolam), Klonopin (clonazepam), and Ativan (lorazepam). 
Approximately 9% of Americans between the ages of 65 and 80 take a drug 
that contains benzodiazepine. These drugs are used pervasively because they 
are highly effective. However, the down sides to these drugs are very serious. 
Benzodiazepines have been known to produce significant physical dependence. 
Depending on the dosage, frequency, and length of use, they can have 
unpleasant withdrawal symptoms as well, such as anxiety, muscle spasms, 
irritability, mood crashing and hypersensitivity. Benzodiazepines also slightly 
reduce REM and deep sleep. When people try to discontinue these drugs, 
they often find themselves worse off than they were before . . . their insomnia 
returns with a vengeance. Most alarmingly, new research shows that older 
people who take benzodiazepines are at a greater risk of falls and fractures, 
cognitive problems such as dementia, and car accidents. 

Non-Benzodiazepines (The So-Called “Z” Drugs)
This relatively new class of drugs works on the same brain neurotransmitter 
(gamma-aminobutyric acid—GABA), but in a slightly different way. They include 
Ambien (zolpidem), Lunesta (eszopiclone), Rozerem (ramelteon), and Sonata 
(zaleplon). These drugs are viewed as safer than benzodiazepines because they 
have fewer side effects and less chance for abuse. They are generally easier 
to discontinue than benzodiazepines. Only two (Lunesta and Rozerem) are 
approved by the FDA for long-term use. However, some patients have reported 
blackout behaviors such as sleepwalking, sleep talking and sleep driving when 
taking Z drugs. People should be in a safe and somewhat controlled sleeping 
environment when they take them. In addition, many people experience 
“rebound” insomnia when they try to discontinue them. Although these 
relatively new drugs are believed to be less habit forming, not enough research 
has been done on the long-term consequences of using them. In 2013, the 
FDA issued a warning about sleeping pills and driving, especially for women 
taking Ambien. As it takes women longer to metabolize the active ingredient, 
their blood levels tend to remain elevated much longer. It is recommended that 
women take half the dosage previously recommended. 

Long-term use of  
prescription benzodiazepines 

and non-benzodiazepines 
has been linked to: 

Cognitive Impairment 

▼

Dementia

▼

Increased Fatality

Prescription Sleep Aids  
can be habit forming, with  

a wide range of possible side 
effects, withdrawal symptoms 
and rebound insomnia issues.

Older, long-term users of 
prescription sleep aids are at risk 

for a number of serious health 
issues, including confusion and 
dizziness, increased risk of falls, 

increased risk of dementia, 
increased risk of  pneumonia, 
and increased risk of fatality.
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Non-Prescription Pharmaceutical  
Sleep Aids
Over-the-Counter Antihistamines and Decongestants
Not all drugs used for insomnia were designed for 
insomnia. Easy to get a hold of, over-the-counter drugs 
such as Unisom, ZzzQuil, Nytol, Nyquil, and Sominex 
contain antihistamines as their active ingredient.   
Antihistamines such as diphenhydramine (the same 
compound in Benadryl) and doxylamine are FDA-
approved for treating colds and allergies. They are also 
known to make people sleepy. Very little research has 
been conducted on their long-term risks and overall 
effectiveness. These products fall into a class of drugs 
known as anticholinergics, which are associated 
with confusion in the elderly and increased risk for 
dementia. This is because they interfere with the 
neurotransmitter acetylcholine, which can cause or 
worsen memory problems and cognitive impairment. 
They can also cause dry mouth, dizziness, headaches, 
and urinary retention in older men who have an 
enlarged prostate. The plus side is that they are not 
linked with withdrawal symptoms upon cessation and 
they don’t appear to be addictive. 

Over-the-Counter Pain/Sleep Medications
Advil PM, Motrin PM, Simply Sleep (Tylenol) 
The active ingredients in over-the-counter sleep aids 
are diphenhydramine HCL, diphenhydramine citrate, 
or doxylamine succinate. These are all antihistamines. 
Many of these medications also contain painkillers, 
such as ibuprofen, which is an anti-inflammatory 
drug designed for pain relief, and acetaminophen, an 
analgesic for treating pain and fever, which is also one 
of the most common causes of overdose poisoning in 
the world. As many people with chronic pain issues 
also struggle with sleeplessness, these drugs are 
quite widely used. What are some of the drawbacks 
of OTC sleep aids? First, although less addictive than 
many prescription drugs, it is inaccurate to say that 
they are not habit forming. Many people use these 

products every night for months and even years. Some 
of the other side effects include nausea, vomiting, 
constipation, skin rash, weight gain, hypotension 
(abnormally low blood pressure), headaches, 
prostate problems, daytime drowsiness and fatigue, 
nightmares, mood changes, restlessness, and liver 
toxicity (some OTC sleep aids contain acetaminophen 
as well as diphenhydramine). Many users of these 
products report shallow or unrefreshing sleep. This is 
because they do not reach deep level (Stage 3) sleep. 
Diphenhydramine has also been linked to dementia 
and brain damage. 

Non-Prescription Natural Sleep Aids
Over-the-Counter Melatonin
Melatonin is a hormone that targets melatonin 
receptors in the brain that help to regulate the body’s 
internal clock, or circadian rhythms. Some research 
has shown that people who take melatonin fall asleep 
more quickly and stay asleep slightly longer, and it does 
not appear to cause physical dependency. It is often 
recommended for people who are changing time zones 
or work shifts and for helping night owls go to sleep 
earlier. Melatonin is an ingredient included in many 
sleep products today, both pharmaceutical and natural. 
In natural health stores all top-selling brands contain 
high doses of melatonin—Nightrest, Somnapure, Sleep 
Ease, Sleepy Nights, Power to Sleep, and Deep Sleep.

Other Popular Natural Sleep Aids Include:
• Alteril   
• Midnite
• Sleep and Restore  
• NatureMade Sleep

In addition to melatonin, other common ingredients 
in these natural sleep aids include Pharma GABA and 
Valerian. (See pages 9-10 for differentiating ingredients 
in Procera’s new sleep supplement.)
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As already noted, prescription sleep aids such as Benzodiazepines and the new “Z” drugs have 
been linked to a number of cognitive health issues, including increased risk for dementia and 
Alzheimer’s, especially in older individuals who have been taking these products for an extended 
period of time. 

For the elderly, long-term of use of prescription sleep aids can be particularly serious. 
Prescription sleep aids increase the risk of falls and impaired driving, and they can also worsen 
sleep apnea. Most ominously, sleeping pills and sedatives also increase the risk of pneumonia, a 
common cause of death among the elderly. In one study conducted by the Institute of Cognitive 
Neuroscience in the UK, use of a Benzodiazepine prescribed for anxiety and insomnia increased 
the risk of fatal and non-fatal pneumonia by 54%.5 

The sleep category is twice the size of the brain category, growing at 7% annually, with 52.2% of 
the market from pharmaceutical sales and 23.4% from over-the-counter drugs. Supplements are 
a sizable slice of this market at 24.4%.   

The Relationship Between 
Sleep Aids and Overall Health

Market Overview

III. 

IV. 

2004 – 2014 U.S. Insomnia/Sleep Aid  
Supplement Sales and Growth 

Source: ©2015 Penton, Nutrition Business Journal 
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Location, Location, Location
The location of sleep aids varies widely depending on 
venue. Below is an overview of our research on product 
location.

CVS  
Vitamins are grouped together into one aisle/section. 
ALL sleep aids (including natural) are located next to 
conventional pain and sleep. CVS also has melatonin 
and GABA in their Vitamin category.

Walgreens  
Conventional sleep aids (includes melatonin and 
Emergen Zzzz) are located on one side of the aisle 
next to pain relief and natural sleep aids. Melatonin 
from recognized natural brands, melatonin + other 
ingredients or other natural sleep aids are in a small 
subsection of vitamins, normally toward the bottom 
shelf.

GNC  
In a sleep section adjacent to brain health, GNC has 
a number of branded items and melatonin products. 
In addition, they have melatonin, valerian, GABA and 
rhodiola in the Vitamin section. They also have two 
sublingual liquid melatonin sleep products that use 
droppers. Their top-selling sleep aid is Alteril.

Rite Aid  
In their GNC set, Rite Aid carries melatonin and 
Nighty Night; they also carry melatonin in their vitamin 
category. In their sleep category they include melatonin 
and several national brands.

Vitamin Shoppe  
Sleep is a separate category located adjacent to brain 
health.  

Natural Food Stores  
Most sleep aids are not grouped by condition, but 
by manufacturer, which can make product selection 
difficult. 

Conventional Groceries 
Typically, large chain groceries such as Safeway, have 
an extensive supplements section, with many over-
the-counter products. They place their sleep products 
adjacent to pain relievers.

Non-conventional Groceries  
Groceries such as Whole Foods have an entire section 
devoted to sleep, with quite a few natural products 
related to calming and anti-stress. These products are 
positioned below Vitamins.

Natural Sleep Aid Product Location— 
Our Recommendation
Due to the undeniable connection between sleep and 
cognitive health, we recommend that natural sleep aids 
be located adjacent to the vitamin/brain health section. 
As customers are in the habit of going to the pain/
conventional sleep area for sleep aids, signage and 
advertising should be clear and directive.
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Procera® Sleep
Procera Sleep is designed to address the 
growing need among consumers for a safe, 
reliable and effective sleep aid that gets 
them to sleep faster, keeps them asleep for 
a full sleep cycle, and leaves them waking 
refreshed and renewed. 

Unlike nearly all conventional prescription 
and non-prescription sleep aids, Procera 
Sleep uses all-natural ingredients that 
are not habit forming, with no side effects 
such as morning after drowsiness, no 
rebound insomnia issues, and no long-term 
detrimental cognitive concerns. 

As an all-natural, vegetarian based formula, 
Procera Sleep combines 7 sleep aids that 
make it far more effective than the typical 

melatonin-based supplement. Each nutrient 
is backed by science (see page 9). Procera 
Sleep is differentiated from other natural 
sleep supplements through the synergistic 
interaction of its ingredients that are 
provided in therapeutically effective and 
balanced amounts. In helping to regulate and 
facilitate the body’s natural circadian cycles, 
Procera Sleep supports cognitive function 
by allowing the user to wake up feeling 
energized and sharp.

Usage
Take two capsules 30 minutes before 
bedtime to promote restful sleep.

IV. 
Procera’s New  
Natural Sleep Aid Product
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Formulation
L-THEANINE  This amino acid promotes a relaxing 
effect on the mind, which is critical in falling asleep. 
Preliminary studies also suggest it helps increase brain 
alpha-wave activity. This is important because alpha 
waves are the electrical signals produced by the brain 
during a relaxed state, including when you’re sleeping.

MELATONIN  Melatonin is a neurotransmitter that 
is the direct result of the biosynthesis of serotonin 
from tryptophan and 5-HTP. Tryptophan is part of all 
complete proteins found in foods such as meat and 
in incomplete proteins found in some vegetables and 
starches. Once digested, tryptophan goes through 
several stages before becoming 5-HTP, making it 
available for the conversion of serotonin into melatonin. 
Tryptophan and 5-HTP can be converted into serotonin 
in the digestive tract but must be transported to the 
brain where it is then synthesized into melatonin.

The pineal gland in the brain switches on melatonin 
synthesis when it detects lower levels of light in the 
ambient environment. This forms the basis for our 
natural circadian rhythms, or 24 hour day cycle. The 
effects of melatonin have been studied in detail and 
correlated to processes such as the regulation of sleep. 
Low levels of melatonin have been linked to insomnia as 
well as to other brain conditions, such as Alzheimer’s. 
Melatonin has other cognitive health benefits; new 
studies are validating melatonin’s ability to protect the 
brain from oxidative stress and the neurodegeneration 
that comes with aging and environmental factors. This 
is why some researchers refer to melatonin as the 
“brain hormone.” 6

VALERIAN EXTRACT  This fascinating herb has been 
used since the 1800s for its sleep-inducing and calming 
benefits. While valerian has an impressive record 
of traditional use, it’s also gaining the attention of 
scientists. Research suggests that valerian helps to 
improve sleep latency (the time it takes to fall asleep) 
and is closely linked to better sleep quality.7 

HOPS EXTRACT  Research suggests that it’s a 
combination of hops extract and valerian extract that 
helps to improve sleep, decrease the time it takes to  

fall asleep, and increase brain alpha-wave activity. A 
number of researchers have demonstrated that a fixed 
combination of hops and valerian root extracts affects 
the central nervous system within an hour. The time 
required to fall asleep is reduced when hops is added 
to a valerian formulation vs. valerian taken alone. In 
addition, discontinuation does not cause rebound 
insomnia. 

MAGNESIUM  A powerful relaxation mineral responsible 
for more than 300 enzyme reactions, magnesium is a 
stress reducer and an excellent antidote for insomnia. 
One study has shown that it helps to decrease cortisol, 
the stress hormone, that can keep you up at night. 
Found mostly in your bones, brain and muscles, 
magnesium helps to stabilize membranes and helps 
muscles to relax. Deficiency can cause cognitive issues, 
such as difficulty concentrating and remembering, 
muscle soreness, and a feeling of constant fatigue. 

5-HYDROXOTRYPTOPHAN  The precursors tryptophan 
and 5-HTP make serotonin and melatonin. Therefore, 
serotonin and melatonin can be increased through 
increasing tryptophan in the diet and supplementing 
with 5-HTP. Insomnia may be due to low levels of 
serotonin available for conversion into melatonin. 
During the day, hormones like serotonin are high, but 
during the evening they drop, while melatonin levels 
rise, preparing the body for sleep. This ebb and flow 
of serotonin is normal. However, deficiencies can lead 
to sleep disorders. In studies where serotonin was 
artificially embedded in areas of the brain that control 
sleep, levels of melatonin increased and sleep was 
induced.

GLYCINE  Glycine promotes a healthy central nervous 
system and digestive system. It works with GABA 
and Taurine in the body as an inhibitory (calming) 
neurotransmitter. Low doses of glycine supplementation 
appear to benefit the subjective sensation of a good 
night’s sleep associated with reduced latency (time 
taken to fall asleep), time to reach slow wave sleep, and 
improved performance the next day. The subjective 
sensation lasts for only about one day, whereas 
performance benefits persist. 
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Product Benefits/Differentiators
• B-6 helps to convert 5HTP to serotonin and melatonin. This, in combination 

with a therapeutically safe and effective amount of melatonin, gives you just 
what you need to get your circadian rhythms back on course to get to sleep, 
stay asleep, and sleep restoratively.

• Our co-enzyme form of B-6 is 10 times more effective than other forms of B-6.

• 5-HTP gets into the brain quickly, converting to serotonin, which has known 
anti-depressant and pain relief properties.

• We include a therapeutically correct amount of melatonin. Most natural 
sleep aids contain melatonin, with dosages ranging from .3 to 10 mg. The 
efficacy of melatonin varies widely depending on various factors, including 
the health of the gut, an empty or full stomach, the body’s digestive power, 
bowel transit time and the condition of the liver. Subsequently, some people 
do better on smaller doses (especially the young and healthy), while others 
need larger doses (older and less healthy). In fact, older people often have 
trouble getting to sleep because the pineal gland, where melatonin is 
produced, gets calcified with age. A little melatonin can make up for this 
weakness. But, Dr. Richard J. Wurtman, a well-known researcher in the 
field of melatonin, recommends small doses.8  This is because too much 
melatonin overwhelms and deactivates receptors that transfer the hormone 
into cells. Most melatonin products contain 6 mg, which can actually 
worsen insomnia. And, at larger doses, some people also report anxiety, 
vivid dreams, or feeling groggy the next day. Because of this variance, we’ve 
created a formula with a smaller dosage (1 mg), which is augmented by the 
combination of herbs and other ingredients in the formulation.  

• Smell  Many Valerian supplements have a noticeably unpleasant smell. Our 
product utilizes deodorized valerian from Naturex. The smell has been 
removed during the extraction process.

• L-Theanine and Hops ingredients work synergistically to make you pleasantly 
sleepy and relaxed, without waking up groggy.

• No adverse side affects. No early waking. Gets you to sleep and keeps you 
asleep.

▼

Crosses the blood/brain  
barrier quickly.

▼

Therapeutically correct 
amount of melatonin, 

which works synergistically 
with valerian and hops 

combination.
▼

No adverse side effects.  
Gets you to sleep and keeps 

you asleep.
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Insomnia is a growing health issue in the 
United States, with record numbers of 
Americans reporting moderate to serious 
sleep disorders. The loss in productivity and 
burden to the healthcare system are enormous, 
with the U.S. Surgeon General reporting that 
insomnia costs the U.S. Government more 
than $15 billion per year in healthcare costs. 
The market for sleep aids will continue to 
steadily rise—estimated at 7% annually—and 
outpace other cognitive health categories. 

Many consumers are not aware of the negative 
health impacts of prescription and over-the-
counter sleep medications available today. 
These impacts include everything from 
unpleasant side effects to physical dependency 
to rebound insomnia. Both prescription 
Benzodiazepines and Non-Benzodiazepines 
(Z drugs) have been linked to cognitive 
impairment and decline, including dementia 
and Alzheimer’s disease. The elderly have 
particular vulnerabilities related to the long-
term use of these drugs, including increased 
risk of falls, dementia, mental confusion, 
pneumonia, and fatality. 

There is a clear need for a therapeutically 
effective and safe natural sleep supplement 
that helps people to get to sleep, stay asleep, 
sleep restoratively, and experience no daytime 
grogginess or cognitive health issues resulting 
from long-term use. 

There is a strong relationship between 
sleep and virtually every aspect of cognitive 
functioning—mood, outlook, focus, memory, 
decision-making, reaction times, cognitive 
decay, etc. Procera’s newly formulated sleep 
product is a strong complement to its other 
cognitive support and performance products, 
and with its whole body health focus. The 
product can be used in conjunction with other 
sleep adjuncts as described in our education 
materials, such as relaxation training, 
meditation, proper sleep hygiene, and more.

And finally, our recommendation is that sleep 
products be located adjacent to the vitamin/
brain health section in CVS, due to the strong 
interconnection between sleep and cognitive 
health. 
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