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Complaint H8FE.T.C.

IN THE MATTER OF

SCHERING CORPORATION

CONSENT ORDER, ETC., IN REGARD TO ALLEGED VIOLATION OF
SECS. 5 AND 12 OF THE FEDERAL TRADE COMMISSION ACT

Docket 9232. Complaint, Sept. 22, 1989--Decision, Oct. 31, 1994

This consent order prohibits, among other things, a New Jersey manufacturer of the
diet product, Fibre Trim, from claiming that any food, food supplement, or
drug product provides any appetite suppressant, weight loss, weight control,
or weight maintenance benefit without possessing and relying upon competent
and reliable scientific evidence to substantiate the claim.

Appearances

For the Commission: Theodore H. Hoppock and Susan Cohn.

For the respondent: Joni Lupovitz, Amy E. Hancock, Albert W.
Shay, James H. Sneed and Paul J. Pantano, McDermott, Will &
Emery, Washington, D.C.

COMPLAINT

The Federal Trade Commission, having reason to believe that
Schering Corporation (“respondent”), a corporation, has violated the
provisions of the Federal Trade Commission Act, and it appearing to
the Commission that a proceeding by it in respect thereof would be
in the public interest, alleges:

PARAGRAPH 1. Respondent Schering Corporation is a New
Jersey corporation, with its office and principal place of business
located at 2000 Galloping Hill Road, Kenilworth, New Jersey.

PAR. 2. Respondent has advertised, offered for sale, sold and
distributed Fibre Trim to the public as a high fiber supplement, and
a weight loss and weight control aid. :

PAR. 3. For the purposes of Section 12 of the Federal Trade
Commission Act, 15 U.S.C. 52, Fibre Trim is a drug or food as
defined in Section 15 of the Act, 15 U.S.C. 55.

PAR. 4. The acts or practices of respondent alleged in this
complaint have been in or affecting commerce.
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PAR. 5. Typical of respondent’s advertisements and promotional
materials, but not necessarily all-inclusive thereof, are the attached
Exhibits A through H. The aforesaid advertisements and promotional
materials contain the following statements:

1. “One of the best sources of dietary fiber is Fibre Trim - the safe, all natural
aid to weight control developed in Scandinavia.” [Exhibit A]

2. “High Fiber Supplement” [Exhibit B]

3. “[Serving size] 5 Fibre Trim Diet Tabs with 8 oz. water, Calories: 5,
Dietary fiber (grams): 2.35. [Exhibit G]

4. *“Because Fibre Trim extracts its fiber from two food sources, citrus and
grain, it too, is an excellent source of both soluble and insoluble fibers.” [Exhibit
G]

5. “And Fibre Trim even offers you all of fiber’s wonderful health benefits
as well.” [Exhibit E]

6. “Healthy Reasons to take FIBRE TRIM.” [Exhibit H]

7. “If your diet has been low in fiber, you may take a few days to adjust to
the healthier level of dietary fiber. As a result, a temporary and slight abdominal
discomfort may develop, though this soon disappears. This is a positive sign that
your digestive system is becoming healthier.” [Exhibit F] [emphasis in original]

8. “Take Fibre Trim to ensure a well-balanced, fiber-rich diet, and feel good
knowing you’re doing something good for yourself.” [Exhibit F]

9. “Slims you the natural way - while providing fiber’s healthful benefits.”
[Exhibit B]

10. “Fibre Trim was developed by scientists in Scandinavia and has been test-
ed and enthusiastically received by consumers.” [Exhibit A]

11. “It’s proven: Fibre Trim has successfully helped European women lose
weight and keep it off.” [Exhibit D]

12. “APROVEN, NATURAL WAY TO LOSE WEIGHT” [Exhibit C]

13. “It’s sensible: it makes you feel satisfied with less food.” {Exhibit D]

14. “Because fiber creates a pleasant feeling of fullness, you'll be satisfied
with smaller portions, which means you’ll be reducing your calorie intake.” [Ex-
hibit A]

15. “Fibre Trim also helps stave off hunger pangs between meals, and keeps
those midnight binges at bay.” [Exhibit E]

16. “You can even use it for maintenance, to keep those extra pounds from
creeping back on again. [Exhibit E]

PAR. 6. Through the use of the statements referred to in para-
graph five and others in advertisements and promotional materials not
specifically set forth herein, respondent has represented, directly or
by implication, that:

1. Fibre Trim is a high fiber supplement.
2. The recommended daily dosage of Fibre Trim provides most
of a person’s daily requirements of dietary fiber.
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3. The recommended dosage of Fibre Trim provides about 2.35
grams of dietary fiber per serving or about seven grams of dietary
fiber per day.

PAR. 7. In truth and in fact:

. Fibre Trim is not a high fiber supplement.

2. The recommended daily dosage of Fibre Trim does not
provide most of a person’s daily requirements of dietary fiber.

3. The recommended dosage of Fibre Trim does not provide
about 2.35 grams of dietary fiber per serving or about seven grams of
dietary fiber per day.

Therefore, the representations set forth in paragraph six were, and
are, false and misleading.

PAR. 8. Through the use of the statements and representations
referred to in paragraphs five and six, and others not specifically set
forth herein, respondent has represented, directly or by implication,
that at the time it made said representations, respondent possessed
and relied upon a reasonable basis for such representations.

PAR. 9. In truth and in fact, at the time respondent made said
representations, respondent did not possess and rely upon a reasona-
ble basis for such representations. Therefore, the representation set
forth in paragraph eight was, and is, false and misleading.

PAR. 10. Through the use of the statements referred to in
paragraph five, and others in advertisements or promotional materials
not specifically set forth herein, respondent has represented, directly
or by implication, that:

1. Fibre Trim is an effective appetite suppressant, weight loss,
weight control or weight maintenance product; and

2. Fibre Trim provides the health benefits associated with a
fiber-rich diet or a high intake of dietary fiber from food.

PAR. 11. Through the use of the statements and representations
referred to in paragraphs five and ten, and others not specifically set
forth herein, respondent has represented, directly or by implication,
that at the time it made said representations, respondent possessed
and relied upon a reasonable basis for such representations.
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PAR. 12. In truth and in fact, at the time respondent made said
representations, respondent did not possess and rely upon a reasona-
ble basis for such representations. Therefore, the representation set
forth in paragraph eleven was, and is, false and misleading.

PAR. 13. The acts and practices of respondent as alleged in this
complaint constitute unfair or deceptive acts or practices in or affect-
ing commerce in violation of Sections 5(a) and 12 of the Federal
Trade Commission Act.

Chairman Steiger recused.
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EXHIBIT B

The Fine Art of Slimmir
is Brought to,You from
Europe. Naturally.

All-Natural

FIBRE
TRIM. _,

« The original from Europe.
e A safe, sensitile aid tc icng-
. lasting weight loss. A
« Slims you the natural way

—while providing fiber's
healthful benefits.

- —

All-Nonsral Save 50¢ on Fibre Trim

' | FIBRE now w(itfl this i?_:xpon.
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EXHIBIT C

] ‘--—-m-r“ e R
HOW FIBRE TRIM'GAVE NEW STRENGTH
TOTHE FRENCH RESISTANCE.

It’s never easy to say "no” to food. Especially ina Taken before meais. Fibre Trim helps you eat ‘2ss
country totally obsessed withiit. without constar.ty teeiing hungry. [t can even “eip
Small wonder the Freach focked to FibreTrim® [t you cope wath snacking.
a thoroughly natural way to help you fight hunger. and

W
lose weight. A way that works. WIN THE DAILY BATTLES. AND.THE WiR
When you're not feeling hungry all the time, you Fibre Trim isnt magic.But it’s help in a sare- grad-
can find the strength to say “no” to crépes, and crois-  ual approach to weight loss. Follow the Fibre =m
sants, and even chocolate-laden éclairs. plan. move around more, anc ze
In France, they embraced it. In fact. Fibre Trim is + patient. You may not lose 10 pounds

so successful. its Europes number one diet aid. l by Thursday, but you'll likely see
Now, it is here. lasting resxg_lt; Trim is sim<y nat
Since Fibre Trim is simz¥ nat-
A PFST%VESLSS&'EJ%APJ{TWAY ural fiber, it can become a ssible

e way of life — even after you =ach

Fibre Trim is natural food vour goal. It's the healthy w&v t0
fber. But all fiber is not alike. stay trim for good. )

Fiore Trim is created Tom Take a cue from the focz-
different tvpes of grain and loving French. and boost ~T:r
curus fiber. in a urique Hiend -ilpower with a little helc -om
Zesigrned 10 heip vou lose “ipre Tnm. Vive la resistarzel

DT ZURCPEAN WAY TO SLIM. FOR GOCD

LAp Gt N esdr o 7/":
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EXHIBIT D
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Try nevliFibre
Europe’s #} dliet product is finally here.

It’s proven: Fibre Trim hagii :’ essfully
ropean women

weig amps

It’s sensible: it makes yo
feel satisfied with less food
It’s all-natural: made fro
concentrated grain and cit
fiber. No drug side- effects.
It's unique: made from a
exclusive European form
It’s Fibre Trim: The safe
sensible all-natural aid to
weight loss.

£ — S
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FIBRE TRIM

(']

CHANGED
THE SHAPE,
OF EUROPE.

But gradually
Europe has taken on

weight—and keeping it off—with the help of an
intriguing product called Fibre Tnm™

It's a thoroughly natural weight loss product.

A product sa successful for over 3 years, it's
the number one diet aid in Europe.
Now, Fibre Trim is here in America.

AUNIQUE BLEND OF FIBERS
PROVEN IN EUROPE

Fibre Trim contains no drugs of any kind.
It's simply a unique combination of natural
source fibers specifically balanced to help you
eat less, and lose weight.

All fber is not alike. Fibre Trim contains a
blend of four different fibers from grain and

[t didn't happen overnight.

sleeker new proportions.
Throughout Europe, thousands have been losing

citrus. A blend proven successful all over
Europe. A blend that works.

And Fibre Trim even offers vou all of ber's
wonderful health benefits as well.

TRIUMPH OVER HUNGER PANGS

Taken with water before meals, Fibre Trim
gives you a pleasant feeling of fullness. 3o you
can still eat normally, but eat less withou feel-
ing starved. Fibre Trim also helps stave off
hunger pangs between meals, and keegs those
midnight binges at bay.

With Fibre Trim, you're fighting huger
without interfering with your body. Because
there are no drugs, there are no drug sde
effects either.

GRADUALLY IS THE WAY TO LISE
WEICHT PERMANENTLY

Fibre Trim is for those who are seous

1039
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EXHIBITE
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about their bodies. People who are smart every extra pound. You can even use it for
enough to realize that the results of fad diets maintenance. to keep those extra pounds from
almost inevitably evaporate. People with sense creepng back on again.

enough to know there’s just no magical way to But face it. You can't eat cheesecake for
lose weight. breakfast, lunch and dinner and lose weight.

You're far more sure of losing weight and
keeping it off when you go about it sensibly,

Every dieter knows
the basics. Eat right, eat

and take your time. . less, and move around
That's the Fibre Trim more. It’s not easy, but

way. A very rational plan Fibre Trim will surely

designed specifically for help make it easier.

gradual weight loss. Because dfor om:e;m=i

there's a perfectly nal

SENSIBLE, SO SENSIBLE way to lose weight. And

Since Fibre Trim offers keep it off.

a safe. natural way to lose .
weight, it's a program you e With Fibre Trim. your
can live with until you barush L shape will be changing, too.

THE ELUROPEAN WAY TO SLIM. FOR CQOD.

Get ready, America.
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FIBRE

EXHIBIT ¢
Page 1

TRIM.

YOUR ALL-NATURAL AND SAFE AID
TO WEIGHT LOSS

Choosing Fibre Trim to help vou lose weignt s a sensible decision Abter all. it's the # 1 diet product in
Europe and Canada. Losmg €xCess weignt can reid Lou look berter. feel better and may conmbute to

your overall heaith as well.
sensibly and without drugs.

What is Fibre Trim?

¢ Fibre Trim s an all-natural product. spec:aily
developed for weght loss. Through a unique
process. concentrated dietary fiber from grain
»=d zres froite is compreseed nto easu- )
to-take FibreTabs.” -
e Fibre T-im contains no added sugars o]
or starches. no arufical color or flavor. -
and no chemicai preservauves. It's
sodium-free and caffeine-free.

And th alone per
Fibreiap.

o Fibre Trim contains no drugs
of any kind. so you don't have
to worry about drug-related
side effects commonly
assoqiated with many other
weight loss products.

How Fibre Trim Helps You Lose
Weight and Keep [t Off

® Fibre Trim helps you improve your eating
patterns. its concentrated fber lets you ¢nioy the
good foods you like. while feeiing sausfied with
smaller portions. And because Fibre Tnm makes
you feel sansfied longer. it takes the edge off
hunger. heiping you reduce between-meai
snacking.
® Fibre Tnm is your partner~a helper — that
makes it easier tQ stdy with your weight loss
program because it keeps you sansfied.
® Fibre Trim works naturaily. so it works
graduaily. People who lose

=\ weight graduaily tend to
. .\ keepitoff. And for
assistance in Mantaining

your ideal weight. Fibre
Trim can help. Because it's safe and natural, you
can take it as long as you like.

Fibre Trim~ A Healthy
Addition to Your Daily Routine

More and more Americans are recognang the
importance of eanng nght. ¢xerdising and
keeping fit. We know that when we feel better we
look batter. and we anjoy life more.
® Results of medical srudies indicate that the
awverage person can benefit from increasing the
amount of fiber tn his or her diet Fiber-nch diets

tbre Tnm (s cesigned 10 nelp you lose weight and keep 1t off —safely.

have been linked to promoting heaithier
Jigestive systems.

¢ Typrcal Amencan diess-consist largely of
processed foods — ioods low in fiber. Even
though we need more hoer In our JiKG. o 3
Jifficult to consume enough fiber wathout a lot of
exira calones. Fibre Trimus a superior source of
Jietary fiber. No other food cuntans as much
aber with sc few caiones.

® 50 use tibre Tnm as a daly die@ry fiber B
supplement Make it as regular a part of your
daily routine as brushing your teeth.

Being fitis a new way of life. Avoiding
overweight. gerting more exercise and including
more fiber in your diet are just a few of the steps
you can take to berter health Fibre Trimis a

natrl answer.
How To Use Fibre Trim

Take five FibreTabs with a 2rge (8 oz.) glass of
water three times dady. 15 (o 30 muinutes before
each meal. You'll feei satished while eating less.

Once you've reached your weight goal. take
two or three FibreTabs before meaitime to help
maintain your desired weight and (o benefit from
the healthier nber level that Fibre Trim provides.

Should you feel hungry berwwen meals. take
two to three additional FibreTabs with a large
(8 oz.) glass of water. Since Fibre Trim is a safe.
narural food fiber product. you can conanue to
take it as[long as you like. .

Note' [t is important to use F:bre (‘“\
Tom as recommended with pieney of g
i "

wA[QT Quer 3 penod of sgverai weeks
19 agm h g

griects. Remember. gradual weight
loss tends to be long-lasung
weight loss.

It your diet has been low
in fiber. you may take a few
days to adjust to the healthier level of dietary
fiber. As a result. a temporary and slight
abdormnal discomfort may develop. though this
soon disappears. i i

This is a positive sign that vour
dmmummnsjmmnsm?ﬂ- Should
expenence discomiort. take J Fibrelabs

fore each meal lor the first few days while your
system adjusts to the new fiber ievel of your diet.
en increase to the usual 5. .

1041
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EXHIBITF

FIBRE TRIM'S FOUR STEPS = Page 2
TO SLIMNESS

Follow these four steps to a simmer figure ana healithy weight control.

1. Think Thin—Eat Smart! 3. Be Good to Yourself—

Think before you eat The U S. Dietarv Use Fibre Tim Evgry
Guidelines recommend that Amencans Day!
ear less sugar, fat. cholesterot. and soqium. o, ay:
and MORE FIBER to avoid overweght. ¥ Make Fibre Tnm a part of your
So. eat smaller portions. consume ﬁfé healther tifestvie. Take Fibre Trim
-/ .

fewer high calone dnnis. , 10 ensure a weil-balanced.
and increase your fiber fiber-nen ciet. and feel good

o
intake. "%" - « knowing you re doing
& | é{g | something good for yourself.

2. Be More Active—
Get More Exercise! 4. Keep Your Chin Up and

This doesn't mean you have to ain for a Watch Your Welght Go Down!
marathcon, dmy arsieas_chotror R Dan'tmve up don't stoo! Keep at it and
walking, running, swimming or e rememoer gradual weight loss is heaithy
cycling—is good for ;ou. makesyou X - weight losy.
feel good and promotes weight <3

control. Be more actrve and
watch .he resuits!

Fill in your weight goal and record your progress on this handy chart. And remember, it's important
to use Fibre Trim as recommended on a daiiy dasis to achieve the desired long-term «ffects.

Date Pounds

My Weight Now
My Weight Goal
My Progress Date Weight

2 weeks

3 weeks

4 weeks

S weeks

6 weeks

7 weeks

8 weeks
Don't Forget: Fibre Trim as suggested three times a day— every day!
Ingredients: Natural fiber from grain and Nutritional Information: Serng
aitrus fruit, whey protein concentrate (non- size: 5 ablets. Calories per serving: 5 (1 per
nutntive dietary fiber: 44%). Manufactured in FibreTaby. Protein: less than | gram.
Denmark for Schering Corporanon. Carbohydrate: less than | gram. Fat: less than

1 gram. Sodium-free. Contains less than 2% of

Copvngm © 1988, Schering Carporanon. Al nghes reserved. the U.S. RDA of proten. vitamin A, vitamin C,
13348308 thiamn, nboflavin, niacin, caicium and iron.

As with any diet plan. consult a health professional before starung your diet.



1043

SCHERING CORPORATION

Complaint

1030

EXHIBITG

— nargh s in thein ducts Enctary fe
s plant el us ouier

INTRODUCTION

By Aubeep Covas, PR
bor of Nutrvim e 1ds Whoshing Woen

Lomag woghs com be dulliuh and diever” 9T Tyt duge e Byuices cund
e m Ao wnsale mevhuds =he b I ¥ d v

st ervul. Fibee Trum™ olless » 0
Licnative w poseniully dangernss appe
pecmaanis sad 1o bonig daes

e 1700 Caborte Fibes Tovm D e, 40
b regmared drian Kaheye bt i ol
e, [ buusds Vhe

o wuh i earveac tga oflered in !
prudun ¢ ang Laaung resuhs

ARY VAUERE DIEFERENT EYRESOF F
sty Plsce, mduble

YOUR WAY TO SAFE.
SENSIBLE WEIGHT LOSS

hghes
ugh Monid e
el weight A

ke o lech Il

THE FIBER CONNECTION

decrs

wiiA IS DIETARY HBER
Abagh fibee B gt 8 iR ¥ 5
pan of everyont’s dut et
Prudesssanats soghew that ment Ame

Far he shin and mamiaanes of koot
vegeratdes, s b an appdes. pu o P grasiis
somanms and cacran

- Uhes

e ot ol the bew ey of duciary bibes

u -
. aied seaitabie

1nim, the ol
e 1 Sa ol
potatan

FIBRE TRIM—

w e

o unb




1044

GETTING STARTED ON
THE FIBRE TRIM DIET PLAN
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Taken with water before meais. So we also offer Fibre Trim with
Fibre Trim helps you feei pieasanty full  Caldum. [t's just like Fibre Trim,
So you can enjoy the foods you like yet  but provides 600 mg of calcium in one =4

4

bcs:ﬁidwimza lw;e xmerir:al day's supply. -
to curb that - - . ol
- sn:ic’ito reeen-m Fibre Trim Makes Sense ,:?F‘.

to
tug‘ s e for Everyone. -
tlow is Fibre Trim Diférent? Meuical studies have shown that N
All fiber products are nct alike. De- fiber is importanj tor 's health, -
, elopedin ia, Fibre Timisa  whether or not you'nd’gg. Andfew o
o Unique blend of four different fibers. A  foods contain as much fiber with s@ fogls~ -
o blend that wories. calories as Fibre Trim. T

. 3 Watchin weight, gettingsmore
- Fibre Trim Offezsg;;hom& exercise and including more #erin ..
- Watching your wei ma«ﬁomean . ur diet are importanito heaith ~ %
. _ cuttingback on foogds rich in bone- Fibre Trim or Fibre Trim with .
i ding e _gpat ™ Calcium a part of your healthy lifestyle. ‘j

~vo,




1046 FEDERAL TRADE COMMISSION DECISIONS

Initial Decision [I8F.T.C.
INITIAL DECISION

BY LEWIS F. PARKER, ADMINISTRATIVE LAW JUDGE
SEPTEMBER 16, 1991

I. INTRODUCTION

The Commission issued its complaint in this proceeding on
September 22, 1989, charging that respondent Schering Corporation
(“Schering”) violated Sections 5(a) and 12 of the Federal Trade
Commission Act by representing, directly or by implication, that, at
the time it made certain claims for its product Fibre Trim, it
possessed and relied upon a reasonable basis for such claims, when,
in fact, it did not.

The complaint charges in paragraph six, subparagraphs 1, 2, and
3, that Schering, through advertisements and promotional materials,
represented, directly or by implication, that:

1. Fibre Trim is a high fiber supplement;

2. The recommended daily dosage of Fibre Trim provides most
of a person’s daily requirements of dietary fiber;

3. The recommended daily dosage of Fibre Trim provides about
2.35 grams of dietary fiber per serving or about seven grams of
dietary fiber per day (Cplt, paragraph 6);'

The complaint charges, in paragraph ten, subparagraphs 1 and 2,
that Schering represented that:

1. Fibre Trim is an effective appetite suppressant, weight loss,
weight control or weight maintenance product; and

2. Fibre Trim provides the health benefits associated with a
fiber-rich diet or a high intake of dietary fiber from food (Cplt,
paragraph 10).

The following abbreviations are used in this opinion:

Cpit: Complaint

Ans.: Answer

CX: Commission Exhibit

RX: Respondent’s Exhibit

Tr.: Transcript

F.: Finding of Fact

CPF: Complaint Counsel’s Proposed Findings

RPF: Respondent’s Proposed Findings
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The complaint charges that since Schering did not possess and
rely upon a reasonable basis for the alleged claims, Schering’s claims
were false and misleading.

Schering’s answer admitted the allegations contained in
subparagraphs 1 and 3 of paragraph six of the complaint. It also
admitted the allegations contained in subparagraph 1 of paragraph ten
of the complaint, but denied that it represented Fibre Trim to be an
effective appetite suppressant (Ans., paragraphs 6 and 10).

Schering denied the other allegations of paragraphs six and ten.

After extensive discovery, trial was held from January 22, 1991,
to March 28, 1991. The parties called several expert witnesses.
Those testifying for the Commission were:

Dr. Terence Shimp, a professor of marketing, University of South
Carolina (Tr. 52), is an expert in consumer information processing
and in judging the likelihood that advertising will leave consumers
with particular impressions (Tr. 71). _

Dr. Alan Levy, head of the consumer research staff of the Center
for Food Safety and Applied Nutrition, Food and Drug Administra-
tion (Tr. 188), is a social psychologist and an expert in environmental
research methods and health behavior, including consumer awareness
of diet and disease relationships (Tr. 189, 199).

Dr. Jon Story, a professor of nutritional physiology, Department
of Food and Nutrition, Purdue University, is an expert in nutrition
and physiology, particularly in the areas of diets, effects on cholester-
ol, bile and metabolism, and the effects of dietary fiber (Tr. 472).

Dr. Harry Kissileff, Associate Professor of Clinical Psychology,
Department of Psychiatry and Medicine, Columbia University
College of Physicians and Surgeons (Tr. 658), is an expert in human
eating behavior and its physiological and psychological controls (Tr.
670).

Dr. Alan Levine, Deputy Associate Chief of Staff for Research,
Minneapolis Veterans Administration Medical Center (Tr. 748), is an
expert in body weight regulation, including the regulation of food
intake and energy expenditure (Tr. 759).

Dr. David Levitsky, professor of nutrition and psychology,
Cornell University (Tr. 881), is an expert in the control of food intake
and body weight, human obesity, statistics and the design of clinical
trials (Tr. 911).
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Dr. Elaine Lanza, a nutritionist with the National Cancer Institute,
National Institute of Health (Tr. 1180), is an expert in nutrition,
cancer, the physiological effects of dietary fiber, and the conduct and
review of clinical trials involving nutrition intervention, including
dietary fiber (Tr. 1209-10).

The following experts testified for Schering:

Elizabeth Fazio, of VOPAN Marketing Research Corporation (Tr.
1794), 1s an expert in marketing and advertising research (Tr. 1809).

David M. Kweskin, Senior Vice President, Client Services, Ross-
Cooper Associates (Tr. 1860-62), is an expert in the design,
execution and analysis of consumer research studies, including what
messages an advertisement communicates to consumers, the
evaluation of products and marketing concepts, and consumers’ needs
(Tr. 1866-68).

David A. Leury, Vice President and Senior Methodologist, Total
Research Corp. (Tr. 1906-07), is an expert in market research (Tr.
1924).

Dr. David Stewart, a professor of marketing, University of
Southern California (Tr. 2031), is an expert in advertising, marketing
and consumer responses to advertising (Tr. 2039).

Dr. Evelyn Albu, a former Director of Medical Marketing for
Schering (Tr. 2176), is an expert in the analysis of medical and
scientific literature and the analysis of clinical studies (Tr. 2187).

Dr. Domenic Iezzoni, Director of Medical Services for Schering
(Tr. 2393), is an expert in the analysis of the medical validity of
reports of clinical trials (Tr. 2405).

Dr. Frank Hurley, a biostatistician and President of Biometric Re-
search Institute (Tr. 2566-67), is an expert in biostatistics, the design,
analysis, coordination and management of clinical trials, and Food
and Drug Administration requirements for such trials (Tr. 2586).

Dr. Nelson Schimmel, a self-employed consultant and a former
Vice President of Regulatory Affairs for Schering (Tr. 2779, 2784),
is an expert in the evaluation of scientific and medical literature and
clinical trials (Tr. 2787).

Dr. Stig Larsen, a statistician and the President of MEDSTAT, a
company which does statistical analyses in epidemiology studies and
clinical trials (Tr. 2900-03), is an expert in mathematics, medical
statistics, and the statistical evaluation of clinical trials (Tr. 2918).
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Dr. David Ahern, a clinical psychologist employed by the
Institute for Behavioral Medicine, Providence, R.I. (Tr. 3207), is an-
expert in the design, conduct and statistical evaluation of clinical
trials (Tr. 3220).

Dr. Martin Eastwood, a gastroenterologist, a member of the
Faculty of Medicine, University of Edinburgh, and a National Health
~ Service consultant physician (Tr. 3380), is an expert in gastro-
enterology, human nutrition, the physiological effects of dietary fiber,
and the design, conduct and analysis of clinical trials (Tr. 3390).

Dr. Alvan Feinstein, a professor of medicine and epidemiology
at the Yale University School of Medicine (Tr. 3534), is an expert in
biostatistics, epidemiology and the design, conduct and statistical
evaluation of clinical trials (Tr. 3542).

Dr. James Anderson, a physician on the staff of the University of
Kentucky Hospital, and a professor of medicine and clinical nutrition
with the Hospital (Tr. 3733), is an expert in human nutrition and the
physiological effects of dietary fiber (Tr. 3739).

Dr. Joanne Slavin, associate professor of nutrition, Department of
Food Science and Nutrition, University of Minnesota (Tr. 3837), is
an expert in human nutrition, the physiological effects of dietary fiber
on humans, and the design, conduct and analysis of clinical trials (Tr.
3845).

The parties filed their proposed findings of fact and conclusions
of law on June 10, 1991. Answers were filed on July 15, 1991. The
Commission granted me an extension of time to October 15, 1991, to
file this initial decision.

This decision is based on the transcript of testimony, the exhibits
which I received in evidence and the proposed findings of fact and
conclusions of law and answers thereto filed by the parties. I have
adopted several of the proposed findings verbatim. Others have been
adopted in substance. All other findings are rejected either because
they are not supported by the record or because they are irrelevant.

II. FINDINGS OF FACT

A. The Business Of Schering

1. Schering, a subsidiary of Schering-Plough, is a corporation
organized, existing, and doing business under and by virtue of the
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laws of New Jersey, with its offices and principal place of business
located at 2000 Galloping Hill Road, Kenilworth, New Jersey (Ans.,
paragraph 1). Its principal business is the development and market-
ing of prescription and over-the-counter (“OTC”) drugs (Tr. 2411,
2809), such as Afrin, Coricidin, Drixoral and Tinactin (CX 144).

B. Schering’s Decision To Market Fibre Trim

2. Farma Food A/S (“Farma Food”), a Danish company head-
quartered in Copenhagen which was started in the early 1970s
principally to develop dietary fiber products, is the manufacturer of
Fibre Trim (Tr. 305-06; RX 313, p. 1).

3. Before it was marketed in the United States, Fibre Trim,
which is composed of natural fiber from citrus fruit and grain
compressed into tablets, was the best selling diet aid in Europe,
Canada and other parts of the world (Tr. 305, 1458-59, 1564, 2199;
RX 263, RX 313, p. 2, RX 358, p. 1).

4. During negotiations with a pharmaceutical company, A.H.
Robbins, regarding another product, Schering was informed that
Robbins had considered and rejected marketing Fibre Trim in the
United States. After a series of meetings with representatives of
Farma Food, Schering decided, in late 1984, to enter into an
agreement with Farma Food to market Fibre Trim in the United
States (Tr. 305-06, 1456-57, 1471).

5. Charles Bonfield, the Vice President, and later President, of
Farma Food’s U.S. subsidiary, was the liaison between Farma Food
and the Schering marketing department regarding Fibre Trim (Tr.
307-08), and sent Schering a series of letters detailing the
characteristics and effects of dietary fiber and the demand for diet
products in the United States (Tr. 1464-65). He also gave Schering
copies of clinical studies of Fibre Trim’s efficacy as a weight loss
~product (Tr. 308).

6. Since Fibre Trim would be the first non-drug product
marketed by Schering, it conducted extensive market research into
the proper positioning of Fibre Trim in the diet aids market (Tr.
1468-69, 1499, 1564-65).

7. Consumer research confirmed that because of the increase in
obesity in the United States (CX 142, p. 1) a market existed for an
all-natural aid to weight loss different from other products, particular-
ly those using Phenylpropanolamine (“PPA”) as the active ingredient
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since PPA can cause side effects such as nervousness, dizziness and
sleeplessness (Tr. 672, 1471-72f 156465, 1602; RX 313, p. 4).

8. The amount of market and consumer research conducted for
Fibre Trim was significantly greater than that for other Schering
products (Tr. 1499). Schering contracted with several independent
market research firms to conduct consumer research prior to test mar-
keting Fibre Trim, while Schering’s Marketing Research Department
also continued to conduct consumer studies on its own (Tr. 1564-65).

9. Early concept testing showed that greatest consumer interest
was generated by positioning Fibre Trim as a sensible way to lose
weight. The “sensible” concept became the central message of the
Fibre Trim creative strategy and was incorporated into virtually every
Fibre Trim advertisement (Tr. 1488, 1579-82, 1589-91, 1824, 1825,
1829, 2053, 2060, 2062-63; RX 240, p. 7).

10. The target audience for Fibre Trim was seen to be females
who were relatively sophisticated, intelligent, somewhat upscale
economically, and knowledgeable about diet advertising (Tr. 78, 108,
1477; RX 229).

11. After test marketing Fibre Trim from May to August 1985
(Tr. 1494, 1509-70), Schering’s top management authorized the
marketing department to introduce Fibre Trim nationwide (Tr. 1502,
1514-15, 1642-43). According to Schering, Fibre Trim became the
top-selling diet product in its category within a few months of its
national introduction (CX 347).

12. During the first year following its introduction in the United
States, Schering spent $16.6 million advertising Fibre Trim and
realized $48.5 million in sales, garnering approximately 17 percent
of the diet product market, second only to Thompson Medical’s
Dexatrim (CX 182, pp. 1, 4). Schering continued to expend signifi-
cant resources advertising Fibre Trim in 1987, spending $9.6 million
in the first half of the year alone (CX 181, p. 2).

13. Fibre Trim is sold in bottles of 100 or 250 tablets (e.g., CX
351). One-hundred-tablet bottles have accounted for approximately
two-thirds of total sales, and 250-tablet bottles have accounted for
approximately one-third of sales. The suggested retail price for the
100 and 250-tablet bottles was $5.99 and $12.69 (CX 310, p. 3; Tr.
1518).
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C. Jurisdiction

14. Schering has advertised, offered for sale, sold and distributed
Fibre Trim to the public as a high fiber supplement, and as a weight
loss and weight maintenance product (Ans., paragraph 2).

15. At all times relevant to the complaint, the acts and practices
of respondent alleged in the complaint have been in or have affected
commerce (Ans., paragraph 4).

D. Schering’s Advertising Of Fibre Trim
1. Introduction

16. The advertisements and promotional materials at issue were
disseminated in a long-running advertising campaign, beginning with
the test marketing in 1985, and continuing nationwide from January
1986 until the present (Tr. 1594, 1681, 1694, 1726; see CX 280).
Schering’s 1986 advertising expenditures for Fibre Trim of about
$16.6 million were the highest of any diet product (CX 182, pp. 1,
10).

17. Schering’s six-year advertising and promotion effort has used
television and radio advertisements and promotions, as well as print
media, newspaper supplements, free-standing inserts, in-package
coupons and direct mail (see, e.g., CX 339, CX 278, CX 291; Tr.
1600-04).

18. Schering also disseminated promotional materials to physi-
cians, pharmacists, retailers and others who sell or recommend the
purchase of weight loss products or fiber supplements to consumers
(e.g., CX 354, CX 358; Tr. 1734).

19. The test marketing of Fibre Trim, from May - August 1985,
used television and print advertisements, free-standing inserts and
promotional materials for members of the trade, and reached millions
of consumers (Tr. 1502, 1528-29, 1656; CX 321, CX 396).

2. Television Advertisements

20. Among the first advertisements to be disseminated in the
national campaign were the 15-second and 30-second versions of the
“French Girls” television commercial (CX 339, CX 343, CX 344)
which were broadcast on the three major networks or cable networks
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during the test marketing in 1985 and at various times through 1989
(CX 368, Interrog. No’s. 2, 3, CX 305, CX 316, CX 321, CX 339).

21. The “Take It Off” television commercial (CX 340, CX 343)
was broadcast on selected test market television stations in 1985 (CX
368, Interrog. No. 2).

22. The “Italian Men” television commercial (CX 341, CX 343)
was broadcast on three networks throughout 1987 (CX 368, Interrog.
No. 2).

23. The “English Maids” television commercial (CX 342, CX
343) was broadcast on three networks throughout 1987 (CX 368,
Interrog. No. 2, CX 305, p. 2).

~ 24.The 15-second and 30-second versions of the “Enfants”

television advertisement (CX 343, CX 344) were broadcast on three
networks in 1987 and 1988 (CX 368, Interrog. No. 3, CX 305, CX
316, pp. 1, 2).

3. Radio Advertisements

25. The radio advertisement entitled “Interview/Consumer Hot-
line with Audrey Cross” (CX 291) was distributed to 1,009 radio
stations and aired by 313, with a total reach of almost five million
listeners (CX 317, p. 1, CX 322, p. 1, CX 368, Interrog. No. 1).

4. Print Advertisements

26. Two brochures entitled “Fibre Trim Diet Plan” (CX 284, CX
288) were offered by Audrey Cross on television shows and radio
programs during 1986 and 1987. They were also disseminated at re-
tailer displays, physicians' offices, pharmacy counters and by mail re-
quest directly from Schering Corporation (CX 368, Interrog. No. 1).

27. The newspaper advertisement entitled “Health Hints, Fiber
and Weight Loss” (CX 289) was printed in 4,000 different news-
papers during the week of February 19, 1986 (CX 368, Interrog. No.
1).

28. The newspaper advertisement entitled “Quick Quiz” (CX 290)
was disseminated to 3,800 different newspapers on April 4, 1986 (CX
318, CX 368, Interrog. No. 1).

29. Five different print advertisements were included as free-
standing inserts in Sunday newspaper supplements as follows:
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CX 271 -- January 18, 1987
CX 272 -- February 15, 1987
CX 278 -- August 10, 1986
CX 287 -- January 10, 1988
CX 293 -- April 27, 1986

Schering intended to distribute 47 million copies of CX 293 national-
ly (RX 254, p. 22).

30. The newspaper advertisement entitled “Fibre Trim Changed
The Shape Of Europe” (CX 279) was printed in the Good Health
Magazine of The New York Times, in January 1986 (CX 368,
Interrog. No. 1).

31. The newspaper advertisement, with a coupon, entitled “Try
New Fibre Trim And Save” (CX 387) appeared as a free-standing
insert in the test market and in the national launch of the product (Tr.
1627).

32. The advertisement entitled “Shape Up For Summer” (CX
274) appeared in major national magazines such as Health, Weight
Watchers and American Health, in May 1987 (CX 368, Interrog. No.
1).

33. The advertisements entitled “Lately, There’s A Lot Less To
Pinch In Italy” (CX 285) and “How Fibre Trim Stopped The British
Pound From Fluctuating” (CX 286) appeared in major national
magazines such as Family Circle, Ladies Home Journal, Redbook,
Woman’s Day, Cosmopolitan, Glamour, Harpers Bazaar, Health,
People, Self, and Working Mother, in 1986 (Tr. 1663; CX 310, CX
325, CX 368, Interrog. No. 1).

34. The advertisement entitled “How Fibre Trim Gave New
Strength To The French Resistance” (CX 287) was printed in the
major national magazine Health, in February 1987 (CX 368, Interrog.
No. 1).

35. The advertisement entitled “Fibre Trim Changed The Shape
Of Europe” (CX 292) appeared nationally in magazines during the
test market (Tr. 1620; CX 368, Interrog. No. 1).

36. The print advertisement entitled “Lose Weight With The Help
Of Phenylpropanolamine Hydrochloride” (CX 294) (also called
“Pills”) appeared in major national magazines such as New Woman,
American Health, Ladies Home Journal, Self, Hippocrates, Health,
People, US, Working Woman, Redbook, Vogue, Family Circle,
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Better Homes and Gardens, Working Mother and Cooking Light, in
1988 (Tr. 1697; CX 368, Interrog. No. 1).

37. Several similar print advertisements entitled “How Fibre Trim
Changed The Shape Of Europe” were disseminated. CX 295 was
disseminated in magazines in 1986 (CX 368, Interrog. No. 1). CX
296 was disseminated in magazines during the test market in 1985
(CX 368, Interrog. No. 1; see Tr. 1520-22, 1525). CX 297 was
disseminated in major national magazines, such as Time on June 24,
1985, Newsweek on July 22, 1985, Family Circle on August 13,
1985, Health in August 1985, Ladies Home Journal in August 1985,
Redbook in August 1985, Sunset in August 1985, Woman’s Day on
August 13, 1985, and on September 2, 1985, and in Parade Magazine
on August 10, 1985 (CX 368, Interrog. No. 1; see Tr. 1520-22). CX
299 [RX 397] was disseminated in early 1986 (CX 368, Interrog. No.
1; Tr. 1620). CX 300 was disseminated in major national magazines,
such as Better Homes and Gardens in August 1985, Health in July
1985, Time on June 17, 1985, Newsweek on June 24, 1985, Sunset
in July 1985, Good Housekeeping in August 1985 and 1,001 Home
Ideas in August 1985 (Tr. 1620; CX 368, Interrog. No. 1).

38. The print advertisement entitled “Healthy Reasons To Take
Fibre Trim” (CX 273) was disseminated to the public by direct mail
in 1987 (CX 368, Interrog. No. 1).

39. The brochure entitled “Fiber Facts” (CX 275 [RX 356]) was
disseminated to consumers through displays set up at retailers,
pharmacies and dieticians’ and doctors' offices, as well as through
other public relations efforts, during the test marketing and the first
half of 1986 (CX 368, Interrog. No. 1; Tr. 1628).

40. The advertisement entitled “Fibre Trim Diet Plan” (CX 276)
was disseminated to consumers through distribution to retailers for
placement on the shelf beside the product in early 1986 (CX 368,
Interrog. No. 1).

5. Advertisements to the Trade

41. The print advertisement entitled “There’s A New High Fiber
Supplement To Help Your Patients Lose Weight. . ..” (CX 349) was
distributed to physicians (CX 369, Respondent’s Supplemental
Responses to Complaint Counsel’s Second Set of Interrogatories
[hereinafter “S. Interrog.”], No. 1).
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42. The brochure entitled “For Your Patients Who Have Trouble
With Dieting Programs” (CX 354) was distributed through Schering
retail representatives, who called on physicians in 1987 (CX 369, S.
Interrog. No. 1).

43. The print advertisement entitled “Losing Weight Safely, Sen-
sibly, Gradually. . . .” (CX 346) was published in magazines such as
Drug Topics and Drug Store News, which are aimed at pharmacists
and pharmaceutical wholesalers (CX 369, S. Interrog. No. 1).

44, The brochures entitled “Get Ready With Fibre Trim” (CX
352) and “Stock Display And Recommend New Fibre Trim” (CX
357) were distributed to pharmacists in 1985 (CX 369, S. Interrog.
No. 1).

45, Letters to pharmacists, beginning with “Your Customers
Often Ask Your Advice When Choosing A Diet Product” (CX 356)
and “Schering Corporation Is Pleased To Introduce A New Unique
Diet Product. . . .” (CX 358) were distributed to pharmacists in 1985
(CX 369, S. Interrog. No. 1).

46. The product information sheet entitled “Fibre Trim With
Calcium” (CX 347) was distributed to Schering sales personnel in
1987 (CX 369, S. Interrog. No. 1).

47. The brochure entitled “All Natural Fibre Trim, High Fiber
Food Supplement” (CX 350) was distributed to Schering sales
personnel in the fall of 1986 (CX 369, S. Interrog. No. 1).

48. Two product information sheets entitled “Fibre Trim” (CX
355, 351) were distributed to Schering sales personnel in 1985 and
1986 (CX 369, S. Interrog. No. 1).

49. The product information document entitled “Introducing All
Natural Fibre Trim” (CX 353) was distributed to Schering sales
personnel in November 1985 (CX 369, S. Interrog. No. 1).

50. Two sales brochures entitled “Fibre Trim” (CX 348) and
“New All-Natural Fibre Trim” (CX 359) were distributed to retailers
and wholesalers in 1985 (CX 369, S. Interrog. No. 1).

6. Inserts
51. The package insert entitled “Fibre Trim” (CX 280) was placed

in the Fibre Trim package from 1985 to the present (CX 368,
Interrog. No. 1). -
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E. The Claims Made In Schering’s Advertisements
1. The Health Benefits Claim
a. The Advertisements

52. References to health in some of the Fibre Trim advertisements
were intended to convey the message that it is a healthy, natural way
to lose weight and to differentiate it from drug-based diet products
(Tr. 1625-26): “And since Fibre Trim is nothing but natural fiber, it
can become a healthy way of life. A way to stay slim long after the
party’s over” (RX 396). “Increasing the amount of fiber in your diet
is a healthy way to help you take the pounds off and keep them off
naturally” (RX 353; CX 275). “Since Fibre Trim is simply natural
fiber, it can become a sensible way of life -- even after you reach
your goal. It’s the healthy way to stay trim for good” (RX 355; CX
287). “Being fit is a new way of life. Avoiding overweight, getting
more exercise and including more fiber in your diet are just a few of
the steps you can take to better health” (RX 358; CX 280).

53. However, other Fibre Trim advertisements go beyond the
claim that Fibre Trim is a healthy way to lose weight and emphasize
the health benefits associated with dietary fiber without regard to
Fibre Trim's primary use as a weight loss aid. For example, the
headline of CX 273 “Healthy Reasons to Take Fibre Trim” suggests
that there are reasons, not a single reason, to use Fibre Trim, and
other language states that these reasons involve health, not simply
diet: “Medical studies have shown that fiber is important to every-
one’s health, whether or not you’re dieting” (emphasis added).

54. Other advertisements stress the health benefits of fiber with-
out limiting them to those associated with a reduced calorie diet:

CX 275 states that “fiber is essential for good nutrition and good health,” that Fibre
Trim may be used to “maintain your overall good health,” and that it is one of the
best sources of dietary fiber.

The Fibre Trim package insert, CX 280, states: “Fibre Trim -- A Healthy Addition
to Your Daily Routine,” claims that medical studies have shown that “[f]iber-rich
diets have been linked to promoting healthier digestive systems,” and concludes
that “Fibre Trim is a superior source of dietary fiber. No other food contains as
much fiber with so few calories” (emphasis in original).
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Various versions of the “Shape of Europe” advertisement state that Fibre Trim
provides “all of fiber’s wonderful health benefits to boot” (CX 295, CX 296, CX
297, CX 300) or “fiber’s health benefits” (CX 278, CX 293).

Other advertisements state that “Fibre Trim provides needed fiber that many
doctors, nutritionists, and scientists have been saying we lack in our diets” (CX
279,p.2,CX 292, p. ).

Fibre Trim advertisements disseminated to retailers, pharmacists, or other members
of the trade refer to fiber’s health benefits.

Healthy--adds beneficial dietary fiber... superior source of low-calorie fiber....
Fiber-rich diets linked to healthier digestive systems (CX 266).

Fibre Trim contributes to the daily intake of dietary fiber, an essential component
of good health (CX 349).

[Fibre Trim provides] the healthy benefits of fiber supplementation (CX 352).

You've been hearing about the benefits of fiber for years. Now you have
convenient Fibre Trim. . .. (CX 356, CX 358).

55. After reviewing Schering’s advertisements, Dr. Shimp con-
cluded that they made product claims related to health by associating
one object, Fibre Trim, with another object, fiber, and by explicitly
and implicitly asserting that Fibre Trim will provide the same health
benefits that fiber or fiber-rich foods provide (CX 266, CX 273, CX
275,CX 278, CX 279, CX 280, CX 292, CX 293, CX 296, CX 295,
CX 297; Tr. 123-25, 128-30, 133-34, 136-37, 138-42, 146-50).

56. After reviewing Dr. Shimp’s analysis and the advertisements
in question, I find that they make the claim that Fibre Trim provides
the health benefits associated with a fiber-rich diet or a high intake of
dietary fiber from food. Although the advertisements do not specify
the particular benefits that Fibre Trim will provide, they do represent
that whatever health benefits the individual consumer associates with
fiber will be provided by taking Fibre Trim (see, e.g., Tr. 124-25 re
CX 273; Tr. 137 re CX 296). The FDA'’s health and diet surveys
reveal the health benefits that consumers associate with fiber.

b. The FDA's Health and Diet Surveys

57. The Health and Diet Survey is a biennial telephone survey
conducted by the Food and Drug Administration (“FDA”) which’
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focuses on consumers’ knowledge of diet and health issues (Tr. 190-
91, 205). The survey’s sample size is composed of approximately
4,000 respondents who are randomly subdivided into four equal sub-
samples called “replicates.” The questions are different for each
replicate, each addressing the same topics from different
perspectives. In essence, the Health and Diet Survey is four related,
but different, surveys (Tr. 196, 205-07).

58. The 1986 Survey included a number of questions relating to
consumer understanding of the health effects of fiber, and Dr. Levy
of the FDA testified to conclusions which can be drawn from
responses to those questions (CX 103; Tr. 211).

59. Question 41 in the fourth replicate asked respondents if they
had “heard about any health problems that might be related to how
much or how little fiber people consume?” (Tr. 211; CX 2103, p. 13).
Only if they responded “yes” to this screener question were they
asked question 42, an open-ended question: “What health problems
might be related to not consuming enough fiber?” (CX 103, p. 14; Tr.
212). Question 42 was followed by a probe: “Are there any other
problems that might be related to not consuming enough fiber?” (CX
103, p. 14; Tr. 212).

60. In response to question 41, 57% of the replicate said they had
heard of health effects associated with fiber; they were then asked
question 42 (Tr. 213; CX 103, p. 42). Thirty-nine percent of the
replicate sample of 1,000 respondents mentioned cancer as a health
problem related to not consuming enough fiber (Tr. 214; CX 382, p.
1). Of those respondents who were more articulate and specified a
particular form of cancer, 28% mentioned cancer of the colon,
intestines or bowels as a health problem related to insufficient fiber
(Tr. 215; CX 282, p. 2).

61. Forty-nine percent of those respondents with more than a high
school education believed cancer to be related to insufficient fiber
consumption. Women were significantly more likely than men to
mention cancer as a health problem related to not consuming enough
fiber (Tr. 218-19).

62. Its laxative effect was the next most frequently mentioned
effect of fiber (14%) (Tr. 216; CX 382, p. 2).

63. Respondents in the third replicate were asked question 33:
“Have you heard about any things people could eat or drink that
might help prevent cancer?” (CX 103, p. 11; Tr. 210, 220). Those
who responded affirmatively were then asked question 34: “What
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things could people eat or drink that might help prevent cancer?”
This open-ended question was followed with the probe “are there any
other things that people eat or drink that might help prevent cancer?,”
providing an opportunity for respondents to supply up to four an-
swers (CX 103, p. 11). Thirty-two percent of the 1,000 subjects in
this replicate responded that fiber was a cancer preventative (Tr. 221-
22; CX 103, p. 54).

64. Respondents in the second replicate were asked “What about
cancer of the colon, rectum, or intestines: As you understand it, what
things might make people more likely to get these cancers?” (CX
103, p. 8 (question 25); Tr. 224-25). In response to this open-ended
question, which, unlike the two previously discussed questions, was
not limited to dietary factors, approximately 29% mentioned “too
little fiber” as a risk factor for developing these cancers (Tr. 226; CX
103, p. 38).

65.Dr. Levy concluded that in 1986, the most frequently
mentioned cancer preventative was fiber consumption and that
upscale consumers, Fibre Trim’s target market, were even more
likely to make this association (Tr. 223-26).

66. The 1988 Survey produced similar results: 25% of the
respondents in replicate C mentioned cancer, the most frequently
given response, as a health problem associated with not consuming
enough fiber (Tr. 232; CX 105, p. 29). The laxative effect of fiber
was also a frequently mentioned health benefit (Tr. 233). Twenty-
eight percent of respondents in replicate B answered that fiber was a
cancer preventative (Tr. 235-36; CX 105, p. 6), and Dr. Levy stated
that the 1988 Survey revealed that the public considered fiber to be
the primary dietary factor related to cancer prevention (Tr. 238).

67. Twenty-one percent of the respondents in the B replicate
named fiber as something one could eat that might prevent heart
attacks or lower blood cholesterol (Tr. 239-40; CX 105, pp. 5, 129,
139). Forty-three percent of respondents in the A replicate stated that
eating more high-fiber foods might have a large effect in preventing
heart disease or heart attack, and 38% responded that it might have
a moderate effect (Tr. 243-44; CX 105, p. 38).

68. The results of the 1986 and 1988 surveys represent the know-
ledge and attitude of the U.S. population as a whole with respect to
the relationship between fiber and disease and can be used to deter-
mine their interpretation of advertising claims for fiber (Tr. 248-50).
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69. The responses to the 1986 and 1988 surveys demonstrate that
cancer prevention was the primary benefit that consumers associated
with a high fiber diet and that a considerable portion of the
population also associates such a diet with reduction in the risk of
heart disease. The laxative effect of fiber was also mentioned by a
significant number of survey respondents.

c. The Views of Schering Employees

70. Mr. Walsh, the senior director of OTC marketing for Scher-
ing, was responsible for approving draft advertising copy for Fibre
Trim; he testified that the language in CX 296 “Fibre Trim even
offers all of fiber’s wonderful health benefits to boot” suggests that
“whatever those healthy things that you can gain from fiber as it
relates to the diet you would get from this product” (Tr. 1525-26).

71. Dr. Albu, the head of Schering’s professional services depart-
ment, testified that the claim in CX 297 that “Fibre Trim even offers
you all of fiber’s wonderful health benefits to boot” was supported
because “fiber is fiber,” and therefore whatever health benefits are
provided by fiber-containing foods are also provided by Fibre Trim,
and that the health benefits associated in the literature with increased
fiber intake included reduced risk of colon cancer and reduction in
serum cholesterol (Tr. 2365-66). Dr. Iezzoni, who was responsible
for the medical department’s review of Fibre Trim advertisements,
gave similar testimony (Tr. 2536, 2547-49).

72. Sharon McGee, a senior brand manager who was responsible
for the Fibre Trim brand from October 1984 through February 1987,
testified that Schering undertook a public relations campaign to
“[c]reate a positive environment among consumers for the benefits of
fiber for . . . general health prior to the start of advertising” (Tr. 1558,
1604-05; CX 308, p. 10).

73. Materials which Schering provided to its sales force contain
many references to the health benefits of fiber, including cancer
prevention, cholesterol reduction and treatment of diabetes and
diverticulosis (CX 142, pp. 42-46, CX 143, pp. 10, 11, 13, 16, 19, 20,
27-28), and Schering knew that consumer “awareness of the benefits
of a diet rich in fiber is rising” (CX 143, p. 17):

There is not a week without an article on fiber in a health or women’s magazine.
The introduction of FIBRE TRIM is, as you can see, very timely. FIBRE TRIM
will benefit from this favorable environment. /d.
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74. In materials it disseminated at the press conference announc-
ing the national launch of Fibre Trim (CX 310, p. 13; see Tr. 1517),
Schering claimed that dietary fiber had value in preventing some
digestive conditions and that high fiber diets may reduce the risk for
certain kinds of colon cancer. Those same materials stated that
“[o]ne of the best sources of dietary fiber is FIBRE TRIM. . ..” (CX
310, p. 16).

d. Schering’s Consumer Research

75. Dr. Stewart, Schering’s advertising expert, testified that no
advertisements for Fibre Trim made express claims that it provides
the health benefits associated with a fiber-rich diet or a high intake of
dietary fiber from food (Tr. 2091) and Dr. Shimp agreed that Fibre
Trim advertisements which he was questioned about do not specify
any particular health benefits provided by Fibre Trim (Tr. 124, 137).

76. Dr. Stewart also testified that the following research
conducted by or for Schering reveals that consumers did not take
away from Fibre Trim advertisements the message that it will provide
the health benefits associated with a diet rich in fiber or a high intake
of dietary fiber (Tr. 2057-76).

(1) Initial Focus Group Consumer Testing: “In Search of A
Concept Statement For Fiber [sic] Trim,”
(Marketing Perceptions, Inc.) (November 1984)

77. In October 1984, at Schering’s request, the market research
firm, Marketing Perceptions, Inc. (“Marketing Perceptions”),
conducted initial diet market consumer focus groups relating to Fibre
Trim (Tr. 1469, 1564; RX 235). Focus groups yield qualitative
results about consumer beliefs that are not achieved with consumer
surveys (Tr. 2065-66). The purpose of this study was to explore
consumers' feelings and perceptions about dieting in general (Tr.
1564-65). Dr. Stewart testified that the focus group consumers did
not take away from Fibre Trim commercials the health benefits claim
(Tr. 2066, 2068), and Ms. McGee concluded that the target audience
realized that Fibre Trim was not magical but was a sensible diet aid
(Tr. 1567-68).
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(2) Diet Concept Study (VOPAN Marketing Research)
(January 1985)

78. From December 1984 to early 1985, Schering contracted with
another independent market research firm, VOPAN, to conduct a
qualitative study of Fibre Trim concepts for consumer advertising
(RX 239; Tr. 1573-74, 1809, 2059). VOPAN stands for Voice Pitch
Analysis, a sophisticated technique which measures two types of
consumer response: (1) voice pitch changes; and (2) consumer recall
of advertising messages (Tr. 1573-74, 1798-1800, 2059). The basic
premise of this methodology is the belief that consumers’ true
feelings can be discerned from variations in the intonations in their
voices (Tr. 1487, 1573, 1798-99).

79. The specific objective of the VOPAN study was to determine
which one of four concepts for Fibre Trim was most persuasive and
seemed to communicate the best information about the product (RX
192, p. 3; Tr. 1814).

80. VOPAN’s methodology involved a mall intercept test of
forcing exposure of one of the four concepts to 150 women who had
dieted in the past year, who planned to diet in the future and who
were 25-49 years of age (RX 192, p. 4; Tr. 1812).

81. The consumers reviewed one of four “concepts,” rather than
specific advertisements (Tr. 1814-15), which were developed by the
advertising agency (Ogilvy & Mather), Schering and VOPAN (Tr.
1576).

82. According to Dr. Stewart and Ms. Fazio, the results of the
VOPAN test do not indicate that consumers took away the message
that Fibre Trim would provide specific health benefits associated
with a fiber-rich diet or a high intake of dietary fiber from food (Tr.
1831, 2060, 2062). Ms. Fazio concluded that no data in this study
indicated that the Fibre Trim positioning communicated to consumers
that it is an effective appetite suppressant which works like Dexatrim
(Tr. 1832; RX 192) or that Fibre Trim would produce weight loss
without needing to cut back on calories (Tr. 1835).

83. Elements of all the concepts which tested favorably were
incorporated into commercials and other Fibre Trim advertising (Tr.
1487, 2063-65).






