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May 9, 1997

James Tanner, PhD
Acting Director, Division of Programs and Enforcement Policy
Office of Special Nutritional
Center for Food Safety and Applied Nutti i

~’?!?() “97 SEP19 PI :43HFS-450
200 C Street SW
Washington DC 20204

Re: Submission of Structure/Function Claims

Dear Dr Tanner:

Enclosed are the structure/function claims for the following nutrients, as generated by
Dr. Luke Bucci:

1) L-Glutamine – American Body Building G FORCE Drink
2) NADH (Reduced Nicotinamide Adenine Dinucleotide) -- Schiff Enada NADH
3) DL-Phenylalanine, L-Tyrosine, L-Glutamine, L-5-Hydroxytryptophan, L-

Carnitine, Chromium, P5P -- Gan PhenCal and Schiff SuperPhen
4) Chondroitin Sulfate – Spring Valley Natural Chondroitin Sulfate

We welcome the opportunity to receive feedback from your office as we continue to interpret
how to write structure/function claims as allowed by the Dietary Supplement Health and
Education Act. There are some areas of overlap between nutrient functions or their effects
on body structure and health claims. We anticipate that we will continue to fully comply with
your interpretation of health claims.

Please feel free to contact me if you have further questions or comments

Respectfully,

/&7f??~.K?!Lm’L
De Lois L. Shelton, Regulatory Compliance

cc: Dave Mastroianni, Luke R. Bucci
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Weider Nutrition Group
1960 South 4250 West

Salt Lake City UT 84104

SIRLJCI!!I!ON CLAIMS

NUTRIENT: L-Glutamine

DATE: April 30, 1997 BY: Luke R. Bucci, PhD
Document Name: sfOlgln.wpd

BRAND, CODE # & PRODUCT NAME(S): American Body Building 55560 GFORCE drink

NUTRIENT AMOUNT: 10 grams L-Glutamine, 2 grams L-Alanine, fructose, maitodextrin,
dextrose, inositol, citric acid, tartaric acid, sodium citrate,
monopotassium phosphate, manganese citrate

STRUCTURE/FUNCTiON CLAIM:

L-Glutamine is the most abundant freeform amino acid in lean muscle tissue and a critical nutrient
for an anabolic and anti-catabolic environment. L-Glutamine has additional immune and digestive
functions as a metabolic fuel. GFORCE utilizes a scientifically developed ratio of carbohydrates
to create a delivey system for optimal absorption. Studies have shown that glutamine levels in
muscle and blood can be depleted following severe workouts.

Just like creatine, L-glutamine is not completely stable in liquids. That is why American Body
Building has created this great tasting instantized powder to consume following your workouts.

Anabolic: promotes protein synthesis, glycogen (energy) storage and muscle cell hydration.

Anti-Catabolic: protects against muscle breakdown (catabolism) due to workouts and other
physiological forms of stress.

Digestive: primary fuel for digestive tract.

Immune: fuel for immune system cells.
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UCTURE / FU NCTION CLAIMS

NUTRIENT: NADH (Reduced Nicotinamide Adenine
Dinucleotide)

DATE: April 28, 1997 BY: Luke R. Bucci, PhD
Document Name: sfOl nadh.wpd

BRAND, CODE # & PRODUCT NAME(S): Schiff 12834 Enada NADH 30t

NUTRIENT AMOUNT: 2.5 mg per tablet

STRUCTURE/FUNCTION CLAIM:

Mind & Body Energizer

NADH is the coenzymatic form of vitamin B-3. NADH is involved in the production of energy in
all cells. Patented NADH (Enada@) is stable, well-absorbed, and enters cells for use in energy
production pathways. NADH helps maintain feelings of well-being by supporting healthy
neurotransmitter functions.

REFERENCES:
1. Birkmayer JGD. Coenzyme nicotinamide adenine dinucleotide: new therapeutic approach

for improving dementia of the Alzheimer’s type. Ann C/in Lab Sci 1996; 26(1):1-9.
2. Birkmayer JGD, Vrecko C, Vole D, Birkmayer W. Nicotinamide adenine dinucleotide

(NADH) - a new therapeutic approach to Parkinson’s disease, comparison of oral and
parenteral application. Acts A/euro/ Stand 1993; 87(Suppl 146):32-35.

3. Oduho GW, Baker DH. Quantitative efficacy of niacin sources for chicks: nicotinic acid,
nicotinamide, NAD and tryptophan. JAM 1993; 123:2201-2206.

4. Birkmayer GD, Vank P, Reduced coenzyme 1 (NADH) improves psychomotoric and
physical performance in athletes. /nf J Sports Med 1997, in press.

5. Birkmayer JGD. Stable, ingestable and absorbable NADH and NADH therapeutic
compositions. US Patent 5,332,727.

6. Birkmayer JGD, Birkmayer W. The coenzyme nicotinamide adenine”dinucleotide (NADH)
as biological antidepressive agent. /Vew Trends C/in Neuropharmaco/ 1991; 5:19-25.
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SLTRWIU!H34!NCTION CLAIMS

NUTRIENT: DL-Phenylalanine, L-Tyrosine, L-Glutamine, L-5-
Hydroxytryptophan, L-Carnitine, Chromium, P5P

DATE: April 25, 1997 BY: Luke R. Bucci, PhD

Document Name: sfOl phen.wpd

BRAND, CODE # & PRODUCT NAME(S): GAN 52330 PhenCal 106TM 90t
GAN 52331 PhenCal 106’” 180t
Schiff 12845 SuperPhenTM 90t
GAN PhenCal 106TM Diet Plan Insert

NUTRIENT AMOUNT:

Supplement Facts
Serving Size 6 capsules daily
Servings Per Container 15

Amount Per Serving % Daily Value*

~ Vitamin B6 (as pyridoxal-5- 30mg 1500V0 ,
phosphate)

I

~ DL-Phenylalanine 2700mg -i

I L-Tyrosine 300mg ● * \

L-Glutamine 150mg ● *

I
! L-5-Hydroxytryptophan 15mg

** ~
1

I ● Reference Daily Intakes (RDI)
● * Daily Value not established I

Other in redients: Dicalcium phosphate, cellulose, food
fglaze, SI Ica and magnesium stearate.

STRUCTURE/FUNCTION CLAIM:

Safe Without a Prescription.
The Natural Alternative to Phen-Fen
Helps Reduce Carbohydrate Binging & Craving
Aas Effective as Prescription Treatment
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Helps Reduce Weight Regain

PHENCAL 106TMprovides a patented combination of amino acids, vitamins, and minerals
as part of a sensible diet and exercise program (see enclosed insert).

PHENCAL 106TMcontains the amino acids DL-phenylalanine, L-glutamine, L-tyrosine, and
L-5-hydroxytryptophan, which are all precursors for formation of neurotransmitters in brain
cells. Neurotransmitters control brain events by transmitting signals between brain cells.
L-Carnitine is an amino acid derivative that helps transport fat inside of cells.
Chromium is an essential trace mineral with roles in carbohydrate and fat metabolism.
Pyridoxal-5-phosphate is the coenzymatic form of vitamin B6, which is important for
function of enzymes that manufacture neurotransmitters.

HOW PHENCAL 106TM WORKS;
PHENCAL 106TM normalizes the “Reward System” in your brain by maintaining normal
levels of neurotransmitters involved in control of eating behavior. When normal
neurotransmitter function is maintained, food intake can be controlled, and carbohydrate
hinging and craving can be reduced. In a human clinical trial, PHENCAL 106TM promoted
weight loss at levels comparable to those shown in other clinical trials for prescription
treatments, and subjects had reduced carbohydrate hinging and craving. In another
human trial, PHENCAL 106TM,when administered after a weight loss program, reduce the
amount of weight regain in a two year time period. PHENCAL 106TM is safe and available
without a ~rescri~tion.

Approved by/ Date
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Wt?K!!CIl!!!W~CTION CLAIMS

NUTRIENT: Chondroitin Sulfate

DATE: April 23, 1997 BY: Luke R. Bucci, PhD
Document Name: sfOlcs.wpd

BRAND, CODE # & PRODUCT NAME(S): Spring Valley 32551 Natural Chondroitin
Sulfate (60c)

NUTRIENT AMOUNT: 500mg per capsule

STRUCTURE/FUNCTION CLAIM:
—

Chondroitin sulfates are integral components of all connective tissues, especially cartilage in joints
and blood vessels. Chondroitin sulfates help maintain structural integrity of joints and blood
vessels.

~h? /?ik.dJ.~ Ah
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