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In compliance with Section 6 of the Dietary Supplement Health Education Act (DSHEA)

and Rule 21 C.F.R. 101.93, this Notification is filed on behalf of the following manufacturer of
Schiff® PhenCal™ Product #12783 bearing the statements set out below:

875-0162

Weider Nutrition International., Inc.
2002 South 5070 West
Salt Lake City, Utah 84104

The text of each structure-function claim for PhenCal is as follows:

(Statement 1) The Natural Weight Loss Supplement

(Statement 2) Helps Reduce (Carbohydrate) Binging and Craving

(Statement 3) Helps Prevent Weight Regain

(Statement 4) PhenCal™ provides a patent-based combination of natural amino

acids, vitamin B6, and chromium as part of a sensible diet and
exercise program.

(Statement S) PhenCal™ contains 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 a 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.

(Statement 6) How Phencal™ works: Phencal™ normalizes the “Reward
System” in your brain by maintaining levels of meurotransmitters
involved in control of eating behavior. When normal
neurotransmitter function is maintained, food intake can be
controlled, and carbohydrate binging and craving can be reduced.
In a preliminary human clinical trial, Phencal™ promoted weight
loss with a reduced calorie diet at levels comparable to those shown
in other clinical trials, and subjects had reduced carbohydrate
binging and craving. In another preliminary human trial, Phencal™,
when administered after a weight loss program, reduced the amount
of weight regain in a two-year time period. Phencal™ is safe,
ephedra-free and available at you local pharmacy or health food

store. Lé-T / 733



I, Luke R. Bucci, Ph.D., CCN, CNS, Vice President of Research at Weider Nutrition
International., Inc. am authorized to certify this Notification of behalf of the Company. I certify
that the information presented and contained in this Notification is complete and accurate and that
the Office of Regulatory Affairs at Weider Nutrition International, Inc. has substantiation that
each statement is truthful and not misleading.

DATED this .3 ,._,_J day of Ju ne_ L, 1998

WEIDER NUTRITION INTERNATIONAL, INC.

sv. LS B,

DR_ LUKE R. BUCCI
Vice President of Research




Weider Nutrition Group
1960 South 4250 West
Sait Lake City UT 84104

STRUCTURE / FUNCTION CLAINS,; 5, ...

NUTRIENT: DL-Phenylalanine, L-Tyrosine, L-Glutamine, L-5-
Hydroxytryptophan, L-Carnitine, Chromium, Vitamin B6

[Revised Claims as per FDA agreement]
DATE: May 15, 1998 BY: Luke R. Bucci, PhD
Document Name: sfO3pcal.wpd

BRAND, CODE # & PRODUCT NAME(S): Schiff 12783 PhenCal™ 120t

NUTRIENT AMOUNT:
Supplement Facts

Serving Size 6 capsules daily

Servinis Per Container: 20

Amount Per Servin % Daily Value®
Vitamin B6 (as 80% pzridoxine 30mg 1500%
hydrochloride and 20% pyridoxal-5-
phosphate)

0,

DL-Phenylalanine 2700mg
L-Tyrosine 300mg
L-Glutamine 150mg
L-5-Hydroxytryptophan 15mg
* Reference Daily Intakes (RD1)
** Daily Value not established

Other ingredients: Dicalcium phosphate, cellulose, stearic acid,
silica, and magnesium stearate.

STRUCTURE/FUNCTION CLAIM:

Box & Bottle:

L The Natural Weight Loss Supplement

L Helps Reduce +(Carbohydrate) Binging and Craving
° Helps Prevent Weight Regain

PHENCAL™ provides a patent based combination of natural amino acids, vitamin B6, and
chromium as part of a sensible diet and exercise program. +(See enclosed insert).



Weider Nutrition Group
1960 South 4250 West
Salt Lake City UT 84104

PHENCAL™ contains 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 a trace mineral with roles in carbohydrate and fat metabolism. Pyridoxal-5-phosphate
is the coenzymatic form of vitamin B8, which is important for function of enzymes that
manufacture neurotransmitters.

Box:

HOW PHENCAL™ WORKS

PHENCAL™ normalizes the “Reward System” in your brain by maintaining levels of
neurotransmitters involved in control of eating behavior. When normal neurotransmitter
function is maintained, food intake can be controlled, and carbohydrate binging and
craving can be reduced. In a preliminary human clinical trial, PHENCAL™ promoted
weight loss with a reduced calore diet at levels comparable to those shown in other clinical
trials, and subjects had reduced carbohydrate binging and craving. In another preliminary
human trial, PHENCAL™ when administered after a weight loss program, reduced the
amount of weight regain in a two year time period. PHENCAL™ is safe, ephedra-free and
available at your local pharmacy or health food store.
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STRUCTURE | FUNGION GLAS .,

NUTRIENT: PhenCal™ DIET & EXERCISE PLAN INSERT
DL-Phenylalanine, L-Tyrosine, L-Glutamine, L-5-
Hydroxytryptophan, L-Carnitine, Chromium, Vitamin B6
[Revised Claims as per FDA agreement]

DATE: May 15, 1998
Document Name: sfO4pcal.wpd

BRAND, CODE # & PRODUCT NAME(S):

NUTRIENT AMOUNT:
Supplement Facts

Serving Size 6 capsules daily

Servinis Per Container: 20

Amount Per Servin % Daily Value*
Vitamin B6 (as 80% Oplridoxine 30mg 1500%
throchlori e and 20% pyridoxal-5-
phosphate)
DL-Phenylalanine 2700mg b
L-Tyrosine 300mg
L-Glutamine 150mg
L-5-Hydroxytryptophan 15mg
* Reference Daily Intakes (RD1)
“* Daily Value not established

Other ingredients: Dicalcium phosphate, cellulose, stearic acid,
silica, and magnesium stearate.

BY: Luke R. Bucci, PhD

Schiff PhenCal™ Diet & Exercise Insert

STRUCTURE/FUNCTION CLAIM:

The Natural Weight Loss Supplement

The PHENCAL™ Plan incorporates the steps needed to achieve the lean hard body
you'va always wanted. By following the complete program, you will have a positive change
in your appearance, increased energy, and a greater sense of well-being.
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HOW PHENCAL™ WORKS

PHENCAL™ normalizes the “Reward System” in your brain by maintaining levels of
neurotransmitters involved in control of eating behavior. When normal neurotransmitter
function is maintained, food intake can be controlled, and carbohydrate binging and
craving can be reduced. In a preliminary human clinical trial, PHENCAL™ promoted
weight loss with a reduced calore diet, and subjects had reduced carbohydrate binging and
craving. In another preliminary human trial, PHENCAL ™ when administered after a
weight loss program, reduced the amount of weight regain in a two year time period.
PHENCAL ™ is safe and available at your local pharmacy or health food store.
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STRUCTURE / FUNCIHON CLAJMS .

NUTRIENT: PhenCal™ DIET & EXERCISE PLAN INSERT
DL-Phenylalanine, L-Tyrosine, L-Glutamine, L-5-
Hydroxytryptophan, L-Carnitine, Chromium, Vitamin B6
[Revised Claims as per FDA agreement]

DATE: May 15, 1998
Document Name: sfO5pcal.wpd

BRAND, CODE # & PRODUCT NAME(S):

NUTRIENT AMOUNT:
Supplement Facts

Serving Size 6 capsules daily

Servinis Per Container: 20

Amount Per Servin % Daily Value*
Vitamin B6 (as 80% pyridoxine 30mg 1500%
hydrochloride and 20% pyridoxal-5-
phosphate)
DL-Phenylalanine 2700mg "
L-Tyrosine 300mg
L-Glutamine 150mg
L-5-Hydroxytryptophan 15mg b
* Reference Daily Intakes (RDI)
“* Daily Value not established

Other ingredients: Dicalcium phosphate, celluiose, stearic acid,
silica, and magnesium stearate.

BY: Luke R. Bucci, PhD

GAN PhenCal™ Diet & Exercise Insert

STRUCTURE/FUNCTION CLAIM:
The Natural Weight Loss Supplement

LOSE WEIGHT NATURALLY

The PHENCAL™ Plan incorporates the steps needed to achieve the lean hard body
you'va always wanted. By following the complete program, you will have a positive change
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in your appearance, increased energy levels, and a greater sense of well-being.

HOW PHENCAL™ WORKS

PHENCAL™ normalizes the "Reward System” in your brain by maintaining levels of
neurotransmitters involved in control of eating behavior. When normal neurotransmitter
function is maintained, food intake can be controlled, and carbohydrate binging and
craving can be reduced. In a preliminary human clinicatl trial, PHENCAL ™, in conjunciton
with a reduced caloric diet, promoted weight loss, and subjects reduced carbohydrate
binging and craving. In another preliminary human trial, PHENCAL ™, when administered
after a weight loss program, reduced the amount of weight regain in a two year time period.
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The Natural Weight Loss Supplement

What Is PhenCal™?

PhenCal™ is a patent-based weight loss dietary supplement containing amino acid and other
nutrients that help regulate chemicals in the brain. These chemicals, called neurotransmitters,
play a critical role in appetite.

PhenCal™ helps normalize levels of neurotransmitters, which are then utilized by the brain when
needed. The body’'s normal “reward system” is then maintained, promoting feelings of
satisfaction.

HOW DOES PHENCAL™ WORK?

The “Phen” in PhenCal's name is derived from one of the primary ingredients, the amino acid DL-
Phenylalanine. This ingredient and the other amino acids contained in the formula are precursors
to the neurotransmitters responsible for appetite.

Varying amounts of one neurotransmitter or too much of another have a profound effect on
feelings of hunger and how much we eat. PhenCal™ actually helps normalize the levels of
neurotransmitters and helps you resist the urge to overeat.

PhenCal™ enhances weight loss from diet and exercise by warding off cravings and impulses to
binge, particularly on carbohydrates.

Who Can Benefit From PhenCal™?

PhenCal™ can benefit anyone on a weight loss program consisting of proper diet and exercise.
PhenCal™ is designed to help normalize, rather than suppress, the appetite so that healthy
eating habits may be established. PhenCal™ is not designed to help skip meals or “burn” fat.
Like any weight-loss product, it will only work with an overall diet modification and exercise plan,
as is included with PhenCal™.
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How Does PhenCal™ Compare to Other Supplements?

Reduces cravings & normalizes the “Reward System”

What Have the Studies Shown?
In a preliminary 90-day clinical trial, the patients who were taking PhenCal™ were 4.5 times more
likely to comply with the prescribed diet plan compared to the patients not taking the supplement.

in addition, a preliminary two-year clinical study showed that PhenCal™ users were less likely
to regain the lost weight than subjects who had not used PhenCal™.

L P VaveZi

Approved by / Date

REFERENCES:
PhenCal™ supplement:

1.

2.

10.

11.

Blum K, Trachtenberg MC, Cook DW. Neuronutrient effects on weight loss in carbohydrate
bingers: an open clinical trial. Curr Ther Res 1990; 48(2):217-233.

Blum K, Cull JG, Chen TJH,Garcia-Swan S, Holder JM, Wood R, Braverman ER, Bucci LR,
Trachtenberg MC. Clinical evidence for effectiveness of PhenCal™ in maintaining weight
loss in an open-label, controlled, 2-year study. Curr Ther Res 1997; 58(10):745-763.
Kaats GR, Wise JA, Blum K, Morin RJ, Adelman JA, Craig J, Croft HA. The short-term
therapeutic efficacy of treating obesity with a plan of improved nutrition and moderate
caloric restriction. Curr Ther Res 1992; 51(2):261-274.

Blum K, Cull JG, Braverman ER, Comings DE. Reward deficiency syndrome. American
Scientist 1996; 84:132-145.

Blum K, Sheridan PJ, Wood RC, Braveman ER, Chen TJH, Cull JG, Comings DE. The D2
dopamine receptor gene as a determinant of reward deficiency syndrome. J Royal Soc
Med 1996; 89:396-400.

DeFrance JF, Hymel C, Trachtenberg MC, Ginsberg LD, Schweitzer FC, Estes S, Chen
TJH, Braverman ER, Cull JG, Blum K. Enhancement of attention processing by Kantroll ™
in healthy humans: a pilot study. Clin Electroencephalography 1997, 28(2).68-75.
Wurtman RJ. Food consumption, neurotransmitter synthesis, and human behavior.
Experentia 1983; 44:356-369.

Wurtman RJ, Hefti F, Melamed E. Precursor control of neurotransmitter synthesis.
Pharmacol Rev 1981; 2:315-3565.

Blum K, Briggs AH, Trachtenberg MC. Ethanol ingestive behavior as a function of central
neurotransmission (review). Experentia 1989; 45:444-452.

Blum K, Allison D, Trachtenberg MC, Williams RW, Loeblich LA. Reduction of both drug
hunger and withdrawal against advice rate of cocaine abusers in a 30-day inpatient
treatment program by the neuronutrient Tropamine. Curr Ther Res 1988; 43:1204-1214.
Trachtenberg MC, Blum K. Improvement of cocaine-induced neuromodulator deficits by



12.

13.

14.

15.

16.

17.

18

19.

20.

21,

22.

23.

Weider Nutrition Group
1960 South 4250 West
Sait Lake City UT 84104

neuronutrient Tropamine. J Psychoact Drugs 1988; 20:315-331.

Cold JA. NeuRecover-SA™ in the treatment of cocaine withdrawal and craving: a pilot
study. Clin Drug Invest 1996, 12:1-7.

Blum K, Trachtenberg MC, Elliot CE, Dingler ML, Sexton RL, Samuels Al, Cataldie L.
Enkephalinase inhibition and precursor loading improves inpatient treatment of alcoho!
and polydrug abusers. Double-blind, placebo-controlled study of the nutritional adjunct
SAAVE. Alcohol 1989; 5:481-493.

Blum K, Trachtenberg MC. Neurogenetic deficits caused by alcoholism: restoration be
SAAVE™  a neuronutrient intervention adjunct. J Psychoact Drugs 1988, 20(3):297-313.
Blum K. A commentary on neurotransmitter restoration as a common mode of treatment
for alcohol, cocaine and opiate abuse. Integr Psychiatry 1989; 6:199-204.

Brown RJ, Blum K, Trachtenberg MC. Neurodynamics of relapse prevention: a
neuronutrient approach to outpatient DUI offenders. J Psychoact drugs 1990; 22(2):173-
187.

Douglass JM, Rasgon IM, Fleiss PM, Schmidt RD, Peters SN, Abelmann EA. Effects of a
raw food diet on hypertension and obesity. South Med J 1985; 78(7):841-844.

Fullerton DT, Getto CJ, Swift WJ, Carlson IH. Sugar, opicids and binge eating. Brain Res
Bull 1985; 14:673-680.

Dalvitt-McPhillips S. A dietary approach to bulimia treatment. Physiol Behav 1984, 33.769-
775.

Mira M, Abraham S. L-Tryptophan as an adjunct to treatment of bulimia nervosa. Lancet
1989; 2:1162-1163.

lwamoto ET, Way EL. Opiate actions and catecholamines. Adv Biochem Psychopharmacol
1979; 20:357-407.

Blum K, Briggs AH, Wallace JE. Enkephalinase and endorphinase inhibitors as anti-
craving compositions. U.S. Patent 4,761,429, 1988.

Blum K, Trachtenberg MC. Treatment of cocaine addiction. U.S. Patent 5,189,064, 1993.

Diet & Exercise:

1.

Kuczmarski RJ, Flegal KM, Campbell SM, Johnson CL. Increasing prevalence of
overweight among US adults: the National Health and Nutrition Examination Surveys, 1960
to 1991. JAMA, 1994; 272:205-211.

Pi-Sunyer FX. Obesity, Ch 59 in Modern Nutrition in Health and Disease, Vol. 2, 8th ed.,
Shils ME, Olson JA, Shike M, Eds., Lea & Febiger, Philadelphia, PA, 1994, 984-1006.
Wilmore JH, Costill DL. Obesity, diabetes, and physical activity, in Physiology of Sport and
Exercise, Human Kinetics, Champaign, IL, 1994, 490-510.

Bray GA. Drug treatment of obesity. Presented at St. Mark's Hospital, Salt Lake City, UT,
Sep. 1996.

Wolf AM, et al. The cost of obesity: the US perspective. Pharmacol Econ, 1994, 5(suppl
1):34-37.

Sanders TAB, Woolfe R, Rantzen E. Controlled evaluation of slimming diets: use of
television for recruitment. Lancet 1990; 336:918-320.



10.

11.

12.

13.

14.

15.

16.

17.

Weider Nutrition Group
1960 South 4250 West
Salt Lake City UT 84104

Weinsier RL, Johnston MH, Doleys DM, Bacon JA. Dietary management of obesity:
evaluation of the time-energy displacement diet in terms of its efficacy and nutritional
adequacy for long-term weight control. Br J Nufr 1982; 47:367-379.

Weinsier RL, Wadden TA, Ritenbaugh C, Harrison GG, Johnson FS, Wilmore JH.
Recommended therapeutic guidelines for professional weight loss programs. Am J Clin
Nutr, 1984; 40:865-872.

Pi-Sunyer FX. Obesity, in Conn's Current Therapy, Rackerl RE, Ed., WB Saunders,
Philadelphia, PA, 1985.

Lissner L, Levitsky DA, Strupp BJ, Kalkwarf HJ, Roe DA. Dietary fat intake and the
regulation of energy intake in human subjects. Am J Clin Nutr, 1987, 46:886-892.
Morgan SL. Rational weight loss programs: a clinician's guide. J Am Coll Nutr, 1989;
8:186-194.

Wilson MA. Treatment of obesity. Am J Med Sci 1990; 299:62-68.

Kendall A, Levitsky DA, Strupp BJ, Lissner L. Weight loss on a low-fat diet: consequence
of the imprecision of the control of food intake in humans. Am J Clin Nutr, 1991, 53:1124-
1129.

Johnson HL, Van Loan MD, Belko AZ, Barbieri TF, Mayclin PL, Virk SP. Brief
communication: changes in thermogenesis and caloric efficiency with high and normal
protein-reducing diets in women. J Am Coll Nutr 1992; 11(3):263-266.

Pate RR, Pratt M, Blair SN, Haskell WL, Macera CA, Bouchard C, Buchner D, Ettinger W,
Heath GW, King AC, Kriska A, Leon AS, Marcus BH, Morris J, Paffenbarger RS, Patrick
K, Pollock ML, Rippe JM, Sallis J, Wilmore JH. Physical activity and public health. A
recommendation from the Centers for Disease Control and Prevention and the American
College of Sports Medicine. JAMA 1995; 273(5):402-407 .

Henson LC, Poole DC, Donahoe CP, Heber D. Effects of exercise training on resting
energy expenditure during caloric restriction. Am J Clin Nutr 1987, 46:893-896.

Zuti WB, Golding LA. Comparing diet and exercise as weight reduction tools. Phys
Sportsmed 1976; 4:49-53.



Weider Nutrition Group
1960 South 4250 West
Salt Lake City UT 84104

STRUCTUREIFUNCP)'N LAIMS

U

2:17

NUTRIENT: PhenCal™ [DL-Phenylalanine, L-Tyrosine, L-
Glutamine, L-5-Hydroxytryptophan, L-Carnitine, Chromium,
Vitamin B6]

DATE: May 15, 1998 BY: Luke R. Bucci, PhD
Document Name: sfO7pcal wpd

BRAND, CODE # & PRODUCT NAME(S): GAN PDQ Filler tray

STRUCTURE/FUNCTION CLAIM:
The Natural Weight Loss Supplement

Helps Reduce Carbohydrate Binging & Craving

@K Dlu—% 5/5/77

Approved by / Date £

REFERENCES:

1. Blum K, Trachtenberg MC, Cook DW. Neuronutrient effects on weight loss in carbohydrate
bingers: an open clinical trial. Curr Ther Res 1990; 48(2):217-233.

2. Blum K, Cull JG, Chen TJH,Garcia-Swan S, Holder JM, Wood R, Braverman ER, Bucci LR,
Trachtenberg MC. Clinical evidence for effectiveness of PhenCal™ in maintaining weight
loss in an open-label, controlled, 2-year study. Curr Ther Res 1997, 58(10):745-763.

3. Kaats GR, Wise JA, Blum K, Morin RJ, Adelman JA, Craig J, Croft HA. The short-term
therapeutic efficacy of treating obesity with a plan of improved nutrition and moderate
caloric restriction. Curr Ther Res 1992; 51(2):261-274.

4, Blum K, Cull JG, Braverman ER, Comings DE. Reward deficiency syndrome. American
Scientist 1996; 84:132-145.

5. Blum K, Sheridan PJ, Wood RC, Braveman ER, Chen TJH, Cull JG, Comings DE. The D2
dopamine receptor gene as a determinant of reward deficiency syndrome. J Royal Soc
Med 1996; 89:396-400.



