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STATEMENT OF THE | SSUES

Thi s proceedi ng i nvol ves two administrative conplaints filed against Dr.
WIllner. |In Case 86-2054, the conplaint sought disciplinary action for

(1) Violating Section 458.331(1)(u)
Florida Statutes, (1981) by performng a
procedure or prescribing a therapy

whi ch, by the prevailing standards of
medi cal practice in the conmmunity, would
constitute experinentation on a human
subject, without first obtaining full,
informed and witten consent by treating
patients for obesity with a product
known as "NatureSlint' which had not been
proven safe and effective for human use
(Count 1);

(2) Violating Section 458.331(1)(d)



Florida Statutes, (1983) by being guilty
of false, deceptive or m sl eading
advertisenent with respect to clains
made for a diet program known as
"Forever Thin" (Count 2);

(3) Violating Section 458.331(1)(h)
Florida Statutes, (1983) by failing to
performa statutory or |egal obligation
pl aced upon a licensed physician by
distributing a new drug that did not
have a Federal or Florida

i nvestigational drug permt on file, in
violation of 21 U S C Section 355 and
Section 429.023 Florida Statutes (1983)
(Count 3);

(4) Violating Section 458.331(1)(t)
Florida Statutes, (1983) by gross or
repeated mal practice or the failure to
practice nmedicine with that |evel of
care, skill and treatnment which is
recogni zed by a reasonably prudent
sim | ar physician as being acceptabl e
under simlar conditions and
circunstances by failing to obtain full,
informed witten consent from patients
who were sold gl ucomannan, which the
depart nent contends was an unapproved
new drug (Count 4); and

(5) Violating Section 458.331(1)(u)
Florida Statutes, (1983) by perfornng
any procedure or prescribing any therapy
whi ch, by the prevailing standards of
medi cal practice in the community, would
constitute experinentation on a human
subject, without first obtaining full,
informed and witten consent fromthose
who used the drugs included in the
"Forever Thin" diet program (Count 5).

The administrative conplaint in Case 87-1599 sought to discipline Dr.
Wl ner for

(1) Violating Section 458.331(1)(d)
Florida Statutes, (1985) by false,
deceptive or m sl eading adverti senent
with respect to clainms made for products
mar ket ed under the nanme of the "Utimte
Solution D et Progranmt (Count 1

par agraph 22);

(2) Violating Section 458.331(1)(1)
Florida Statutes, (1985) by maki ng
deceptive, untrue, or fraudul ent
representations in the practice of
medi ci ne, or enploying a trick or schene
in the practice of nedicine when that
schenme or trick fails to conformto the
general ly prevailing standards of



treatment in the medical conmunity in
connection with the pronotion of the
"Utimate Solution Diet Prograni; [Count
2, paragraph 24]

(3) Violating Section 458.331(1)(n)
Florida Statutes, (1985) by failing to
keep witten medi cal records justifying
the course of treatnent of patients,
including, but not limted to, patient
hi stories, exam nation results, and test
results for persons who were told they
were part of a select group of persons
of fered the new drugs contained in the
"Utimate Solution Diet Prograni; [Count
3, paragraph 26]

(4) Violating Section 458.331(1)(u),
Florida Statutes, (1985) by perfornng
any procedure or prescribing any therapy
whi ch, by the prevailing standards of
medi cal practice in the community, would
constitute experinentation on a human
subject, without first obtaining full,
informed, and witten consent from
persons of fered the new drugs contai ned
inthe "Utimte Solution D et Program
[ Count 4, paragraph 28]

(5) Violating Section 458.331(1)(h)
Florida Statutes, (1985) by failing to
perform any statutory or |ega
obligation placed upon a |icensed
physician by failing to conply with
Federal and Florida | aw governing the
use of new or investigational drugs;

[ Count 5, paragraph 30] and

(6) Violating Section 458.331(1)(t)
Florida Statutes, (1985) by gross or
repeated mal practice or the failure to
practice nmedicine with that |evel of
care, skill, and treatnent which is
recogni zed by a reasonably prudent
sim | ar physician as being acceptabl e
under simlar conditions and

ci rcunmst ances by his course of conduct
in the marketing of the "Utimte
Solution Diet Program" [Count 6,

par agr aph 32]

PRELI M NARY STATEMENT
A transcript of the proceedings was filed, and proposed reconmended orders

were received by July 6, 1988. Ruling on proposed findings of fact are nmade in
t he appendi x to this Recommended O der



FI NDI NGS OF FACT
| NTRCDUCT! ON

1. Dr. Robert D. Wllner is a licensed Florida nedical doctor. He
mai ntains a Florida nedical practice which includes wei ght managenent, and he
has authored a book on dieting. Publication of that book put himinto contact
with a pronoter of mail order products, including books and diet prograns, Frank
Sarcone. Dr. WIIlner conducted studies at his nedical office for M. Sarcone
after advertising for volunteers in the Mam Herald to evaluate the
ef fecti veness of certain substances in enhancing weight |oss. He also was
retained as a consultant and obtained the contractual right to review
advertising materials which M. Sarcone distributed over Dr. Wllner's signature
promoting Sarcone's diet prograns, or under the inprimtur of a board of nedica
advisors Dr. WIlner had assenbled at M. Sarcone's request to review mail -order
diet programs. Sarcone paid Dr. Wllner for his work on behal f of Sarcone and
his conpanies. Sarcone pronoted Dr. Wllner's clinical studies with advertising
materials which formthe basis of these disciplinary proceedi ngs agai nst Dr.
W1l ner.

I. Spirulina and G ucomannan - what are they?

2. This proceeding involves the use of two substances, spirulina and
gl ucomannan, in conjunction with diet progranms sold through the mail

A. Spirulina

3. Spirulina is a blue-green algae which grows in saline or brackish water
and in lakes. It is a dietary fiber which has sone value as a food suppl enent
because the al gae has a protein content and a pol ysaccharide content. |Its
protein content makes it a useful source of protein. It is harvested and
consuned in sone underdevel oped parts of the world. It is not commonly consuned
inthe United States, although it is sold in health food stores. It can be
added to such foods as biscuits, cakes, noodles, breads, candies or pastas. By
itself, spirulina is an unappetizing powder. Due to its unpalatablity, it is
often sold in tablet or capsule formfor use as a protein suppl enent.

4. There was no scientific evidence extant, at the times pertinent to this
proceedi ng, of spirulina s useful ness in enhancing weight loss in a diet
regimen. In 1979 the U S. Food and Drug Adm ni stration Advi sory Panel on Over-
t he- Counter Drugs reviewed spirulina and found no scientific evidence to
denonstrate that it was safe and effective for use as an appetite suppressant.
FDA Rel ease, attached to WI Il ner deposition of 8/24/87 as Ex. 8.

5. Dr. Wllner did conduct a study of spirulina' s effectiveness in
enhanci ng wei ght | oss which is discussed below. Since that tinme, one study of
the use of spirulina in dieting was published in 1986, in a journal so obscure
that the parties could only locate a 12-line abstract of it. The abstract is
too brief to assess the study's nethodol ogy or to determ ne whether its
conclusion that spirulina can cause a small but statistically significant
increase in a dieter's weight loss is valid. |Its publication after the
representati ons made about spirulina in advertisenents for its use in M.
Sarcone's diet prograns nmake the article irrelevant to the i ssue of whether the
advertising which is the subject of this proceeding was m sl eadi ng or fal se when
distributed. The article was not the basis for any claimmde by M. Sarcone
for his diet prograns.



B. d uconannan

6. ducomannan is the name given to | ong-chain, non-digestible
pol ysacchari des made up of the sinple sugars glucose and nannose. It is a
dietary fiber. Wen ingested, it swells to absorb water within the stomach and
intestines and forns a gelatin-like nass. That mass al so takes up ot her
nutrients in the stomach. The gl ucomannan bol us, including the nutrients bound
toit, is not absorbed through the intestinal wall. The bolus noves slowy
t hrough the stomach and intestines, generating a feeling of fullness. It has
the dual effects of inpairing nutrient absorption and increasing the tine the
user experiences a feeling of fullness. d ucomannan occurs naturally as a
component of baker's yeast, making up part of the yeast cell wall. It can also
be derived fromthe konjac root, a plant which grows in the Orient, especially
Japan.

7. Due to its bul king properties, glucomannan has been used in diet
progranms to pronote stool, for sone diets result in constipation or diarrhea.
@ ucomannan can al so inhibit the reabsorption of serumchol esterol which is
secreted into the intestines as a conponent of bile fromthe liver. This
chol esterol woul d ot herwi se be reabsorbed by the body. Cholesterol is a fat in
the blood, and to the extent that chol esterol reabsorption is inhibited,
gl ucomannan can be said to inhibit the body's ingestion of fat. This does not
mean, however, that gl ucomannan burns or otherw se reduces those fats stored in
the body as fatty tissue.

8. No valid scientific studies denonstrate that the use of glucomannan in
a diet enhances weight | oss. One study of glucomannan was done at the Harvard
Medi cal school. A principal investigator for that study was George Bl ackburn,
MD., who testified as an expert witness for the Departnment in this case by
deposition. The Harvard study found no statistical difference in weight |oss
anong 83 healthy adult wonen who were given glucomannan or a different dietary
fi ber over nine weeks, in conjunction with a daily 1,250 calorie, |ow fat,
conpl ex carbohydrate diet.

9. 1n 1982 the U S. Food and Drug Adm nistration Advisory Revi ew Panel on
Over-the-Counter M scell aneous Internal Drug Products published a report
presenting reconmendati ons about weight control drug products for over-the-
counter human use. 47 Fed. Reg. 8466 (February 26, 1982). The Advisory Review
Panel anal yzed the useful ness of anorectic drugs, i.e., drugs used to suppress
appetite and thus reduce or control weight by reducing calorie intake bel ow
energy output. 47 Fed. Reg. 8466, at 8472. Dr. Hegenhaur, an expert wi tness for
Dr. Wllner, referred to the report in his testinony. The Advisory Revi ew Pane
Report found benzocaine to be generally recognized as safe and effective, and
not m sbranded, when consuned for weight control at a dosage of 3 to 5
mlligrams in gum |ozenges or candy just prior to eating. Id. at 8474. (ne
ot her drug, phenyl propanol am ne hydrochl ori de, was simlarly approved. Id. at
8475.

10. On the other hand, the FDA Advi sory Review Panel was unable to
det erm ne whether a nunber of other substances discussed in the report were both
safe and effective weight control drugs. Anobng these was xanthan gum descri bed
as a "hydrophilic colloidal polysaccharide gum containi ng d-gul cose, d-mannose
and d-glucuronic acid as either a potassiumor sodiumsalt." 47 Fed. Reg. at
8479. This substance neets Dr. Heghehaur's definition of glucomannon. The
Advi sory Panel judged xanthan gum safe, at a dosage of 1.1 grans taken before
each meal with 8 oz. of water, but found "the value of bulk producers in
reduci ng wei ght by controlling appetite have not been established.” 1d. The



panel reconmended additional testing of xanthan gum and ot her substances
according to a very specific protocol set out in the report "to determ ne

whet her or not it is effective for weight control."” Id. A total sanple of at

| east 100 subjects was prescribed. 47 Fed. Reg. at 8481. Certain limted

| abel ing clains for xanthan gum were approved by the panel. 47 Fed. Reg. 8476,
8479.

Il. Dramatis Personae
A Dr. Wllner and Hs Witings

11. Robert D. Wllner, MD., has been |licensed as a nedical doctor in the
State of Florida since 1959, holding |icense nunber MEOQ008519. He is Board-
certified in famly nedicine and practices in Mam, Florida. Hs practice is
i ncl udes pai n managenent, wei ght managenent, and nutrition. Thirty percent of
his practice is devoted to fam |y nedicine, an area in which he is Board-
certified.

12. Dr. WIllIner has never before had a substantiated conplaint filed
agai nst hi mand has never been found guilty of mal practice.

13. Dr. Wllner's work in weight managenment |led himto author a book on
dieting in 1977, The Pleasure Principle Diet. Dr. WIlIner took a dimview of
fad diets in that book. For exanple, in chapter two 1/ of his book, Dr. WII ner
wr ot e:

Americans are an incredi ble people.

They have incredible ideas, incredible
energi es, incredible wealth and power,
and, oh yes, an incredible need to
believe in mracles because of their

i ncredi bl e achi evenents. This, of
course, makes themincredibly gullible.
Char | at ans and quacks have been

around for a long tine. Quacks of al
sorts have clainmed to cure people by
radi o waves, electrical waves, nmagnetic
waves, thought waves, and an assortnent
of unheard-of waves that were unheard of
and never heard of again. Al kinds of
gadgets have been sold, |eased, and
franchi sed; boxes to sit on, boxes to
sit in, boxes to sit under, rings for
your fingers, bracelets for your wists,
and collars for your neck made out of
copper, brass, hair fromhorsetails, and
tails fromasses. Msterious,
undet ect abl e beans have been bounced on
peopl e, off people, in people, through
peopl e, and back at people. The mracle
merchants sold pills, tonics, nostruns,
brews, garnents, and you-nane-its to
mllions of people for mllions of
dollars. Sone of the great fakers even
had streets, boul evards, and buil di ngs
named after them

The perpetrators of these frauds



i nvariably use testinonials to support
their clainms. You will never find
careful ly docunented and controll ed
studies. Look through al nost any
magazi ne on the stands today and you
will see advertisenments for all sorts of
medi ci nes and gadgets for which
testinmonials are the only "proof."

There will always be sone people to give
a testinonial that Preparation "X' cured
them In alnost every instance, it is
an unsubstantiated illness cured by an
unsubstanti ated drug. Frequently,
unfortunate individuals who are
suffering fromtermnal illnesses are
subj ect to the nost unspeakabl e ki nds of
fraud. They are robbed of their funds,
their dignity, their hope, and a chance
for legitimate therapy. Actually, I
can't blane the public too nmuch for
junpi ng on every fad bandwagon t hat
comes along. A large anount of new
know edge is being discovered by the
scientific community at a rapid rate.
Most of this know edge is published only
in medical and scientific journals.

Much of it can only be understood by

hi ghl y-trai ned, specialized individuals.
It may take many years before the
significance of new di scoveries can be
fully conprehended and their role in our
every day lives determned. The public
becones confused and frustrated when new
information reaches the nmedia. Oten it
appears to be contradictory and at tines
may chal | enge wel | - est abli shed concepts.
Laws and saf eguards may be thoughtlessly
di scarded because public pressure and

i npati ence may force the premature

di scl osure and application of new
information before its inpact on our way
of lifeis fully and correctly

i nterpreted.

In the field of nutrition and

dieting, food faddists get the nost
publicity. They achieve their fane
through their ability to attract public
notice. The statenents made by nost
faddi sts are unfounded, designed to
startle, attract attention, and nmake big
profits. They start with a small truth,
whi ch they exaggerate into a big lie.
Their clains are basel ess and backed by
testinonials that are in turn backed by
coi nci dence, inmmgination, or fantasy.
Very few aspects of living have
attracted the nerchants of nmagic, nyths,



and mracles as nmuch as nutrition and
dieting. Wien a particular diet is the
"current rage," it arouses a serious

i nterest and ent husiasmon the part of
the fat or potentially fat popul ation.
Everybody wants to try it, everybody
wants their problemto disappear--pooff!
Wl ner, The Pleasure Principle D et
(Rewar d Books, 1985) at 65-68

14. The book contains an overview of what Dr. WII|ner characterized as
"fad diets," including high protein, high fat, |ow carbohydrate diets;
starvation diets; starvation and fasting diets; and protein-sparing, nodified
fast diets; he also reviews pills used in conjunction with diets, including
anphet am nes, thyroid hornones, nmetabolic stimulants, bulk preparations and
human chorioni c gonadotropin. Wth respect to bul k preparati ons he says:

Bul k preparations contain nethyl -
cel l ul ose and have not proven to be
effective in weight control to any
substantial degree. The Pleasure
Principle Diet, supra, at 79.

This is consistent with the findings of the FDA Advi sory Revi ew Panel on Over-
t he- Counter M scel | aneous Internal Drug Products Report on Wight Control Drug
Products, 47 Fed. Reg. 8466, 8478 (Feb. 26, 1982)

B. M. Frank Sarcone

15. Dr. WIllner net Frank Sarcone in 1981 through a nmutual acquai ntance.
Sarcone contacted Dr. Wllner to discuss distribution of his book by mail. M.
Sarcone's conpany, M I burn Books published Dr. WIIner's book, The Pl easure
Principle Diet, for approximately six nonths to a year. 2/

16. M. Sarcone is an entrepreneur who has had no formal education since
he dropped out of high school. After |eaving school, M. Sarcone worked for
Pl ymout h Publ i shi ng Conpany for two years and then began his own conpany, Robert
Col l'i er Book Corporation, which went bankrupt. He then started the Nancy Prior
Book Corporation which went bankrupt and then started the M I burn Book
Cor poration which has pled guilty to mail fraud. Although Dr. WIIner heard
t hat Sarcone had been the subject of crimnal charges, he did nothing to foll ow
up on it because "the matter had nothing to do with him"

17. Sarcone told Dr. Wllner he was interested in mail order sale of
products containing spirulina. Dr. Wllner was famliar with it from patients
who nentioned that they used it when dieting, and he had seen it in health food
and drug stores. Dr. Wllner did not knowif it was effective for dieting, and
agreed with M. Sarcone to conduct a study on spirulina.

[11. Dr. WIllIner's Doubl e-Blind Studies.

A Spirulina Study

18. An agreenment was nenorialized by a letter dated Novenmber 20, 1981, by
which Dr. WIllner was enployed by dinical Testing Center, one of M. Sarcone's

conpanies, as its Medical Director to test the appetite suppression qualities of
Nat ur al ean 1000, a spirulina product sold by Sarcone under the trade name



Natureslim Dr. WIllner was paid $500 per week during the nonth of Cctober,
1981 to conduct the study, plus expenses and $1, 000 per week begi nni ng Novenber
1, 1981 while the Natureslimprogramwas narketed. He agreed that his name and
photo could be used in marketing the product.

19. Dr. WIllIner conducted a double-blind study 3/ on spirulina using
Natureslimtablets. Dr. WIlner regarded spirulina as a food, not a drug, so he
sought no permission for his study fromthe U S. Food and Drug Administration or
fromthe Florida Departnment of Health and Rehabilitative Services. He titled
his report Spirulina as an Appetite Suppressant. The study was not submitted to
any scientific journals. Its design was so flawed by probl em such as the use of
too small a nunber of participants to support any valid statistical inferences,
that the study could not have been accepted for publication in any reputable
medi cal journal. The design does not begin to approach the rigor of the genera
regul ati ons published by the U S. Food and Drug Administration to determ ne
whet her there is substantial evidence to support clainms of effectiveness for new
drugs found at 21 C.F.R Section 130.12(a)(5), or of the study protocol |ater
descri bed by the FDA Advi sory Review Panel on Over-the-Counter Wi ght Control
Drug Products published at 47 Fed. Reg. 8466, 8480 (Feb. 26, 1982)

20. The subjects in the double-blind study Dr. WIIner performed on
spirulina were obtained through newspaper advertisenments in the Mam Herald to
come to Dr. Wllner's nedical office in Dade County. Twenty subjects responded
and participated in the studies. The subjects were few because Dr. Wllner's
efforts were limted by funding and tine considerations.

21. According to the report Dr. WIllner wote at the close of the
spirulina study, subjects "were to be treated as regular office patients."
Their histories were taken and physical exans were performed if Dr. WII ner
deenmed t hem necessary. No witten informed consent to participation in the
study was obtained fromthe subjects.

22. Al twenty participants received diets of approximately 1000 cal ori es
for four days a week and 500 calories for three days per week. They then were
divided into two groups. One group received spirulina, three tablets were to be
taken one-half hour before neals; the size of the tablets is undisclosed. The
ot her group received placebos. Neither Dr. WIIlner nor the subjects knew who
had received the spirulina. Participants filled out daily a questionnaire
containing a rating scale Dr. WllIner had constructed. It asked themif the
pills they received stopped their hunger (value +3), nodified their hunger
(value +2), took the edge off their hunger (value +1), or had no noticeable
effect (value -3). The subjects' answers to the questions for two weeks were
sumed, as was the weight |oss they achi eved, and the nunber of days they
reported they actually followed the diet. The group which received spirulina
lost a total of 66-1/2 pounds overall, while the placebo group only lost a tota
of 29-3/4 pounds. On the average, both groups of subjects said they foll owed
the diet for about the same nunber of days. Those given spirulina reported a
greater effect on their hunger than those who received the placebo. Dr. WIIner
t hen concl uded that spirulina appeared to have a significant effect on appetite
suppression if taken in the dose of three tablets one-half hour before neals.

23. The spirulina study is so weak in its nethodol ogy, due to the self-
selection of the participants, the failure to establish conparability between
the two groups of subjects, the failure to specify the dose of spirulina used,

t he usel essness of the non-continuous rating scale for summ ng the responses of
subj ects and the very small nunber of people involved, that it never could have
been published in any reputabl e nmedical journal



24. Dr. Wllner did not consider the participants in the spirulina double-
blind study to be his patients; he kept no office records for them He did not
bel i eve he had a doctor-patient relation with them He failed to obtain witten
i nfornmed consent fromthemto participate in the study. The report he wote
shows, however, they were to be treated as other office patients, had histories
taken and in some cases were given physical exam nations. They were seeing Dr.
Wl lner for treatnment for obesity, were put on a diet and followed by him A
doctor-patient rel ationship was established, requiring Dr. Wllner to maintain
records on those patients.

B. @ ucomannan Study

25. In approximately April, 1983, at the request of M. Sarcone, Dr.
W I ner conducted another study, this one on glucomannan as an appetite
suppressant. Apparently fad diets are short-lived, and M. Sarcone needed a new
diet to sell by mail. Again an advertisenent was placed in the Mam Herald in
March, 1983 requesting volunteers. Because Dr. WIIlner regarded gl ucomannan as
a food rather than a drug, no permission for the investigation was sought from
the U S. Food and Drug Administration or fromthe Florida Departnment of Health
and Rehabilitative Services. According to his study report "this kind of study
fell into the sane kind of category as would a study on the use of bananas in
checking diarrhea in children.” Twenty subjects participated in the experinent.
None were asked for, or gave, witten informed consent to participate in the
study. The participants were placed on a diet of 800 calories for three days a
week and 500 cal ories every fourth day. They received a booklet in which to
record whet her they had taken their pills and followed the diet, and in which to
make any subjective comments about their hunger. The ampunt of gl ucomannan
taken by those who received it (as opposed to the placebo) is not stated in the
study. These subjects used a different scale to evaluate their pills for
appetite suppression than Dr. WIllIner had used in his spirulina study. 1In this
study the scale used was: stopped hunger (value +3), nodified hunger (value +2),
took the edge off hunger (value +1), no noticeable effect (value 0). Although
no statistical analysis is reported in the study, it states that there was an
"obvious .... significant statistical difference between the effectiveness" of
t he gl ucomannan and the pl acebo because three of the pill "A" subjects [who
recei ved gl ucomannan] scored its effectiveness as 3, three scored its
effectiveness as 2, two scored its effectiveness as 1, and two scored it at O.

O the seven subjects conpleting the study on pill "B", one scored the
ef fectiveness of the pill as 3, and three of the remaining six rated it at O.
Dr. WIIlner concluded that glucomannan "does suppress the appetite." The snal

nunber of persons involved in the study, the weakness of the study design, and
the primtive nethod of reporting the statistical analysis of the results neans
that no such inference could validly be drawmn fromDr. WIllner's report.

26. As with the spirulina study, no witten consent was obtained by Dr.
Wl I ner for experinentation on the participants, and no office records were nade
for these patients because Dr. Wllner did not regard them as having a doctor-
patient relationship with him The doctor was wong in this, for the subjects
canme to himat his nmedical office for treatnent of their obesity, received a
di et and the supposed appetite suppressant or placebo fromhim and were
followed by him They had becone his patients and patient records should have
been kept.

27. One study on the use of glucomannon was published by David Wl sh and
others at 2 International Journal of Cbesity 289, in July, 1983. The study was
conmi ssioned by a chain of health food stores, the General Nutrition MIIs,



whi ch sells products containing glucomannan. It is not clear whether the
International Journal of (besity is a scientific publication which subjects
articles to peer review before they are accepted for publication. 1In this
study, twenty overwei ght fenmal es selected froma group which had responded to a
newspaper ad were placed into two groups conparable in weight and hei ght

di stribution. One group took 2 capsules containing 500 mlligrans of

gl ucomannan with 8 oz. of water 1 hour before neals; the other group was given
capsul es containing starch to be consuned under simlar instructions. Al
participants were told not to deviate fromtheir previous eating and exercise
patterns. According to the publication, after eight weeks the nmean wei ght | oss
fromthe glucomannan group was 5.5 pounds, while the group receiving the starch
gai ned 1.5 pounds.

28. Dr. Blackburn's harsh criticismof the Wal sh study's concl usi on that
"the results support the use of glucomannan food suppl ement for the purpose of
wei ght reduction” is well-founded. The nunber of subjects in the Wal sh study is
too small to permt a reader to draw any valid scientific conclusion fromit.
That it was conducted by a seller of glucomannan products, which provided the
gl ucomannan for free, also clouds the study's conclusions. The study design
does not neet the FDA protocol for studies of the effectiveness of anorectic
drugs published at 47 Fed. Reg. 8480 (Feb. 26, 1982). The Wal sh study proves
not hi ng about the effectiveness of glucomannan as an appetite suppressant in a
wei ght control program

I'V. Forever Thin Wight Loss dinic

A. The dinic

29. Frank Sarcone owns the Forever Thin Wight Loss dinic, Inc. 1In spite
of its nane, the entity owns no clinic, rather, it is a direct marketing
conpany. The corporate headquarters for the dinic are in Hawaii, but orders

for the diet programwere processed by a fulfillnment center in the State of

Uah. Dr. WIllner holds the title of "Program Medical Director” for the dinic,
but he has no ownership interest init. The dinic nmarketed a weight |oss
program known as the Forever Thin Wight Loss Diet consisting of a low calorie
di et and gl ucomannan. Dr. WIIlner provided Sarcone with a diet to be used as
part of the program It is a well known diet published by the American Hospita
Association. Dr. WIllner also agreed to answer tel ephone calls from custoners
seeki ng additional information about the program The dinic used Dr. Wllner's
office in North Mam Beach as one of its addresses. The gl ucomannan was
promoted in the programas an aid to suppress the appetite of dieters.

30. Forever Thin is the brand name M. Sarcone used for gl ucomannan

31. To market the Forever Thin Wight Loss diet program M. Sarcone
identified potential buyers through industry brokers who conpile lists of
i ndi vi dual s who show an interest in purchasing weight |oss products.

B. Marketing by Forever Thin Weight Loss dinic

32. The Forever Thin Wight Loss dinic distributed nationally a packet to
potential buyers of its products which contained: 1) a cover letter bearing Dr.
Wl lner's signature; 2) a business card bearing Dr. Wllner's nanme and giving
his address as 4357 Airport Plaza, Ogden, U ah 84403; 3) a preprinted brochure
for a product called "Forever Thin"; and 4) a brief questionnaire.



33. Aletter bearing Dr. Wllner's signature as Program Medi cal Director
and a nedi cal doctor represents that:

(a) ducomannan is a safe, natural diet product that contains absolutely no
drugs, chem cals, or absorbable cal ori es what soever;

(b) 4ducomannan is made froma special plant that is grown only in a renote
regi on of southern China;

(c) For thousands of year it has been safely eaten by the Chi nese people
and may prove to be the reason why the Chinese people are generally a thin race
whi | e enjoying one of the nost widely diversified nenus in the world;

(d) Only recently have unique powers of the special plant been reveal ed by
sci ence;

(e) Arecent scientifically controlled doubl e-blind study conducted in the
United States proved the safety and effectiveness of this natural food
substances clinically beyond a shadow of a doubt;

(f) The group studied was not put on any kind of low calorie restricted
diet, yet the group given glucomannan |ost five tinmes the anount of weight as
the group given the placebo on a pound for pound basis;

(g) The company is conducting a nation-wi de test, which Dr. Wllner is
personal |y supervising, to determ ne the effectiveness of Forever Thin
[ gl ucomannan] when used at home w t hout mnedi cal supervision

(h) If the person does not wish to participate in the test, he should
return the encl osed envel ope unopened so that sonmeone el se could be included in
the test; and

(i) The test Dr. WIllner is conducting is a restricted test. The
inplication was that the test was a nedical test.

34. A nost everything in the letter is untrue. Dr. WIIner has never had
an office in Uah. The letter was not sent to a specially selected group of
peopl e, but to people whose nanmes appeared on |ists Sarcone purchased from
brokers. @d uconmannan is not derived froma plant grown only in southern China
It has nothing to do with thinness or girth of the Chinese people. d uconannan
has no uni que powers which were revealed in any scientifically controlled
doubl e-blind study. Neither the Wal sh study or any other study proved the
safety and effectiveness of glucomannan as a diet aid beyond a shadow of a
doubt. The Wal sh study provides no scientific basis for the assertion that
i ngesting glucomannan permts weight | oss without calorie restriction. There
was no test which Dr. WIlner, or anyone else, was conducting; the reference to
a test was part of a schene to generate interest in the product.

35. M. Sarcone wote the letter, but Dr. Wllner did reviewit before it
was distributed. Dr. WIIlner gave Sarcone permssion to use Wllner's signature
in advertising materials. Dr. WIllner agreed that a person reading the letter
woul d assune that Dr. WIllner had witten it. According to Dr. WIIlner, the
substance of the letter is fine. (Tr. 817).

36. The reference in the letter to a double-blind study of the safety and
ef fecti veness of glucomannan treats glucomannan as if it were a drug.



37. The preprinted brochure contained in the envel ope under cover of Dr.
Wllner's letter (see paragraph 32 above) contained the follow ng
m srepresentations:

a) Forever Thin is an effective new way to

| ose wei ght quickly;

b) Wien Forever Thin enters the digestive tract it
first absorbs water and expands into a high
viscosity jelly. This increases bul k, and

gives a safe and natural feeling of fullness

which controls the desire to overeat;

c) When Forever Thin enters the small intestines it
retards gl ucose absorption and bl ocks

chol esterol absorption, prevents a sudden

i ncrease in blood glucose levels, reduces and
absorbs the production of harnful substances,
shortens the time harnful matter is in

contact with the intestinal nenbrane and

prevents consti pation;

d) If the consunmer would "hel p" the Forever Thin Wi ght
Loss dinic with their testing, the clinic

woul d give the consumer a "free" 10-day

supply of Forever Thin, or pay thee consuner

$5. 00;

e) Forever Thin "has proven itself extrenely safe and
obviously effective", and has no side

effects; and

f) Forever Thin sinply does its work and then | eaves
the system forever.

This preprinted brochure makes clains for glucomannan that are drug cl ai s,
including that it affects the digestive functions of the body when it allegedly
retards glucose absorption, retards chol esterol absorption and reduces bl ood
glucose levels, that it is safe and effective and that it has no side effects.
@ ucomannan has never been approved by the U S. Food and Drug Admi nistration as
a drug which is safe and effective for the treatnment of obesity or for any other
medi cal purpose.

V. The Utimte Solution Di et program

38. The Utimte Solution Diet programis a weight |oss program nmarketed

by Amerdream Corporation, which also is owed by M. Sarcone. |Its corporate
headquarters are also in Hawaii, but it received its mail in Nevada and at Dr.
Wllner's nedical office in North Mam Beach. |Inquires about its prograns were

directed to Dr. Wllner's office in Florida. The Utinmate Solution Diet is a
wei ght |1 oss plan sold through the mail

A. The Program and Its Conponents

39. The diet plan is based in part upon the restriction of caloric
consunption. Purchasers of this programdivide the week into "diet days" and
"normal eating days." On diet days, the dieters consune servings of food
products marketed with the program such as chi cken soup, onion soup, beef soup
chocol ate fiber shakes, vanilla fiber shakes, banana fi ber shakes, chocol ate
puddi ng, banana puddi ng, vanilla puddi ng, dessert diet wafers, Super Energy Pl us
Diet Pills, containing spirulina and mnerals, Eat-Less Diet Lozenges containi ng
benzocai ne, and gl ucomannan tabl ets narketed under the nane of "Night Trim"



Di eters consune only about 350 cal ories on diet days by using the diet products
provi ded. For exanple, on diet days a participant may consune a serving of
puddi ng for breakfast, one shake made with skimmlk for lunch, a serving of
soup and specified vegetables for dinner, and the programis dietary suppl enents.
The program (including the supplements) was said to provide 100% of al
nutrients for which United States recommended daily all owances have been
established. On normal eating days, the dieters eat a 1200 calorie diet plan
and are instructed to take the programi s supplenents, to eat sparingly, and to
follow the diet recommendations in Dr. Wllner's The Pl easure Principle D et
Book. They are al so encouraged to increase their exercise. Wen they purchase
the weight |oss program dieters receive an instructional cassette tape, a
nutrition manual, charts and witten instructions.

40. The Super Energy Plus Diet Pills contain 500 ng. of spirulina, as well
as other vitamns. The Night-Trimtablets contain 500 ng. of glucomannan.

B. Pronotion of the Program

41. As the director of research for Amerdream Dr. WIIlner was responsible
to assist in the design of the diet program provide nutritional advice to the
conpany, and respond to tel ephone inquiries fromcustoners. The Utinmate
Solution Diet programwas advertised nationwi de, in newspapers and nagazi nes, as
wel | as through direct mail solicitations.

42. M. Sarcone wanted to have Dr. WIlIlner and other doctors involved in
the marketing of the Utimte Solution Diet Program because his conpetitors had
i ncorporated testinonial statenments in their advertising of doctors purportedly
gi ven by boards of doctors. M. Sarcone needed the prestige of a simlar group
i ncludi ng nedical doctors in its nenbership to endorse his mail order diet
programto remain conpetitive. Dr. WIlIlner signed a contract to becone a nmenber
of what becanme known as the Board of Medical Advisors for Armerdream Dr.

W I ner received one percent of the remttances fromthe mail order sales of the
diet plan for the use of his name and his service as the director of research.

1. The Board of Medical Advisors

43. Dr. Wllner's contract with Anerdream Corporation stated that he woul d
be listed as a nenber of the corporation's Board of Mdical Advisors so |long as
he had reviewed the sales literature and had no objections to it. Dr. WIIner
saw the letter distributed under the name of the Board of Medical Advisors, saw
no problemwth it, and signed the contract allow ng his nane to be used.

44. The Board of Medical Advisors apparently did little or nothing with
respect to the diet programother than Iending their names to it for advertising
purposes. One of the nmenbers listed is a Mauricio Rubio, MD., identified as a
physician in general nmedicine. The only Dr. Rubio licensed in the state of
Florida testified that he had nothing to do with Arerdreamor the Utimte
Solution Diet Plan and never heard of it before being contacted by the
Depart ment of Professional Regulation. He had never entered into any contract
with Frank Sarcone. The Dr. Rubio involved may be a doctor in Colunbia. Wat
that doctor did for the Amerdream Corporation is unclear. Dr. Gehl was al so on
Anerdreanmi Board of Medical Advisors and is identified as the Assistant Research
Director. By the tine of the hearing, the Board of Mdical Advisors's letter
still was being distributed, but Dr. Gehl had been dead for over two years. The
post hurmous di stribution of the letter is consistent with the casual attitude to
the truth reflected in the program s advertisenents.



45.  Anot her nenber of the Board was a Dr. Ronald Drucker, a doctor of
chiropractic, who was to evaluate the diet for nutrition. After he was
guestioned by investigators of the Departnent of Professional Regul ation about
statenents contained in the Board of Medical Advisors' letter, Dr. Drucker
contacted Dr. Wllner. Dr. Wllner then wote a letter to Dr. Drucker
acknow edgi ng that all Drucker had done was to review the diet to determ ne that
the diet reginmen, and the products sold as part of the program were safe and
whol esone, that Dr. Drucker had nothing to do with the content of the
advertising material for the diet programand played no role in its formulation.

2. Advertisenment of the Program

46. To generate interest in the Utimte Solution D et Program ads were
purchased i n newspaper throughout the United States, including south Florida.
The advertisenent prom sed to pay a $1, 000 government bond to persons who woul d
try a diet program"that cannot fail,"” that participants could | ose wei ght
"wi thout ever counting a single calorie” and that the diet programwas "the nost
natural, effective, new and safe way to | ose weight and inches that has ever
been announced.” The ad did not nention that to qualify for the bond, it was
necessary to purchase a 60-day supply of the Utimte Solution D et Program for
$229.95. The bond purchasers woul d recei ve would not nature for twenty years.
After responding to the ad, persons would receive an envel ope whi ch woul d
i nclude a business card fromthe Board of Medical Advisors, a color brochure, a
test application form a return envelope, and a letter on stationary of the
Board of Medi cal Advisors which was signed by the five nenbers of the Board,
including Dr. Wllner. M. Sarcone had drafted this letter also. The letter
made the follow ng representations:

(a) The letter was sent to a specially selected group of people to
participate in a nost unusual test;

(b) if the addressee participated in the test, the conpany woul d pay a
$1,000 U. S. CGovernnent Treasury Bond for the person's efforts;

(c) the bond would be free;

(d) as doctors, Board nenbers recognized that the major threat to health is
bei ng overwei ght;

(e) the Board chose the recipient to participate in the test because the
person had tried at |east one popular diet plan in the past;

(f) enclosed was a seal ed brown envel ope containing a test application as
wel | as information based on a clinical study;

(g) the Board nenbers "fully endorsed" the program"for its safety and
effecti veness";

(h) the diet allows one to | ose weight "without dieting at all in the
conventional sense, such as every day followi ng a boring reginented diet plan."

47. These representations are fal se, because those sent the information
were not selected in a special manner, but received the advertisenent because
their name was contained on a list of people who had tried diet prograns
prepared by brokers; the offer of the $1,000 bond was deceptive in that it did
not explain that the bond had a very | ow value unless it was held for twenty
years or that recipients had to purchase al nost $230 worth of products to



qualify for the "free" bond. The information contained in the seal ed brown
envel ope was not based on any valid clinical study, but was nerely adverti senent
mat eri al masquerading as scientific material. The nmenbers of the board of the
medi cal advi sor had no valid basis for endorsing the diet and the associ at ed
pills for their safety and effectiveness in weight |oss, and the diet did
require dieting in a conventional sense.

48. The col or brochure asserted that

(a) the Utimate Solution Diet Programwas the nost natural, effective, new
and safe way to | ose weight that has ever been announced;

(b) participants in the test have reported a greater ampunt of energy after
taking the Super Energy Plus Diet pills (spirulina and mnerals), which nmakes
di eting easier;

(c) After the first week, sone individuals will |ose up to 35 pounds;

(d) The all natural Night SlimD et Tablet (glucomannan) wll safely
stinmul ate natural hornone production in the body at night so that "your body
actually burns up fat while "you sl eep”;

(e) Testing so far has produced incredible results so that it is possible
for a very overwei ght person to lose 1 1/2 pounds of fat and fluid daily in the
first seven days of the diet and in sone cases dieters |lost five pounds of fat
and fluid in the first 72 hours;

(f) The Eat Less Di et Chewabl es, (benzocaine) when conbined with dessert
diet wafers, "safely and effectively suppresses your appetite.” There is a
color picture in the brochure of Dr. Wllner, MD., identifying himas Director
of Research for the diet program

49. This information was fal se because the U timte Solution Diet Program
is not the nost natural, effective, new and safe way to | ose wei ght ever
announced. There is no reason to believe that spirulina and mnerals in the
Super Energy Diet Pills would give dieters greater energy. The inplication that
all dieters will lose thirty five pounds on the diet is generally m sl eadi ng.
There is no reason to believe that gluconmannan contained in the Night SlimD et
Tabl ets woul d stinul ate hornone production or permt one taking the pills to
burn fat while they sleep. There has been no testing of the product which
produced incredible results showing that use of the pills would result in a |Ioss
of one and one-half pounds per day during the first week of the diet or five
pounds of fat and fluid within seventy two hours. The use of benzocaine in the
Eat Less Diet Chewabl es could safely and effectively suppress the appetite based
upon t he conclusion of the Food and Drug Adm ni stration Advi sory Revi ew Panel on
Over-the-Counter M scellaneous Internal Drug Products published at 47 Fed. Reg.
8474 (Feb. 26, 1982).

50. Also included was a letter on the |etterhead of Anerdream which, in
general , repeated the fal se representations contained in the Board of Mdica
Advisor's letter and the color brochure. It also included other
m srepresentations, such as (a) there was a nationwi de test to determ ne the
ef fectiveness of the Utimte Solution Diet Programand that once the data was
collected that it would be nade avail abl e through distributors nation-w de, (b)
tests conducted prior to the tinme of the letter had been linmted to closely



nmoni tored groups, (c) if the person receiving the letter would help with the
testing he would receive a $1,000 U. S. Governnent bond with "no gi mm cks and no
strings" and (d) The U timate Solution Diet Program had absolutely no side
effects, which is a drug-type claim

51. Despite the presence of a test card and extensive test survey booklets
in the material sent to potential purchasers, no test was actually being
conducted. In fact, the test number on all of the mailings was identical. This
was deceptive and m sl eading to those who received the material, who would
reasonably concl ude that by purchasing the product and returning the test
bookl ets, they were participating in a scientific test.

52.  Just how nuch noney Dr. WIllner received for his association with M.
Sarcone is uncl ear because Dr. Wl Il ner had no records to indicate how nuch he
had received. He estimated he had received about $60, 000 over six years from
M. Sarcone. M. Sarcone was evasive about how rmuch Dr. WIIner had been paid
and refused to produce records about those paynents.

CONCLUSI ONS OF LAW

53. The Division of Adm nistrative Hearings has jurisdiction over this
matter. Sections 120.57(1) and 120.60, Florida Statutes (1987).

54. Several of the charges made against Dr. WII|ner depend on the
determ nati on of whether the spirulina and gl ucomannan used in the double-blind
studi es and diet prograns are drugs, which are highly regul ated, or nerely food,
in which case Dr. WIlIner would have no obligation to conply with state and
federal statutes and rules regulating the testing and marketing of drugs. This
is a question of statutory construction involving |abyrinthine statutes and
rul es that have their genesis in federal |egislation

I. The Regulation of Drugs by the State of Florida

55. Chapter 499, Florida Statutes, the Florida Food Act and Chapter 500,
Florida Statutes, the Florida Drug and Cosnetic Act, are relevant to the
deci si on here.

56. The Florida Food Act defines food at Section 500.03(1)(g) in the
foll ow ng way:

(g) "Food" neans:

1. Articles used for food or drink for
man or other animals;

2.  Chewi ng gum and

3. Articles used for conponents of any
such article. Section 500.03(1)(9),

Fl orida Statutes.

The Florida Drug and Cosnetic Act defines "drug" as follows:

(8) "Drug" neans an agent or product:
(a) Recognized in the official United
St at es Phar macopoei a, officia
Honeopat heti ¢ Phar macopoei a of the
United States, or official National
Formul ary, or any suppl enment thereto;
(b) Intended for use in the diagnosis,



cure, mtigation, treatnent, therapy, or
preventi on of disease in man or other
ani mal s;

(c) Intended to affect the structure or
any function of the body of nman or ot her
ani mal s; or

(d) Intended for use as a component of
any article specified in paragraph (a),
par agraph (b), or paragraph (c), but
does not include devices or their
conponents, parts, or accessories.
Section 499.003(8), Florida Statutes
(1985).

57. The term "new drug" neans:

Any drug the conposition of which is
such that such drug is not generally
recogni zed, anong experts qualified by
scientific training and experience to
eval uate the safety and effectiveness of
drugs, as safe and effective for use
under the conditions prescribed,
recomended, or suggested in the

| abel i ng thereof; Section

499.003(17)(a) Florida Statutes (1985).

58. Substantive Florida | aw provides that if a food is nmisbranded it may
be detai ned or destroyed. Sections 500.11(1)(a), 500.172, Florida Statutes
(1985). Simlarly, any drug which is msbranded may be sei zed and condemed.
Section 499.062, Florida Statutes (1985). A drug is msbranded if its label is
false or msleading in any particular, has inadequate directions for use, or
i nadequat e war ni ngs about unsafe dosages. Section 499.007, Florida Statutes
(1985).

59. No new drug can be sold, distributed, or given away in Florida unless
a new drug application has been filed with the Secretary of the U S. Departnment
of Health and Human Services for the drug under section 505 of the Food, Drug
and Cosnetic Act, [21 U S.C. Section 355], Section 499.023, Florida Statutes
(1985). The Florida Drug and Cosnetic Act is to be interpreted so far as
practicable in conformty with the federal Food, Drug and Cosnetic Act, and in
conformty with the Federal Trade Commi ssion Act with respect to fal se
adverti senent of drugs, devices and cosnetics. Section 499.002(2), Florida
Statutes (1985). The Florida Food Act is also to be adm nistered as far as
practicable in conformty with the federal Food, Drug and Cosnetic Act and the
Federal Trade Commi ssion Act to prohibit the fal se advertisenment of food.
Section 500.02(2) Florida Statutes (1985). It is therefore necessary to exam ne
carefully the federal scheme for the regulation of drugs and food.

I1. The Regul ation of Drugs By the Federal Governnent
A. The Statutory Definition of a Drug
60. The federal Food, Drug and Cosnetic Act of 1938 provides different
| evel s of regul ation dependi ng on whether a product is classified as a food, a

drug or a cosnetic. Foods are exenpt from pre-marketing review, while drugs
must undergo a | engthy and expensive pre-marketing testing and revi ew process.



United States v. An Article of Drug ... Bacto-Unidisk, 394 U S. 784, 785, 89
S.Ct. 1410, 1411, 22 L.Ed.2d. 726 (1969). These distinctions can be highly
significant to a manufacturer marketing a new product. The U S. Supreme Court
has recogni zed that Congress intended the definition of drug to be very broad,
broader than a nedical definition of the termwould otherw se reach. Bacto-
Uni di sk, supra 394 U.S. at 798, 89 S.Ct. at 14.

61. The distinctions between a food and drug under the federal Food, Drug
and Cosnetic Act can be elusive, but Congress intended that a product may be
both a food and a drug.

62. The terms "food" and "drug" were defined in Section 201 of the federa
Food, Drug and Cosnetic Act of 1938 as foll ows:

The term "food" neans (1) articles

used for food or drink for man or other
animals, (2) chewing gum and (3)

articles used for conponents of any such
article. [Codified as 21 U S.C. Section
321(f),)

The term "drug" neans (A) articles
recognized in the Oficial United States
Phar macopoei a, O ficial Honobeopathic

Phar macopoei a of the United States, or

O ficial National Formulary, or any

suppl enent to any of them and (B)
articles intended for use in the

di agnosi s, cure, mtigation, treatnment, or
preventi on of disease in man or other
animals; and (C) articles (other than
food) intended to affect the structure or
any function of the body of man or ot her
animals; and (D) articles intended for use
as a conponent of any article specified in
clauses (A), (B), or (C; but does not

i ncl ude devices or their conponents,
parts, or accessories . [Codified as 21
U S.C Section 321(1)(9)]

63. A food is msbranded if its label "is false or msleading in any
particular,” 21 U S.C. Section 343(a)(1), and may be seized, 21 U S.C. Section
334(a)(1l). A drug is msbranded if its labeling is false or msleading in any
particular, 21 U S.C. Section 352(a), and is subject to seizure, 21 U S.C
Section 334.

64. The third conponent of the definition of drug found in Section 201 of
the 1938 Act [codified as 21 U S.C. Section 321(g)(1)(C, quoted above] expanded
the definition of "drug" over that found in the Pure Food and Drug Act of 1906.
Because obesity was not considered a di sease, weight-reduction products and
conmpounds had escaped regul ati on under the 1906 act. The expansi on of the
definition of "drug" is explained, in part, by remarks made during the 1933
Senat e Hearings on what becane the Food, Drug and Cosnetic Act of 1938:

The purpose of the drafters of this bil
in the fornmulation of that part of this
section, M. Chairnman, was to nake
possi bl e’ the regul ation of a great many



products that have been found on the

mar ket that cannot be alleged to be
treatnents for diseased conditions

I have in mnd such products as anti-fat
renedies. (Obesity nmay not be a disease.
There has been lately a tendency to

mar ket products on the claimthat they
wi || have slenderizing effects. Sone of
these products are definitely harnful
One of those which the Federal Trade
Conmi ssion undertook to control was
characterized by the Suprene Court as a
danger ous product. There can be no
guesti on about the necessity of the
protection of public health by the

ext ensi on of the provisions of this Act
to cover those articles. (Food Drug,
and Cosnetics Hearings before a
subconmittee of the Senate Conmittee on
Commerce on Senate Bill 1944, 73d Cong.
2d Sess. 16 (1933), reported in A
Legi sl ative Hi story of the Federal Food,
Drug and Cosnetic Act and its Anendnents
(F.D.A 1979) Vol. 1, 107-08

[ hereinafter Legislative History].

A simlar explanation also was given during House hearings on the bill. "The
primary purpose of that particular definition ... is to reach the use of fat
reducers, particularly since obesity may not be a di sease.” Food, Drug, and
Cosnetics Hearings on HR 6906, H R 8805 HR 8941 and S.5. before a
subcomittee of the House Committee on Interstate and Foreign Commrerce, 74th
Cong., 1st Sess. 55 (1935), Legislative History, Vol. IV at 370. Another
reference to the Congressional purpose in expanding the definition of "drug" to
i ncl ude obesity products was made in the 1934 Senate report, which states:

Such expansion of the definition of the
term"drug" is essential if the consuner
is to be protected against a

multiplicity of devices and such
preparations as "slenderizers", many of
which are worthl ess at best and sone of
whi ch are distinctly dangerous to
health,. [S. Rep. No. 493, 73d Cong., 2d
Sess. 2 (1934)]. Legislative History,

Vol. Il at 722.

See al so Federal Trade Conmi ssion v. Liggett and Neyers Tobacco Co., 108 F

Supp. 573 (S.D.N.Y.), aff'd., 203 F.2d 955 (2d Cr. 1952). Only slenderizers
were given as exanples of products which would fall within the expanded
definition of drugs during the congressional debates. Hutt, Governnent

Regul ation of Health Clains in Food Labeling and Advertising, 41 Food, Drug and
Cosnetic Law Journal 3, 22 (1986). Products which disrupt digestion affect the
body's functioning, while products which nake it thinner or |eaner affect the
body's structure, hence the definition of "drug" Congress enacted. Rodriguez,
Cosnetic or Drug? The M notaur's Labvrinth Revisited, 44 Food, Drug and Cosnetic
Law Journal 63, 70 (1989).



65. The 1938 Act initially had a provision stating that the definitions of
"food" and "drug" were not nmutually exclusive, but this provision was elim nated
on the grounds that it was superfluous. Nutrilab Inc. v. Schweiker, 713 F.2d
335, 336 (7th Gr. 1983); S. Rep. No. 493, 73d Cong., 2d Sess. 2 (1934),
Legislative History, Vol. Il at 722.

66. The Congressi onal debates al so show an understanding that the clains
made for a substance, and not its conmon use, determ ne whether a substance is a
food or drug under the 1938 Act:

The use to which the product is to be
put will determne the category into

which it will fall. If it is to be used
only as a food, it will come within the
definition of food and none ot her. | f

it contains nutritive ingredients but is
sold for drug use only, as clearly shown
by the | abeling and advertising, it will
come within the definition of drug, but
not that of food. |If it is sold to be
used both as a food and for the
prevention or treatnent of disease, it
woul d satisfy both definitions and be
subject to the substantive requirenent
for both. The manufacturer of the
article, through his representations in
connection with its sale, can determ ne
the use to which the article is to be
put. For exanple, the manufacturer of a
| axative which is a nedicated candy or
chewi ng gum can bring his product wthin
the definition of drug and escape that
of food by representing the article
fairly and unequi vocally as a drug
product. S. Rep. No. 493, 73d Cong., 2d
Sess. 2-3. (1934). Legislative History,
Vol. Il at 722-23.

67. The text of the federal Food, Drug and Cosnetic Act does not state
clearly why food was exenpted from subsection (C) of 21 U S.C. Section
321(g) (1), which sweeps into the definition of "drugs" all articles intended to
affect the structure or function of the body of man or other animals. According
to commentators "[p]resumably, this exclusion was designed to reflect the fact
that all food is intended to, and in fact does, affect the structure and
function of the body." Hutt, Governnmental Regulation of Cains in Food Labeling
and Advertising, 41 Food, Drug, and Cosnetic Law Journal 3, 24 (1986). A
simlar viewis expressed in Note, Food, Drug or Both?: Dual Cassification
under the Federal, Food, Drug and Cosmetic Act (1984) Univ. of IlIl. L.R 987
1002. Thus even if spirulina and gl ucomannan are foods, they may be regul at ed
as drugs if the distributor or manufacturer makes clains that their use wll
affect the structure or a function of the body.

68. Under section 505 of the Food, Drug and Cosnetic Act of 1938, as
anended, a new drug cannot be introduced into interstate commerce until a new
drug application is filed with the U S. Food and Drug Adm nistrati on and becones
effective, 21 U S.C. Section 355(a). The Food and Drug Admi nistration will not
permt a new drug application to become effective unless there is "substanti al



evi dence" that the drug is both safe and effective 4/ for its intended use. 21
U S.C Section 355 (d)(1),(5). The requirenents for denonstrating efficacy are
ri gorous, for Congress determ ned, after hearings, that "inpressions or beliefs
of physicians, no matter how fervently held, are treacherous."” Wi nberger v.
Hynson, Westcott and Dunning, Inc., 412 U. S 609, 619, 93 S. Ct. 2469, 2478, 37
L. BEd. 2d 207 (1973); Hearings on Senate Bill 1552 before the subconmitte on
Antitrust and Monopoly of the Senate Conmitte on the Judiciary, 87th Cong., 1st
Sess. pt. 1, at 195, 285, 411-12; Legislative Hstory, Vol. 17 at 759, Vol. 18
at 41, 166-67. Procedures for classifying over-the-counter drugs as generally
recogni zed as safe and effective and not m sbranded are found at 21 C F. R
Section 330.10. They were not followed here. No new drug application was filed
for the spirulina and gl ucomannan contained in the diet prograns at issue here
under the general investigational new drug provisions of 21 CF. R Part 312.
Consequently, they cannot be introduced into interstate comerce as drugs and
cannot be given away as drugs in Florida, Section 499.023, Florida Statutes.

B. Distributors dains and Their Effect in Federal Drug
Regul ati on

69. The Food and Drug Administration adopted the view early on that a food
for which drug clains are made in advertising becones a drug as well as a food.
For exanple, honey is undoubtedly a food, but if the seller intends the retai
purchaser to use it as a renmedy for ailnents, it has been held to fall into the
21 U.S.C. Subsection 321(g)(1)(B) definition of a drug. U.S. v. 250 Jars of
U S. Fancy Pure Honey, 218 F. Supp. 208 (E.D. Mch. 1963), aff'd., 344 F.2d 288
(6th Cir. 1965). According to that decision, the act is neant to ensnare those
who prey upon the weakness, gullibility and superstition of human nature." 218
F. Supp. at 212. Courts have enbraced the Food and Drug Admi nistration's view
that a product's | abeling can bring what woul d ot herwi se be a food within the
drug provisions of the Act. The addition of a flavoring to cigarettes, which
were then sold as aids to weight reduction when snoked before neals, was held to
make the cigarettes drugs which could not be sold unless an effective new drug
application was filed for themwith the U S. Food and Drug Admi nistration. U S
vs. 354 Bulk Cartons, 178 F. Supp. 847, 853 (D. N.J. 1959). Vitamins are usually
regarded as foods for special dietary use, but if therapeutic clains are made in
advertising for them they fall both within the definition of food under 21
U S.C. Section 321(f) and of drugs under 21 U S.C. Section 321(g)(1)(Q. U S
v. Vitasafe Formula M 226 F.Supp. 266, 278 (D. N.J. 1964), aff'd. in rel evant
part and rev'd. in part, 345 F.2d 864, 867 (3d. Cir. 1965)(finding vitam ns
m sbranded as food and drugs due to the seller's clainms for them.

70. Courts have fashioned a two-prong test for determ ning whether the
manuf acturer intends the purchaser to use a product for therapeutic purposes.
First, the court considers how the ignorant, unthinking or credul ous consurmner
m ght understand the claim it then asks whether the claim as so understood,
constitutes a representation that the product will affect the structure or a
function of the body. U S v. An Article Consisting of 216 Cartoned Bottles of
Sudden Change, 409 F. 2d 734, 740-42 (2d Cir. 1969); United States v. An Article
of Drug Consisting of 47 Shipping Cartons, 331 F.Supp. 912, 917 (D. Md. 1971).
Courts apply an objective test to determ ne whether therapeutic clainms are nmade
because of the difficulty inherent in determ ning a manufacturer's subjective
intent. National Nutritional Foods Ass'n. v. Mthews, 557 F.2d. 325, 334 (2d
Cr. 1977); National Nutritional Food Ass'n. v. Food and Drug Adm nistration
504 F.2d 761, 789 (2d Gr. 1974), cert. denied, 420 U. S. 946 (1975). Intent may
be inferred fromclains made in pronotional material, advertising, or fromany
rel evant source. 1d., 557 F.2d at 334.



71. The nost conplete analysis of the interplay between the definitions of
"food" and "drug" under the federal Food, Drug and Cosnetic Act was nmade in
litigation about the sale of starch bl ockers. These products were represented
to inhibit the body's digestion of starch and thus to enhance wei ght | oss
progranms. The Food and Drug Admi nistration determ ned that these products were
drugs, and declaratory judgnent actions were filed to contest this decision
The first case to consider the issue was Nutrilab, Inc. v. Schweiker, 547
F.Supp. 880 (N.D. Il11. 1982) aff'd. 713 F.2d 335 (7th Cr. 1983). The district
court rejected the manufacturer's argunents that starch bl ockers were food
because they were derived froma food product (kidney beans); the court held
that a product which occurs naturally or was derived froma food may still be a
drug. Moreover, that an item m ght be regarded as a food generally does not
prevent it frombeing regulated as a drug if used as a drug. The question is
one of the intent of the manufacturer, to be determned fromthe pronotiona

materials and | abeling of the product. |In that case, the manufacturer's
materials clainmed the product was "totally natural and safe" "absolutely safe
and exceptionally effective... no side effects"” and "tested; approved" 547

F. Supp. at 883. 5/ It also claimed that starch bl ockers aid in prevention of
certain degenerative di seases. Such clains usually are associated w th drugs,
not foods. The district court therefore found that the products were drugs.
The court also noted that as a product marketed to treat an overwei ght
condition, starch-blockers m ght have been "foods for special dietary use," but
found that they were not food because they were not nmarketed for taste, aromm
or nutritional value. The court of appeals affirmed. 713 F.2d at 339. It too
rejected the idea that the material could not be a drug because it was derived
froma food, noting that sone things that are drugs clearly are derived from
foods, such as caffeine and penicillin. The appellate court also rejected the
manuf acturer's argunment that Congress intended that foods for special dietary
uses (such as foods used for treating weight conditions) come solely within the
statutory definition of "food" in Section 321(f) of the Food, Drug and Cosnetics
Act and cannot be drugs. The Seventh Circuit found that Section 343(j) of the
Act, on foods for special dietary use, nerely requires that if a product is a
food and purports to be for special dietary uses, it nust also contain
additional information on its |label, lacking which it will be considered

m sbranded and subject to seizure. The court also observed that starch bl ockers
were sold in the formof tablets and pills which are not consuned primarily for
their taste, aroma, or nutrient-value but for their ability to block the

di gestion of food and aid in weight |oss. The starch blockers affect a
structure or function of the body by affecting digestion in people who take
them and thus were drugs under the Food, Drug and Cosnetic Act, 21 U S. C
Section 321(g)(1) (O

72. A second decision also found starch bl ockers were drugs, Anerican
Heal th Products Co. v. Hayes, 574 F.Supp. 1498 (S.D.N Y. 1983), aff'd., 744 F.2d
912 (2d Cir. 1984). In this case, the Food and Drug Admi nistration argued that
starch bl ockers were not conmon foods and therefore were not exenpted fromthe
third conponent of the definition of a drug found in 21 U S.C. Section
321(g)(1) (O, and that that portion of the definition of drug does not exenpt a
food sold with specific representations as to its physiological effects. This
district court agreed with the FDA's first contention but disagreed with the
second, thereby also disagreeing with the legal analysis of the Nutrilab courts.
The district court's decision was affirmed by the Second Circuit on the first
ground, but the Court of Appeals expressly declined to approve that portion of
the district court's opinion which found that a manufacturer's claimfor a
speci fic physiol ogic purpose would not bring a food within the sweep of the
third conponent of the drug definition



73. Wth respect to the spirulina and gl ucomannan whi ch are conponents in
the diets at issue, the representations nade by the distributor under Dr.
Wl I ner's signature make those substances drugs. Wen a diet programincl udes
drugs, representations in advertisenents for the programform part of the
| abeling for the drugs. M srepresentations in those advertisenents render the
drug m sl abel ed and subject to seizure or to an injunction against its
distribution. C. US v. Ubuteit, 335 U S. 355 69 S.C. 112 (1948)(leaflets
related to a nedical device formpart of the |abeling of the device, false
statenments in the leaflets render the device m sbranded and subject to seizure).
See also U S. v. Lanpar Co., 293 F. Supp. 147, 152-3 (N.D. Tex. 1968); U S. v.
CDC Capsul es, 204 F.Supp. 280 (E.D.N Y. 1962); U S. v. Sekov Reducer, 45 F.Supp
52 (S.D. Tex. 1942), aff'd., 139 F.2d 197 (5th Gr. 1943); but see U S. v.
Vitasafe Formula M 226 F. Supp. 266 (D.N.J. 1964), rev'd. in part, 345 F. 2d 864
(3d Gir. 1965) (undistributed literature is not |abeling). Representations in
the | abeling of the Forever Thin diet, that the "safety and effectiveness" of
Forever Thin was "clinically proven beyond a shadow of a doubt"” make cl ai ns
ordinarily associated with drugs, not foods. Simlar clainms were made about the
Utimate Solution Diet's conponents. These conponents are drugs under the Food,
Drug and Cosnetics Act.

74. Moreover, the representation to potential buyers that study subjects
who ingested Forever Thin's pills lost five tinmes the weight of those taking a
pl acebo, while no one was put on any kind of a low calorie diet, indicate that
t he substance, not dieting, has an effect upon the body and causes the wei ght
| oss. The representation that when the product enters the small intestines it
"retards glucose absorption and bl ocks chol esterol absorption, prevents a sudden
i ncrease in blood glucose | evels, reduces and absorbs the production of harnful
subst ances"” are drug clainms. The further claimthat it has no side affects
reinforces this conclusion

75. Wth respect to the "Utinmate Sol ution" diet program the
representati ons made that the programwas safe and effective, that users report
greater energy after taking the Super Energy Plus Diet pills, that the "N ght
Slim' diet tablets safely stinmulate natural hornone production in the body at
night, and that the "Night Slim diet tablets give people the ability to "burn
up fat like teenagers” are all drug clainms. Wile food may provi de energy,
pills do not, unless they are affecting a structure or function of the body.
The stimul ati on of hornone production by pills is uniquely a drug function, not
the ordinary result of ingesting food. Simlarly, pills that would give people
the ability to "burn fat |ike teenagers" are not pills which contain what woul d
ordinarily be thought of as food.

76. Spirulina and gl ucomannan are not generally recogni zed as safe and
ef fective for suppressing appetite and causing weight loss. They are therefore
new drugs under 21 U.S. C. Section 321(p)(2) and Section 499.023 Florida Statutes
(1985). See generally, US. v. Articles of Drug ... Prom se Toot hpaste, 826
F.2d 564 (7th G r. 1987)(conbi nati on of drugs which are individually recognized
as safe and effective became a new drug, and required a new drug application).

C. Participation in Distribution as the Basis for Liability

77. A person may be held liable under the Food, Drug and Cosnetic Act even
if he does not physically participate in the production, |abeling or other act
which violates the statute. It is enough if the person "stand[s] in a
responsi ble relationship to such activity." U S. v. Sene X El eenosynary, Corp
Inc., 479 F. Supp. 970, 977 (S.D. Fla. 1979). By conbining with M. Sarcone to
test the effectiveness of spirulina and gl ucomannan on patients at his office



and to advertise and offer these new drugs for sale while trading on his status
as a nedi cal doctor, w thout obtaining an effective new drug application from
the Food and Drug Administration, Dr. Wllner violated 21 U S.C. Section 355 and
Section 499.023, Florida Statutes. This is the predicate for finding Dr.
Willner guilty of violating Section 458.331(1)(h) Florida Statutes (1985) by
failing to performa statutory obligation placed upon a physician

[11. Experinmentation

78. Before the double-blind study which Dr. WIIner conducted, there was
no research on the effect of spirulina as an appetite suppressant. Dr. WII ner
says as nmuch in his Pleasure Principle D et book at page 208: "in view of the
fact that no one, to ny know edge, has ever tested spirulina..."” he therefore
preformed his double-blind study on it. By using spirulina not as a food, but
as a potential anorectic drug or appetite suppressant, Dr. WIIner engaged in
experimentation on the volunteers who canme to his office. The sanme is true with
respect to the volunteers in the glucomannan study. Under Section
458.331(1)(u), Florida Statues, a physician is subject to discipline for

Perform ng any procedure or prescribing
any therapy which, by the prevailing
standards of nedical practice in the
community, would constitute
experinentation on a human subj ect,

wi thout first obtaining full, infornmed,
and witten consent.

79. Dr. Wllner failed to obtain witten consent fromthe 40 study
vol unteers, and thus violated Section 458.331(1)(u), Florida Statutes. Dr.
Wl lner's objection that spirulina and gl ucomannan are used as foods, so that
their use does not constitute experinmentation, is too facile. It is undisputed
that spirulina and gl ucomannan can be food. Under prevailing standards of
medi cal practice, use of the substances as a course of treatnment which is being
eval uated in a double-blind study is nothing if not experinmentation. The whole
reason for the double-blind studies was to assess the effectiveness of those
subst ances in enhanci ng weight |oss. Drugs not generally recognized as safe and
effective can be tested after obtaining an effective investigational new drug
permt, but those using investigational new drugs on humans mnust informthe
subj ects that they are being given investigational drugs, and obtain the consent
of the subjects. 21 U.S. C Section 355(i). Dr. WIlIlner correctly points out
that the risk posed for the volunteers was slight. That is a different issue,
however, from whether the studies constituted human experinmentation. They did,
and full, informed, and witten consent was required. Note, Experinentation on
Human Bei ngs, 20 Stanford L.R 99, 100 & n.5 (1967) (doctors engagi ng i n cancer
research involving no risk of harmto patient, but which was undi scl osed,
di sciplined for fraud, deceit and unprofessional conduct). See also, Silva,
I nfornmed Consent in Human Experinentation, 16 Trial 37 (Dec. 1980); Wody, Lega
and Et hical Concepts Involved in Inforned Consent to Human Research, 18 Cal
West L. R 50 (1981).

80. The nature of the required consent is sonewhat problematic, however.
Spirulina and gl ucomannan have no risks associated with their use, whether as
food or as a potential anorectic drug. The FDA Advi sory Revi ew Panel on Over-

t he- Counter M scel | aneous Internal Drug Products has recogni zed that gl uconmannan
is safe (though not effective) when used as an anorectic drug to achi eve wei ght
| oss. 47 Fed. Reg. 8466, 8479 (Feb. 28, 1982). The greatest risk a subject



under goes, when gi ven one of those substances in conjunction with a diet, is
that the subject |oses no nore weight with the substance than w thout it.

V. Msrepresentation O ains

81. Anti-fat renedies |ong have been sources of regulatory litigation, for
sell ers have often nade extravagant representations on which "credul ous persons,
eager to reduce, were entitled to rely.” Reilly v. Pinkus, 338 U S. 269, 70
S.Ct. 110, 113 (1949). The Federal Trade Comm ssion historically has used its
authority to prohibit the sale of weight-reduction products by
m srepresentations. Federal Trade Comm ssion v. Raladam Co. 316 U.S. 149, 62
S.Ct. 966 (1942).

82. It was during the same session of Congress which enacted the federa
Food, Drug and Cosnetics Act that the jurisdiction of the Federal Trade
Conmi ssi on was expanded by the Weel er-Lea Arendnents of 1938, 52 Statutes-At-
Large 111 (1938). Under that |aw

Unfair nethods of conpetition in or affecting
comerce, and unfair or deceptive acts or
practices in or affecting conmerce, are hereby
declared unlawful. Codified as 15 U. S.C.
Section 45(a).

83. False or nisleading | abeling or advertising of food or drugs is an
unfair nethod of conpetition. Under the Federal Trade Conmi ssion Act, the
di stinction between whether a product is a food or drug is irrelevant. A
m srepresentation in | abeling or advertising is all that is required. Hobbs and
McCall, Health Clains -- Wat Food Marketers Shoul d Know about Current FTC, NAD,
State and Lanham Act Precedents, 43 Food Drug Cosnetic Law Journal 223, 225
(1988). To avoid duplication of agency efforts in regulating drugs, the federa
Food and Drug Administration and the Federal Trade Conmm ssion have entered into
a menor andum of under st andi ng whi ch provides that the Food and Drug
Admi ni stration has primary jurisdiction over |abeling matters, and the Federa
Trade Commi ssion has primary jurisdiction over advertising. Hobbs, Health
G ains -- What Food Marketers Should Know, supra at 223; Hutt, Governnent
Regul ati on of Health O ains and Food Labeling and Advertising, 41 Food, Drug and
Cosnetic Law Journal 3 (1986) at 26. To renedy the sanme evils Congress
recogni zed, the Florida Legislature has enacted provisions in the Florida Drug
and Cosnetic Act and in the Florida Food Act requiring that both acts be
adm nistered in conformty with the provisions of the federal Food, Drug and
Cosnetic Act and the Federal Trade Commi ssion Act. See Sections 499.002(2) and
500.02(2), Florida Statutes, respectively.

84. In Departnent of Legal Affairs v. Rogers, 329 So.2d 257 (Fla. 1976)
the Suprenme Court of Florida considered whether Florida's little FTC Act,
Sections 501.204 and 501. 205, Florida Statutes, (1975) were unconstitutionally
vague and indefinite when they adopted the broad | anguage of the Federal Trade
Conmmi ssion Act, which proscribed unfair nethods of conpetition and unfair or
deceptive acts and practices in the conduct of any trade or in commerce. The
Fl ori da enactnment specifically provided that "due consideration and great
wei ght" shall be given to interpretations of the Federal Trade Conm ssion and
the federal courts in interpreting the Federal Trade Commi ssion Act, 15 U S. C
Section 45. Section 501.204(2), Florida Statutes, (1975). The Florida Suprene
Court followed the anal ysis nmade by the Supreme Court of Washington in the State
of Washington v. Reader's Digest Association, Inc., 81 Wash.2d. 259, 501 P.2d 90
(1972) and found that the statutory | anguage was neither unfairly vague or



indefinite. Thirty years of federal inplenentation of the Federal Trade

Conmmi ssion Act had made the phrases "unfair nmethods of conpetition” and "unfair
or deceptive acts or practices" sufficiently definite to allow citizens to guide
their conduct. 329 So.2d at 265.

85. The Florida Suprene Court's decision in the Rogers case is significant
here. The report of the U S. Food and Drug Adm nistration Advi sory Revi ew Pane
on Over-the-Counter M scellaneous Internal Drug Products on weight control drug
products, published at 47 Fed. Reg. 8466, included a discussion of |abeling
cl ains which the panel found to be vague, m sleading, or unsupported by
scientific data, id. at 8476, and contrasted themw th | abeling clains that
woul d be appropriate in part 11, paragraph D and part 111, paragraphs A 2. and
B.2 of that report. Any physician (or for that matter, any advertiser), | ooking
for a safe harbor with respect to advertising clains for diet products or
progranms could tailor his advertising around those approved or di sapproved
statenments. Dr. WIlIlner's advertising clains exceeded those guidelines.

86. Federal decisional |aw on what constitutes m srepresentations in
advertising is also instructive. Advertising that a weight |oss programis
safe, effective and nedically approved when it uses a drug that has not been
approved by the Food and Drug Administration as safe and effective for wei ght
| oss is deceptive, false and unfair, and violates section 5 of the Federal Trade
Conmi ssion Act, 15 U.S.C. Section 45 (a). Sinmeon Managenment Corp. v. Federa
Trade Commi ssion, 579 F.2d 1137 (9th Gr. 1978). This is so even when the
advertisenents do not nention specifically that the weight |oss program uses
drugs. 1d., at 1141. Consuners believe the governnent regul ates drug use
closely, and representations of safety and effectiveness "reasonably | ead
consumers into the mstaken belief that clains of safety and effectiveness are
based" on governmental evaluations, not nerely on the seller's opinion. 1d. at
1145. This holding is highly persuasive authority in Florida.

87. The Court of Appeals of Mryland has consi dered whet her statenents
made in advertisements for nmail order diet prograns violated that state's
Consumer Protection Act, Section 13-301 of the Maryland Commercial Law Article
whi ch forbids deceptive practices in a nmanner simlar to the Federal Trade

Conmi ssion Act. Consuner Protection Division v. Consuner Publishing Co., Inc.
304 Md. 731, 501 A . 2d 48 (1986). The decision prohibited a seller from
advertising that (1) a diet plan consists primarily of taking a pill, when the
plan includes a lowcalorie diet; (2) use of the plan or pill will cause weight

reduction wi thout the exercise of will power; (3) the pills will prevent hunger
or excessive food consunption; (4) the pills are recent nedical discoveries or
have only recently been used in diet progranms; (5) the pills increase the body's
nmetabolic rate or otherwi se convert fat to energy; (6) use of the plan or pills
wi Il cause weight |oss for substantially all users; (7) users of the plan or
pill will |ose certain amounts of weight or inches of girth; (8) the pill or
pl an had been the subject of scientific, academ c or clinical testing which
proves their value in a weight |oss program 501 A 2d at 53. These materi al

m srepresentations are strikingly simlar to the representations previously
found to be false or msleading in this case. Dr. WIIlner has argued that the
representations in the advertisements prepared by M. Sarcone were only puffing,
and simlar to advertisenments distributed by conpeting sellers of diet products
or prograns. The sinmlarity to msrepresentations or deceptive statenents by

ot hers does not render the advertising harm ess. The nisleading and deceptive

i npressi ons conveyed by the pronotional material would influence a purchaser's
decision to buy; indeed, that is why the statenents were nmade. Such deceptive
statenments would subject Dr. Wllner to an enforcenent action under the Federa
Trade Comnmi ssion Act, Federal Trade Conmi ssion v. Col gate Pal nolive Co., 380



U S. 374, 386, 85 S. . 1035, 1043 (1965) and under the Food, Drug and Cosnetics
Act, U S. vs. Article consisting of 216 Cartoned Bottles of Sudden Change, 406
F.2d 734, 740 (2d. Cr. 1969). That the federal authorities had taken no action
against Dr. Wllner or M. Sarcone is irrelevant.

88. Dr. WIllner granted M. Sarcone the right to use Dr. Wllner's name in
advertising for Sarcone's diet prograns, and also ceded to himthe right to nmake
clains in Dr. Wllner's name. Having done so, Dr. Wllner is subject to
di scipline for any deceptive or untrue representati ons Sarcone nmade using Dr.
Wllner's name. There is no reason to treat the prohibition found in Section
458.331(1)(d) of the Florida Medical Practice Act against false, deceptive or
m sl eadi ng advertising as having a shorter reach than the prohibitions agai nst
m sl eadi ng advertising with respect to food or drug products found in Sections
499. 007(1) and 500.04(5), Florida Statutes, in the federal Food, Drug and
Cosnetics Act, or in the Federal Trade Conmi ssion Act.

89. The false statements in the advertising materials distributed by M.
Sarcone under Dr. WIllner's nane are set out in the findings of fact. They are
nunerous. They are not mnerely statenents which mght be nmi sunderstood by
i gnorant, unthinking or credul ous consuners, but are statements neant to m sl ead
reasonabl e consunmers. Dr. WIllner is subject to discipline for those
m srepresentations.

V. SUMVARY

90. Dr. Wllner is guilty of two violations of Section 458.331(1)(u),
Florida Statutes by prescribing a procedure which constitutes experimnmentation on
humans without first obtaining a full informed and witten consent when he used
the Natureslimspirulina and the gl ucomannan as drugs in conducting two doubl e-
blind studies on patients who canme to his office. The substances were being
used in ways which nmade them drugs, and because those drugs were not generally
regarded as safe and effective when used in weight |oss prograns they were new
drugs under Section 499.03(17)(a), Florida Statutes.

91. Dr. WIlIlner had no federal or Florida investigational new drug permt
on file as required by 21 U S. C. Section 355(a) and Section 499. 023, Florida
Statutes when he distributed the spirulina and gl ucomannan in those doubl e-blind
studies. He thereby violated Section 458.331(1)(h), Florida Statutes on both
t hose occasi ons.

92. The failure to obtain the witten informed consents fromthe patients
participating in the two doubl e-blind studies constituted gross or repeated
mal practice or the failure to practice nedicine with the |evel of care, skil
and treatnent recognized by reasonably prudent simlar physicians as acceptable
under simlar conditions and circunstances violated Section 458.331(1)(t),
Florida Statutes. Both spirulina and gl ucomannan are generally recogni zed as
safe for use as food, but neither are generally recogni zed as effective drugs in
enhanci ng weight loss. Dr. Wllner failed to neet applicable standards of
practice when he failed to obtain witten, informed consent fromthe study
participants. Two instances of violation of the statute have been proven.

93. Dr. Wllner is guilty of violating Section 458.331(1)(d), Florida
Statutes, by false, deceptive or nmsleading advertising based on the clains nmade
with his permssion and in his nanme as the Medical Director for the Forever Thin
Diet, and as the Research Director for the Utinmate Solution Diet. Dr. WII ner
nmust have understood the unscrupul ous nature of the false or fraudul ent
representations made in his name in connection with those diets, as evidenced by



his own witings. He understood that M. Sarcone wanted to use his nane in
promoting the Forever Thin Diet and to use his nane, along with the nanes of the
ot her menbers of the Board of Medical Advisors, in pronoting the Utimte
Solution Di et program because testinonials or endorsenents from physicians such
as Dr. Wllner were essential to Sarcone's marketing program Two instances of
violation of the statute have been proven.

94. The statenents attributed to Dr. Wllner in the advertisenents for the
Utimate Solution Diet also constitute deceptive, untrue or fraudul ent
representations in the practice of medicine in violation of Section
458.331(1)(1), Florida Statutes.

95. Dr. Wllner is guilty of violation of Section 458.331(1)(n), Florida
Statutes by failing to keep witten nmedical records justifying his course of
treatment on those who participated in the double-blind study on gl ucomannan
No portion of the adm nistrative conplaints nakes a simlar charge about the
spinulina study. He is not guilty of a violation of this section, however, with
respect to those who purchased the Utimte Solution Diet Program They did not
conme to his office, were not exam ned by him and were not treated and foll owed
by him as were the participants in the two double-blind studies. Section
458.331(1)(n), Florida Statutes, sinply does not reach Dr. Wllner's action with
respect to those purchasers. Simlarly, he is not guilty of violation of
Section 458.331(1)(u), Florida Statutes, by prescribing a procedure or therapy
whi ch, by prevailing standards of nedical practice in the community is
experinmentation on human subjects, w thout having obtained full and infornmed
witten consent fromall the people offered opportunity to buy the "drugs”
contained in the Utinmate Solution Diet Program Those advertising recipients
were not his patients, and Section 458.331(1)(u), Florida Statutes, does not
reach that conduct.

96. Dr. Wllner is not guilty of violation of Section 458.331(1)(t),
Florida Statutes, by gross or repeated nal practice with respect to all those who
purchased the Utimte Solution Diet Program Those people were not his
patients, so he cannot be guilty of malpractice in their care. The charges with
respect to inproper advertising represent the furthest reach of the disciplinary
statutes in regard to those purchasers.

VI. PENALTY

97. During the hearing, the Board of Medicine argued that the appropriate
penalty was revocation of licensure (Tr. 23). In its proposed reconmended
order, the Board recommended a maxi num of a three-year suspension, a fine of
$50, 000 and probation. Dr. WIllner's proposed recomended order contained no
penal ty di scussion, but argued instead that Dr. Wllner is guilty of no
violations of the Medical Practice Act.

98. The Board of Medicine has adopted disciplinary guidelines in Rule 21M
20.001, Florida Adm nistrative Code. Those penalties ranges are "based upon a
single count violation of each provision listed; multiple counts of the violated
provi sions or a conbination of violations may result in a higher penalty than
that for a single, isolated violation.” Rule 21M 20.001(1), Florida
Admi ni strative Code. As a result, the penalty guidelines are unhel pful here,
for Dr. Wllner is guilty of multiple violations. This is not particularly
significant, for the guidelines do little nore than restate the maxi mum penalty
range avail able. For exanple, the suggested penalty for false or m sleading
advertising is "fromreprimand to one year's suspension ... and an
admini strative fine from$500 to $5,000." See Cark vs. Dept. of Professiona



Regul ati on, 463 So.2d 328 (Fla. 5th DCA 1985) (Upchurch, J. dissenting). A fine
of 5,000 per count for each of Dr. Wllner's ten violations is appropriate.
Rul e 21M 20.001(3)(c), Florida Adm nistrative Code.

99. It is also significant that Dr. WIIlner made $60, 000 by engaging in
his course of conduct, which is an aggravating factor in assessing a penalty
under Rule 21M 20.001(3)(f), Florida Adm nistrative Code. Under Section
458.331(2)(i), Florida Statutes (1988 Supp.), the penalty for the violation of
the Medi cal Practice Act may include a requirement to refund fees billed to and
collected frompatients. That is not directly applicable here, but it does
reflect a legislative intention to require physicians violating the Medica
Practice Act to disgorge any nonetary benefit they received in connection wth
their msconduct. Dr. WIllIner has profited by at |east $60,000 from his
actions, which is nore than the maxi mumfine for his violations.

100. Under Section 458.331(2)(f), Florida Statutes (1988 Supp.), the Board
of Medicine has the authority to place a physician on probation for a period of
time "subject to such conditions as the Board may specify including, but not
l[imted to" education, re-exam nation, supervision and other conditions. It is
appropriate, in addition to the $50, 000 fine inposed above, to suspend the
license of Dr. WIllner for one year, and thereafter place his |icensure on
probation, subject to the special condition that Dr. WIIner pay $60,000 to the
Ofice of the Attorney General, Division of General Legal Services, which is
responsi bl e for consumer protection. See Rule 2-1.005(2)(d), Florida
Admi ni strative Code. It is appropriate to utilize the profits fromfalse and
m sl eadi ng advertising to enforce the provisions of Florida | aw prohibiting such
adverti si ng.

RECOMVENDATI ON

It is recoomended that Dr. W/l Il ner be found guilty of ten counts of
viol ation of the Medical Practice Act, that he be fined $50,000, and that his
i cense be suspended for a period of one year, and that his |licensure then be
pl aced on probation for two years subject to the special condition that he pay
$60, 000 to the Departnent of Legal Affairs, Division of General Legal Services,
for use in consuner protection

DONE and ORDERED this 7th day of June, 1989, in Tallahassee, Florida

WLLIAM R DORSEY, JR

Hearing O ficer

Di vi sion of Adm nistrative Hearings
The DeSot o Buil di ng

1230 Apal achee Par kway

Tal | ahassee, FL 32399- 1550

(904) 488-9675

Filed with the Cerk of the
Di vi sion of Admi nistrative Hearings
this 7th day of June, 1989.



ENDNOTES

1/ Actually, Dr. Wllner's book is broken into the theatrical divisions of
"acts" and "scenes" instead of the nore famliar divisions of chapters.

2/ The book was | ater published by Reward Books, a subsidiary of Prentice-Hall
Inc., after updating in 1984.

3/ In a double-blind study, some participants receive the substance bei ng
tested, while others do not. During the test period neither the participants
nor the investigator know who received the substance or who received a pl acebo.
The study eval uates the effectiveness of the substance based on neasurabl e

di fferences between the two groups of participants.

4/ WWen first enacted in 1938, the Food, Drug and Cosmnetic Act focused only on
whet her a drug was safe. The Harris-Kefauver drug Anendnments Act of 1962 added
the efficacy requirement. Winberger v. Hynson, Westcott and Dunning, Inc. 412
U S 609, 93 S.C. 2469, 37 L.Ed.2d 207 (1973). Dr. WIllner's focus on the
safety of spirulina and gl ucomannan due to their use as foods overl ooks the
significance of these amendnents.

5/ Those clains are simlar to the clains nade for the diets at issue here.
See findings of fact 33(a)(e), 37(e)(f), 46(g), 48(a)(f), 49.

APPENDI X

The follow ng constitute nmy rulings on proposals by the Board of Medici ne:

1. Covered in Finding of Fact 11.

2. Covered in Finding of Fact 4.

3. Covered in Finding of Fact 18.

4. Covered in the Conclusions of Law.
5. Covered in Finding of Fact 24.

6. Covered in Finding of Fact 29.

7. Covered in Finding of Fact 29.

8. Covered in Finding of Fact 32.

9. Covered in Finding of Fact 34.

10. Covered in Finding of Fact 33.

11. Covered' in Finding of Fact 34.

12. Covered in Finding of Fact 37.

13. Covered Fi ndi ng of Fact 37.

14. Covered Fi ndi ng of Fact 30.

15. Covered Fi ndi ngs of Fact 6 and 7.

16. Covered Fi ndi ng of Fact 37.

17. Covered Fi ndi ng of Fact 43, for Dr. Wllner reviewed the mail order
representations to be made under his nane.

18. Covered in Finding of Fact 36.

19-20. Covered in Finding of Fact 37.

21. Covered in Finding of Fact 32.

22-23. Covered in Finding of Fact 25.

24. Covered in Findings of Fact 21, 24 and 25.

25. Covered in the Conclusions of Law.

26. Covered in Finding of Fact 25.

27. Covered in Finding of Fact 42.

28. Covered in Finding of Fact 38.

29. Rejected as irrel evant.
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30. Covered in Finding of Fact 39.

31-32. Covered in Finding of Fact 50.

33. Covered in Finding of Fact 46.

34. Covered in Finding of Fact 47.

35-36. Covered in Finding of Fact 50.

37. Covered in the Conclusions of Law.

38-39. Rejected as subordinate to other Findings of Fact.

40. Rejected because the persons who purchased the U timte Sol ution D et
Program were not participating in the experinents. The representation that they
woul d be participating in a test was fal se.

41. Rejected because there was no experinment for which purchasers of the
Utimate Solution Diet Programneeded to give informed witten consent.

42. Covered in Findings of Fact 9 and 10.

43. Rejected as subordi nate.

44. Covered in Findings of Fact 25 and 26.

Rul i ngs on Proposed Findings of Dr. WII ner

1-3. Covered in Finding of Fact 11.

4. Covered in Finding of Fact 12.
5. Covered in Finding of Fact 15.
6. Covered in Finding of Fact 17.
7. Covered in Finding of Fact 25.
8. Covered in Finding of Fact 20.
9. Covered in Finding of Fact 29, except for the second sentence which is

rej ected as unproven.

10-11. Covered in Finding of Fact 29.

12. Rejected as irrelevant.

13. The first sentence rejected because Dr. WIlner reviewed the marketing
literature before his name was used, and the second sentence covered in Finding
of Fact 31.

14. Covered in Finding of Fact 38.

15-17. Covered in Finding of Fact 39.

18. Covered in Findings of Fact 38 and 41.

19. Covered in Finding of Fact 41.

20. Rejected as irrel evant.

21. Covered in Finding of Fact 21

22. Rejected because the percentage of inconme received fromhis activities
is not relevant.

23. Covered in Finding of Fact 3.

24. To the extent necessary, covered in Finding of Fact 3.

25. Covered in Finding of Fact 3.

26. The first clause covered in Finding of Fact 3. The second clause is
rej ected because even if spirulina is advertised as an aid to weight loss, it
woul d have to be approved for use as a drug for that to be |egal

27. Rejected as irrel evant.

28. Rejected as silly, for spirulina would not be included in the Utimte
Solution Diet Programunless it contributed to weight [oss, but the focus of the
Utimate Solution Diet Programis not on the plan, but on the pills, which
i ncl uded spirulina.

29. Rejected because the Becker abstract is too vague to support any
findi ng.

30. Rejected, see Finding of Fact 23.

31. Rejected, see Conclusions of Law. The use of spirulina was
experimentation, and witten consent was statutorily required.

32. Rejected as argunent, inforned consent was statutorily required

33-36. Covered in Finding of Fact 6.



37. Rejected because glucomannan was represented as a drug here.

38. Covered in Finding of Fact 6.

39. Rejected because glucomannan was pronoted in a way which nmade it a
drug, and its use in the double-blind study was experinentati on which required
witten consent.

43. Rejected as unnecessary.

47. Rejected because, while they have sone factual basis, these findings
are essentially |legal arguments.

48. Rejected as legally erroneous. See Conclusions of Law

49. Rejected because common usage i s not the touch-stone of whether a
substance is a drug. See Concl usions of Law

50. Rejected as argunent.

51. Rejected. See Conclusions of Law.

52. Rejected because the statute requires witten consent.

53. Rejected as irrel evant.

54. Rejected because the statute requires witten inforned consent.

55. Rejected as irrelevant and unnecessary. Both Drs. Blackburn and Ayres
were sufficiently famliar with the prograns to support their testinony.

56. Rejected because the statute requires witten inforned consent.

57. Rejected because the statute requires witten inforned consent.

58. Rejected because | do not accept the testinmony of Ms. CGomes that
witten consent was provided by study subjects.

59. Rejected because no consent fornms were ever executed by the study
participants. Ms. Gones' testinony to the contrary i s unpersuasive. No
witten consent fornms were produced at the hearing, because none ever existed.

60. Rejected because if Dr. WIllner nade the representation, he treated
the food product as a drug; witten informed consent is statutorily required.

61-64. Rejected as unnecessary.

65. Rejected as |egal argunent.

66. Rejected as unnecessary. See also Finding of Fact 10.

67. Rejected as unnecessary.

68. Rejected as argunent.

69. Rejected as unnecessary.

70-71. Rejected as irrelevant.

72. Rejected because there is no proof that either substance is effective
for use as an anorectic drug.

73. Rejected as irrel evant.

74. Rejected because the substances were used as drugs.

75. Rejected as a recitation of testinony.

76. Rejected as argunent.

77. Rejected because the substance has an effect on the structure or
function of the body if they are used as anorectic drugs.

78-80. Rejected as irrelevant.

81. Rejected as unnecessary.

82. Rejected because Dr. Wllner did treat the patients with a diet and
foll owed their progress.

83. Rejected because nedical treatnent in the formof a diet, and the use
of "drugs" was provided here.

84. Rejected because the matter must be determ ned by objective evidence,
not a licensee's after-the-fact characterization of his intent. Furthernore, the
concept that paynent for services is required for there to be a doctor-patient
relationship is rejected. It may be customary, but it is not necessary.

85. Rejected as unnecessary.

86. Those who received advertisenents did not become Dr. Wllner's
patients through that solicitation

87. Rejected, those who participated in the studies were Dr. Wllner's
patients.



88. Rejected because Dr. Wllner's actions, viewed objectively, nmade those
study participants his patients.

89. Cenerally accepted, but whether Dr. WIlner wote the advertisenents
is not dispositive.

90. Covered in Findings of Fact 31 and 47.

91. Rejected because conplaints are irrel evant.

92. Rejected because, as presented, the nunber's use was reasonably
calcul ated to give the consuner the inpression that a nedical test was invol ved,
not an internal test of marketing effectiveness.

93. Rejected as subordinate to the finding that M. Sarcone drafted the
material sent out in Dr. WIlIner's nane.

94. Rejected as argunent.

95. Rejected as irrel evant.

96. Rejected as irrel evant.

97-98. Rejected as irrelevant.

99. Rejected because the advertising clearly gives the inpression that the
gl ucomannan, rather than the diet, is what is effective in pronoting wei ght
| oss.

100. Rejected for the reasons given by Dr. Blackburn for criticizing the
Wl sh st udy.

101. Rejected because no nationw de test has actually been conducted. The
test materials returned are useless informati on which have not been conpiled in
any way, and were never intended to be so conpil ed.

102. Rejected as specious.

103. Rejected because what is standard advertising practice is irrelevant.
Doctors are held to a higher standard than the norals of the advertising
mar ket pl ace

104. Rejected because Dr. Wllner is responsible for advertising
di stributed under his nane.

105. Rejected because Dr. WIllner had control over the use of his nane in
the marketing for the Utimte Solution D et Program

106. Rejected as unnecessary.

107. Covered in Finding of Fact 44.

108. Inplicit in Findings of Fact 43 and 44.

109. Covered in Finding of Fact 42.

110. Covered in Finding of Fact 44.

111. Rejected as unnecessary.

112. Rejected as inconsistent with ny view of the evidence. Dr. Wllner's
i nvol venent was significant to the prograns' marketing.

113. Cenerally adopted in Finding of Fact 52.

114. Rejected as irrel evant.

115. Rejected as unsupported by the citations given.

116. Rejected because Dr. Blackburn was sufficiently famliar with the
Utimate Solution Diet Programto give the opinions found in his deposition

117. Rejected as unnecessary. No finding is nade that the diet program
vi ewed al one, is dangerous.

118. Rejected because rather than flanboyant, the ads are decepti ve,

m sl eadi ng, and fal se.

119. Rejected because whether others nake simlar statenents is no
i ndi cati on of whether they are forbidden under the Medical Practice Act, the
Food, Drug and Cosnetics Act, or the Federal Trade Conmm ssion Act.

120. Rejected for the reasons given in the precedi ng ruling.

121. Rejected because the advertising is msleading.

122. Rejected because whether the material is pronotional is irrelevant.
Pronmotional material is part of |abeling and if m sleading, renders the food or
drug m sbranded, at the very |east.

123. Rejected because the inplication of material is m sleading.



124. Rejected because the failure to specify the maturity date is desi gned
to mslead and does mi sl ead.

125. Rejected as argunent.

126. Rejected as argunent.

127. Rejected as unnecessary. Injury is not the touchstone for
determ ning whether Dr. WIllner violated the Medical Practice Act. At nost, it
relates to penalty.
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FI NAL CRDER

Thi s cause cane before the Board of Medicine (Board) pursuant to Section
120.57(1)(b)9, Florida Statutes on August 4, 1989, in Olando Florida, for the



pur poses of considering the Hearing Oficer's Recormended Order, Respondent's
Exceptions to the Recormended Order, and Petitioner's Response to Respondent's
Exceptions (copies of which are attached hereto as Exhibits A B, and C
respectively) in the above-styled cause. Petitioner, Departnent of Professiona
Regul ati on, was represented by Stepahnie A Daniel, Attorney at Law. Respondent
was present and represented by Gregory Seely and Margaret MCall, Attorneys at
Law.

Upon review of the Reconmended Order, the argunent of the parties, and
after a review of the conplete record in this case, the Board makes the
foll owi ng findings and concl usi ons.

FI NDI NGS OF FACT
1. Findings of fact set forth in the Recormended Order are approved and
adopted and incorporated herein, with the exception of the assertion in
paragraph 34, "It has nothing to do with thinness or girth of the Chinese
peopl e.”

2. There is conpetent substantial evidence to support the findings of fact
by the Board.

CONCLUSI ONS OF LAW

1. The Board has jurisdiction of this matter pursuant to Section
120.57(1), Florida Statutes, and Chapter 458, Florida Statutes.

2. The conclusions of law set forth in the Reconmended Order are approved
and adopted and incorporated herein.

3. There is conpetent substantial evidence to support the concl usions of
I aw.

RULI NGS ON EXCEPTI ONS TO FI NDI NGS OF FACT

1. Respondent's Exception A 1. is REJECTED for the reasons stated in the
argunents of the Petitioner

2. Respondent's Exception A 2. is REJECTED for the reasons stated in the
argunents of the Petitioner

3. Respondent's Exception B. is REJECTED for the reasons stated in the
argunents of the Petitioner

4. Respondent's Exception C. is REJECTED for the reasons stated in the
argunents of the Petitioner

5. Respondent's Exception D. is REJECTED for the reasons stated in the
argunents of the Petitioner

6. Respondent's Exception E. is REJECTED for the reasons stated in the
argunents of the Petitioner

7. Respondent's Exception F.1. is REJECTED for the reasons stated in the
argunents of the Petitioner



8. Respondent's Exception F.2. is GRANTED. There is no conpetent
substantial evidence in the record to support the finding, "It has nothing to do
with thinness or girth of the Chinese people.” Since the burden of proof is on
the Petitioner, a lack of evidence by the Respondent on a point cannot be,
itself, the basis for a finding of fact agai nst Respondent.

9. Respondent's Exception F.3. is REJECTED for the reasons stated in the
argunents of the Petitioner.

10. Respondent's Exception F.4. is REJECTED for the reasons stated in the
argunents of the Petitioner.

11. Respondent's Exception F.5. is REJECTED for the reasons stated in the
argunents of the Petitioner.

12. Respondent's Exception G 1. is REJECTED for the reasons stated in the
argunents of the Petitioner.

13. Respondent's Exception G 2. is REJECTED for the reasons stated in the
argunents of the Petitioner.

14. Respondent's Exception G 3. is REJECTED for the reasons stated in the
argunents of the Petitioner.

15. Respondent's Exception G 4. is REJECTED for the reasons stated in the
argunents of the Petitioner.

16. Respondent's Exceptions H. 1. through H 3. are REJECTED for the reasons
stated in the argunments of the Petitioner.

17. Respondent's Exception |I.1. is REJECTED for the reasons stated in the
argunents of the Petitioner.

18. Respondent's Exception |.2. is REJECTED for the reasons stated in the
argunents of the Petitioner.

19. Respondent's Exception |1.3. (first) is REJECTED for the reasons stated
in the arguments of the Petitioner.

20. Respondent's Exception |1.3. (second) through I.5. are REJECTED for the
reasons stated in the argunents of the Petitioner.

21. Respondent's Exception J.1. is REJECTED for the reasons stated in the
argunents of the Petitioner.

22. Respondent's Exception J.2. through J.3. are REJECTED for the reasons
stated in the argunments of the Petitioner.

23. Respondent's Exception J.4. is REJECTED for the reasons stated in the
argunents of the Petitioner.

RULI NGS ON EXCEPTI ONS TO CONCLUSI ONS OF LAW

1. Respondent's Exception A 1. is REJECTED on the basis that the Hearing
Oficer's analysis is correct. The Board is authorized and required to rule on
federal laws and rules, as well as Florida Statutes, such as Chapter 499, which
set forth the requirenments that |icensed nmedi cal doctors nust neet but which are



not within the Medical Practice Act, Chapter 458, Florida Statutes. This
Exception is al so REJECTED based on the reasons set forth in the Petitioner's
ar gunent .

2. Respondent's Exception A 2. is REJECTED based on the witten argunent
of the Petitioner.

3. Respondent's Exception A 3. is REJECTED based on the Departnent's oral
argunent and its witten argunments to Exceptions A 1. and A 3. to the
concl usions of |aw.

4. Respondent's Exception B.1l. is REJECTED based on the arguments set
forth by Petitioner.

5. Respondent's Exception C. 1. is REJECTED for the reasons stated in the
oral argunent by the Petitioner and the witten argunment by the Petitioner in
response to Exceptions in C 1 in Exceptions to Findings of Fact and C. 1. in
Exceptions to Concl usions of Law.

6. Respondent's Exception D. is REJECTED for the reasons set forth by the
Petitioner.

7. Respondent's Exception E. is REJECTED for the reasons set forth by the
Petitioner.

8. Respondent's Exception F.1. is REJECTED for the reasons set forth by
the Petitioner. Petitioner's reliance on the Rodgers case is m splaced because
that case involved full informed consent of the patients and did not involve
fraud.

9. Respondent's Exception F.2. through F.3. are REJECTED based on the
reasons set forth by the Petitioner.

10. Respondent's Exception G 1. is REJECTED for the reasons set forth by
the Petitioner.

11. Respondent's Exception set forth as "IV. SUMWARY" is REJECTED as
cunmul ative. See Rule 21M 18.004, Florida Adm nistrative Code.

RESPONDENT' S EXCEPTI ON TO PENALTY
1. Respondent's Exception to penalty is REJECTED.
PENALTY
Upon a conplete review of the record in this case, the Board determ nes
that the penalty recomended by the Hearing O ficer be ACCEPTED and ADOPTED.
VWHEREFORE,
| T 1S HEREBY ORDERED AND ADJUDGED t hat

1. Respondent shall pay an administrative fine in the anount of $50, 000.00
to the Executive Director within thirty days.

2. Respondent's license to practice nedicine in the State of Florida is
SUSPENDED for a period of one year.



3. Upon reinstatenment from suspension, Respondent's |icense to practice
medicine in the State of Florida is placed on PROBATION for a period of two
years, subject to the special condition that Respondent pay $60,000.00 to the
Departnment of Legal Affairs Division of General Legal Services, for use in
consuner protection.

This Order takes effect upon filing with the Cderk of the Department of
Pr of essi onal Regul ati on.

DONE AND ORDERED this 17th day of August, 1989.

BOARD OF MEDI Cl NE

FUAD S. ASHKAR, M D.
CHAI RVAN

NOTI CE OF RI GHT TO JUDI Cl AL REVI EW

A PARTY WHO | S ADVERSELY AFFECTED BY THI'S FI NAL ORDER | S ENTI TLED TO JuDi Cl AL
REVI EW PURSUANT TO SECTI ON 120. 68, FLORI DA STATUTES. REVI EW PROCEEDI NGS ARE
GOVERNED BY THE FLORI DA RULES OF APPELLATE PROCEDURE. SUCH PROCEEDI NGS ARE
COMMENCED BY FI LI NG ONE COPY OF A NOTI CED OF APPEAL W TH THE AGENCY. CLERK OF
THE DEPARTMENT OF PROFESSI ONAL REGULATI ON AND A SECOND COPY, ACCOVPANI ED BY

FI LI NG FEES PRESCRI BED BY LAW WTH THE DI STRI CT COURT OF APPEAL, FIRST

DI STRICT, OR WTH THE DI STRI CT COURT OF APPEAL I N THE APPELLATE DI STRI CT WHERE
THE PARTY RESIDES. THE NOTI CE OF APPEAL MUST BE FILED WTH N THI RTY (30) DAYS
OF RENDI TI ON OF THE ORDER TO BE REVI EVED.

CERTI FI CATE OF SERVI CE

| HEREBY CERTIFY that a true and correct copy of the foregoing Final Oder
has been provided by certified miil to Robert D. Wllner, MD. , 999 N M am
Beach Boul evard, N. M am Beach, Florida 33162 and Joseph C. Jacobs and Margar et
McCal |, Attorneys at Law, P.O Drawer 1170, Tall ahassee, Florida 32302-1170, and
by US Mil to WlliamR Dorsey, Jr., Hearing Oficer, Division of
Admi ni strative Hearings, The DeSoto Buil ding, 1230 Apal achee Par kway,
Tal | ahassee, Florida 32399-1550; interoffice delivery to Stephanie A Daniel,
Attorney at Law, Departnent of Professional Regulation, 1940 North Monroe
street, Tall ahassee, Florida 32399-0792, at or before 5:00 P.M, this 21st day
of August, 1989.




