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Ms. Lori Hays

Sales & Marketing Manager

Natural Distributors International, Inc.
1141 Brittmoore Road

Houston, Texas 77043

Dear Ms. Hays:

This is in response to your letter of January 14, 1997 to the Food and Drug Administration
(FDA). Although your letter does not state the reason for your “notification,” we have treated
it as the notification required pursuant to section 403(r)(6) of the Federal Food, Drug, and
Cosmetic Act (the act). Your submission states that Natural Distributors International, Inc. is
making the following statements, among others, for the following products:

NeuRecover-DA

«...patented formula designed to assist patients handle the craving for alchol, heroin,
marijuana and other opiate drugs”
“NeuRecover-DA, Depressant Abuse”

NeuRecover-SA

«...patented formula designed to assist stimulant abuse patients handle the craving for
crack, cocaine and amphetamines”
“NeuRecover-SA, Stimulant Abuse”

NeuroSlim

«_.patent pending formula designed to assist patients with weight control problems
with special reference to carbohydrate bingeing and with the problems of anorexia
and bulimia”

In addition, the products are promoted to “provide significant relief form [sic] many of the
painful symptoms of addiction and are a regulator adjunct to other traditional therapies in
recovery programs worldwide,” “reduce the threat of relapse,” “ to correct an “individual’s
brain chemistry [which] is out of balance,” and to alleviate the “cravings, anxiety, depression,
and other symptoms associated with withdrawal.”
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Page 2 - Ms. Lori Hays

Section 403(r)(6) of the act makes clear that a statement included in labeling under the
authority of that section may not claim to diagnose, mitigate, treat, cure, or prevent a specific
disease or class of diseases. The statements that you are making for these products suggest
that they are intended to treat, prevent, or mitigate disease, in that they are intended to treat,
prevent, or mitigate diseases of addiction and to treat or prevent eating disorders. These
claims do not meet the requirements of section 403(r)(6) of the act. These claims suggest that
these products are intended for use as drugs within the meaning of section 201(g)(1)(B) of
the act, and that they are subject to regulation under the drug provisions of the act. If you
intend to make claims of this nature, you should contact FDA’s Center for Drug Evaluation
and Research (CDER), Office of Compliance, HFD-310, 7520 Standish Place, Rockville,
Maryland 20855.

Please contact us if we may be of further assistance.

Sincerely yours,

James T. Tanner, Ph.D.
Acting Director
Division of Programs and Enforcement Policy
Office of Special Nutritionals
Center for Food Safety
and Applied Nutrition

Copies: '

FDA, Center for Drug Evaluation and Research, Office of Compliance, HFD-300
FDA, Office of the Associate Commissioner for Regulatory Affairs, Office of
Enforcement, HFC-200

FDA, Dallas District Office, Compliance Branch, HFR-SW140

cc:

HFA-224 (w/incoming)
HFA-305 (docket 975-0163)
HFS-22 (CCO, JGordon)
HFS-456 (file)

HFS-450 (r/f, file, OSN#56682)
HFD-310 (BWilliams)
HFD-314 (Aronson)

HFS-600 (Reynolds)

HFS-605 (Bowers)

GCF-1 (Nickerson, Dorsey)
f/t:rjm:HFS-456:1/27/98:56682.adv:disc25



NATURAL DISTRIBUTORS INTERNATIONAL, INC.

1141 BRITTMOORE ROAD
HOUSTON, TEXAS 77043
(800) 585-5852 * (713) 984-2292 * FAX (713) 984-8966

January 14, 1998

Office of Special Nutritionals (HFS-450)

Center for Food Safety and Applied Nutrition 'I; CIEY Em
Food and Drug Administration \
200 C St., SW.

Washington, DC 20204

This is a notification that these Dietary Supplements are being marketed by Naturdl Dlstnbutors
International at 1141 Brittmoore Road, Houston, Texas 77043.

We sent all of our information to our Regional Compliance Office to be reviewed but we were
told that they do not do this procedure so our lawyer advised us to send this notification to your
office.

There is a possibility that one of these supplements will be marketed through an infomercial via
Susan Powter.

I have enclosed all of our literature and labels.

Sincerely,

ri Hays
Sales & Marketing Manager



NATURAL DISTRIBUTORS INTERNATIONAL, INC.

1141 BRITTMOORE ROAD
HOUSTON, TEXAS 77043
(800) 585-5852 * (713) 984-2292 * FAX (713) 984-8966

Natural Distributors International, Inc. ("NDI") currently markets and distributes nutritional
supplements for use by the addiction recovery community through a worldwide distribution network of
pharmaceutical and health food wholesalers and through a direct marketing operation to over 2500
customers. Our nutritional supplements are protected by patents or by patents pending both nationally
and internationally. NDI products are sold worldwide to over 1,000 healthcare professionals, such as
medical doctors, psychiatrists and psychologists, hospitals, addiction recovery treatment centers and
addiction recovery counselors.

All of NDI's branded products are based on a neurobiological model developed after 25 years of
research, development and testing under the direction of Professor of Pharmacology, Chief of Addictive
Diseases and Director of the Laboratory of Pharmacogenetics at The University of Texas Health Science
Center at San Antonio.

These patented products provide adjunctive neuronutrients for persons recovering from compulsive
behavior. NDI exclusively sells the following all-natural products for balanced brain nutrition.

*NeuRecover-DA(formerly Saave) is a patented formula designed to assist patients handle the craving
for alcohol, heroin, marijuana and other opiate drugs.

*NeuRecover-SA(formerly Tropamine) is a patented formula designed to assist stimulant abuse
patients handle the craving for crack, cocaine and amphetamines.

*NeuroSlim is a patent pending formula designed to assist patients with weight control problems with
special reference to carbohydrate bingeing, and with the problems of anorexia and bulimia.

The efficacy of Natural Distributors International, Inc. products has been demonstrated in double-blind
placebo-controlled clinical trials. Our products are not drugs and therefore do not require a doctors
prescription. They are not "cures" for addictive diseases. However, they provide significant relief form
many of the painful symptoms of addiction and are a regular adjunct to other traditional therapies in
recovery programs worldwide. Our products, have been used in over 700 treatment centers, and have an
eight year history of safe use and are manufactured under strict FDA guidelines in a state-of-the-art
production facility.

If you have additional questions, please feel free to call me. Iam...

Lori Ha

Sale Manager

*PLEASE NOTE: This statement has not been evaluated by the Food and Drug Administration. This
product is not intended to diagnose, treat, cure, or prevent any disease.



NATURAL DISTRIBUTORS INTERNATIONAL, INC,
"YOUR NEURO NUTRIENT ALLY IN THE RECOVERY PROCESS"

Long-term recovery from the bio-psycho-social disorder, known as addiction, requires
more than a "Just say No" philosophy. Even by improving the psychosocial components
through quality professional treatment and 12 step recovery programs, there may be
problems. If an individual's brain chemistry is out of balance, recovery may be difficult
to accomplish successfully and relapse is a much greater threat.

NDI has established itself as "your neuronutrient ally in the addiction recovery process."
Our mission is to provide the recovery community with neuronutrient supplements which
address the "bio" component of addiction and thereby significantly reduce the threat of
relapse and of leaving treatment against medical advice.

Natural Distributors International, Inc. markets proprietary nutritional supplerr'len'gs to
health care professionals, institutions, hospitals, retail stores and individuals. These
patented products provide adjunctive neuronutrients for persons recovering from
compulsive behavior related to depressant abuse, stimulant abuse, and eating disorders.

Our products restore the various neurotransmitter systems in the brain. With balanced
brain chemistry, the cravings, anxiety, depression, and other symptoms associated with
withdrawal are alleviated. This allows the recovering person to more easily benefit from
the psychological and social components of a recovery program.

The proprietary products of NDI are the result of over 25 years of research, development,
and testing under the direction of the Laboratory of Pharmacogenetics at the university of
Texas Health Science Center at San Antonio. NDI has an exclusive license to market
these products worldwide.

The efficacy of these products has been demonstrated in double-blind placeb-controlled
clinical trails. Our products are not drugs and therefore do not require a doctor's
prescription. They are not “cures" for addictive diseases. However, they provide
significant relief from many of the painful symptoms of addiction, and they are a regular
adjunct to other traditional therapies in recovery programs worldwide. Our products
have a decade of safe, efficacious use and are manufactured under strict FDA guidelines
in a state-of -the-art production facility.

NATURAL DISTRIBUTORS INTERNATIONAL PRODUCTS
NEURECOVER-DA NEUROCOVER-SA NEUROSLIM
(depressant abuse recovery) (stimulant abuse recovery)  (weight maintenance)

NEUROTRANSMITTER PRECURSOR AMINO ACIDS,VITAMINS & MINERALS

*PLEASE NOTE: This statement has not been evaluated by the Food and Drug
Administration. This product is not intended to diagnose, treat,
cure, or prevent any disease.



IS BRAIN NUTRITION A KEY TO RECGVERY?

_KENNETH BLUM, PhD

Biochemical deficiencies or im-
balances in the brain are a major
factor in compulsive disorders such
as craving for alcohol, drugs, or
food. They can be caused by
genetic deficiencies or by environ-
ment. By improving brain nutrition,
we can help to correct these im-
balances, opening the way to
recovery.

Sufficient improvement in brain
nutrition can rarely, if ever, be
brought about by diet alone. You
can take in bananas and milk for an
increase in tryptophan or
serotonin; eggs or other protein for
phenylalanine or dopamine; and
cheese for tyrosine or
norepinephrine, and it will help, but
probably not enough.

To materially affect brain nutri-
tion, certain amino acids must be
used in amounts high enough to
make specific changes in the supp-
ly and balance of neurotransmitters
and enzymes.

Research findings in the last four
decades strongly suggest that
when the brain has adequate sup-
plies of amino acids, the building
blocks for brain chemicals,
behavior tends to be normal. In-
adequate or imbalanced supplies
‘of these building blocks lead to
deficits or imbalances in
neurotransmitters and neuro-
modulators, causing abnormal and
uncontrollable behavior such as the
craving for, and addiction to,
substances such as alcohol, drugs,
or food.

These behavior-controlling
chemicals interact in complex pat-
terns of stimulation and inhibition.
For example, when dopamine
stimulates adjacent neurons in a
particular way, the individual ex-
periences a feeling of well-being or
pleasure, whereas GABA inhibits
adjacent neurons and produces a
calming effect. A shortage of
dopamine reduces pleasure feel-
ings and may lead to discomfort or
craving; a lack of GABA may pro-
duce feelings of restlessness, ten-
sion, or anxiety.

The overall pattern is becoming

clearer: It resembles a cascade of
progressive interactions involving
many neurons, ctlminating in
specific changes of behavior. For
example: serotonin, endorphins,
and GABA interact to cause a net
release of dopamine and
norepinephrine, and a stimulation
of the reward area in the brain. If
the cascade is imperfect or in-
complete, an imbalance results
that may lead to craving and to
possible addiction.

Recent research has shown that -

neurotransmitter or neuromod-
ulator deficits or imbalances can be
caused by defective genes, by
severe or long-continued stress, or
by the destructive effects of
alcohol or drugs.

Kenneth Blum at the University
of Texas Health Science Center at
San Antonio, and Ernest Noble at
the University of California at Los
Angeles, showed that a defect in
the dopamine D2 receptor gene is
closely associated with a par-
ticulary virulent form of alcoholism.
it is not uncommon to see a one-
third reduction in dopamine D:
receptors in individuals who have
this defective gene. This work,
with particular reference to poly-
substance abuse, has now been
confirmed by others, including
George Uhl at the National Institute
of Drug Abuse. It is encouraging to
note that in animal studies, the use
of D-phenylalanine - which does
not come in food - has been found
to increase the supply of these
receptors.

Studies have shown that condi-
tions in the environment having a
stressful effect on the individual
can cause a net reduction in the
amount of dopamine present in the
neuron. Fortunately, stress has a
self-carrective effect; it weakens
the blood/brain barrier, making it
easier for amino acids such as L-
tyrosine to reach the brain to in-
itiate the manufacture of more
dopamine. :

It has also been shown that long-
term heavy drinking - or drug use
- tends to destroy dopamine and

the endorphins ?n the neuron. But
here, too, there is a Countervailing
effect. When there has been an in.
take of alcohol or cocaine, the
blood/brain barrier is weakened,
making it easier to channel amino
acids into the brain, thereby im-
proving the effectiveness of treat-
ment. Increased L-phenyilalanine,
for example, helps to make
dopamine, and increased D-
phenylalanine helps to prevent the
breakdown of endorphins.

L-tryptophan, involved in the
manufacture of serotonin in the
brain, helps to improve sleep and
reduce craving for alcohol and
sweets. It has now been
discovered that chromium - a
natural trace element - promotes
the passage of natural tryptophan
from diet through the blood/brain
barrier into the brain, thereby
achieving the desired beneficial
result.

Our increased knowledge of
brain nutrition is good news,
because as we find new ways to
support the action of amino acids
and other neuronutrients, the
recovery process becomes less
painful, the 12-step program
becomes even more effective, and
the probability of relapse is great-
ly reduced.

KENNETH BLUM, PhD

Professor of Pharmacology, Chief of
Division of Addictive Diseases,

Director of the Laboratory of Phar-
macogenetics, University of Texas,
Health Science Center at San Antonio,
and Chairman of the Advisory Board of
NeuroGenesis, Inc.

Natural Distributor;
1213 W. Loop North, =
Houston, TX 77055
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NEURECOVER PRODUCTS

NEURECOVER-DA NEURECOVER-SA

(Depressant Abuse Recovery) (Stimulant Abuse Recovery)

NEUROTRANSMITTER PRECURSOR AMINO ACIDS, VITAMINS AND MINERALS

Natural Distributors International, Inc. is your ally in the addiction recovery process. We have taken the
knowledge gained from over 20 years of research and developed a line of patented nutritional supplements that
help to restore the brain's supply of essential neurotransmitters. NeuRecover products age amino acid, vitamin
and mineral formulations designed to aid in correcting addiction-based nutritional deficigncies that cause a
shortage of essential neurotransmitters.

BACKGROUND INF I

As a result of scientific research over the past 20 years, it has been found that there are a least three
factors that appear to cause addiction; genetic predisposition, stress, and chronic substance abuse. These
factors produce an imbalance or shortage of essential neurotransmitters that result in a disturbance in brain
chemical (neurotransmitter) signals. These three Neurotransmitters seek out and attach to matching receptor
sites in the reward area of the brain. If a sufficient number of receptor sites are filled with neurotransmitters,
one feels a sense of well-being. Since behavior is determined by neurotransmitters, if for any reason
neurotransmitter availability 1s reduced and too few receptor sites are filled, the deficiency causes well known
physical and mental symptoms. These symptoms include, but are not limited to, craving, depression, anxiety,
and compulsive behavior. '

FEATURES OF NEURECOVER PRODUCTS
* NATURAL Nutntional approach to restoring brain chemistry
* SAFE NeuRecover products are special, patented formulations of

commonly used natural ingredients.
* NON-ADDICTIVE There 1s no addiction/withdrawal
* CONVENIENT Pre-mixed and provided in convenient capsules
* HIGH QUALITY Only the highest pharmaceutical-grade ingredients are used

* WIDELY USED NeuRecover products are used routinely in over 700
hospitals and treatment centers nationwide.

Each ingredient in NeuRecover Products has been selected to address a particular need. The amino
acids provide nutrients necessary to aid in restoring normal nutritional balances in the brain. L-phenylalanine 1s
a amino acid used by the body to synthesize dopamine and norepinephrine. D-phenylalanine increases the level
of enkephalins and endorphins. L-tyrosine and L-glutamine are amino acids used by the body to synthesize
dopamine and gamma-aminobutyric acid (GABA), respectively. Chromium Picolinate enhances the ability of
these specific amino acids to cross the blood-brain barrier. In addition, chromium assists in the increasing
natural L-tryptophan build-up in the synthesis of these various neurotransmitters. The vitamins and minerals
convenientlv deal with the deficiencies resultine from eating habits or an inadeguate diet.
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NEUROSLIM
WEIGHT LOSS AND WEIGHT MAINTENANCE

NeuroSlim is a specially formulated, patent pending, combination of amino acids, vitamins, and
minerals designed to aid in correcting stress-based nutritional deficiencies.

NeuroSlim is recommended for use as a nutritional adjunct in the treatment of eating disorders,
compulsive overeating, weight loss, and general weight maintenance programs.

NeuroSlim suppresses cravings for carbohydrates and sugar.

FEATURES OF NEUROSLIM

PROVEN - - successful results in diet control studies.
CONVENIENT - premixed in convenient gel capsules. ’ ..
ALL-NATURAL - proprietary combination of only all-natural ingredients.
HIGH QUALITY - purest high grade ingredients.

NON-ADDICTIVE - no addiction to or withdrawal from NeuroSlim.
HOLISTIC - nutritional approach to restoring brain chemistry.

Natural Distributors has taken the knowledge gained from seventeen years of research at the
University of Texas Health Science Center and converted it into nutritional products. These
products provide special menus of amino acids, vitamins, and minerals which boost brain
nutrition and help to offset deficiencies in the chemical balance of the brain.

Overeating may result in shortages or imbalances of neurotransmitters. NeuroSlim provides
a unique formulation of nutritional building blocks to help restore brain chemical balance.
Studies have shown that both the amount of food and type of food eaten (fats, carbohydrates,
and proteins) are strongly influenced by several brain chemicals which act as neurotransmitters.
The components in NeuroSlim have been selected to help restore the normal balance of
neurotransmitter function.

Neurotransmitters through their interactions support the balanced processes of the brain.
Researchers have found that good brain nutrition can help restore the supply of these
neurotransmitters. Amino acids provide the raw materials and the brain uses them to synthesize
the specific substances it needs.

Each component in NeuroSlim has been selected to address a particular need. The amino acids
irovide nutrients necessary to aid in restoring normal nutritional balances in the brain.

-phenylalanine is an amino acid used by the body to synthesize dopamine and norepinephrine.
D-phenylalanine increases the level of enkephalins and endorphin. L-tyrosine and L-glutamine
are amino acids used by the body to synthesize dopamine and gamma-aminobutyric acid
(GABA), respectively. L-arginine and L-ornithine facilitate lproduction of muscle, not fat.
L-carnitine helps mobilize surface fats. Chromium helps to lessen the competition of these
specific amino acids to cross the blood brain barrier and is also thought to enhance the action
of insulin which facilitates glucose (blood sugar) and amino acids into muscle tissue. The full
complement of vitamins and minerals conveniently deal with the deficiencies resulting from poor
eating habits or an inadequate diet.

NATURAL DISTRIBUTORS INTERNATIONAL, INC.
1213 W. LOOP NORTH, SUITE 170 « HOUSTON, TEXAS 77055
(800) 585-5852  (713) 956-2000 « FAX (713) 956-6161
e-mail: neurondi@netl.com



NATURAL DISTRIBUTORS

INTERNATIONAL

1213 W. Loop North, Suite 170
Houston, Texas 77055-7242
Toll Free 800-585-5852 * Facsimile 713-956-6161 * Local 713-956-2000

NEURECOVER PRODUCTS
NeuRecover-DA  NeuRecover-SA  NeuroSlim
Per Unit Added Cests For
Quantity Unit Prices Shipping & Handling
42 CAPSULE BOTTLES / SUGGESTED RETAIL $19.95
12 - 24 Bottle $12.50 $6.00
36 + Bottle $10.50 variable
180 CAPSULE BOTTLES / SUGGESTED RETAIL $59.95
6 - 11 Bottle - $39.95 $6.00
12 -24 Bottle $35.00 $6.00
36 + Bottle $32.50 variable
100 CAPSULE BOX UNIT DOSE PACKAGING
SUGGESTED RETAIL $50.00
12 - 23 BX/100 $28.00 $6.00
24 + BX/100 $25.00 variable

Shipping and Handling Charges are Based on Ground Service
2-Day and Next Day Air Service is Available - Call For Charges

TERMS: 2% Discount if Invoice paid within 10 days, net amount after 11 days.
Credit terms provided only on invoices over $150 with prior approval.
Sales Tax ID number required for purchases at Wholesale Prices.

WHOLESALE PRICE LIST

EFFECTIVE JANUARY 15, 1994




KEEP TIGHTLY CLOSED. STORE IN A
COOL., DRY PLACE
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NATURAL DISTRIBUTORS INTERNATIONAL, INC
1T511 Kaly Freeviay, Swle 245, Houstun, Texas 77079-1902
800-585-5852 / 1AX 713-531-635.




