
IN THE MATTER OF

SNORE FORMULA, INC., ET AL.

CONSENT ORDER, ETC., IN REGARD TO ALLEGED VIOLATIONS OF

SEC. 5 AND SEC. 12 OF THE FEDERAL TRADE COMM ISSION ACT

Docket C-4090; File No. 0223247

Complaint, July 24, 2003--Decision, July 24, 2003

This consent order, among other things, requires Respondent Snore Formula,

Inc. – and its officers, Respondents Dennis H. Harris, M.D., Ronald General,

and Gerald L. "Jerry" Harris, also doing business as KJ Enterprises  – to

possess and  rely upon competent and re liable scientific evidence to substantiate

representations that “Dr. Harris' Original Snore Formula” tablets – or any other

food, drug, device, service, or dietary supplement – prevents sleep apnea in

adult or child users who would otherwise develop sleep apnea; treats sleep

apnea; or eliminates, prevents, or reduces snoring.  The order also requires

Respondent Harris to possess and rely upon competent and re liable scientific

evidence –  and an actual exercise of his represented expertise – to substantiate

representations he makes as an expert endorser.  In addition, the order requires

the respondents to affirmatively disclose a warning about sleep apnea and the

need for consultation with a physician or a specialist in sleep medicine

whenever they represent that a product or service that has not been shown to be

effective in the treatment of sleep apnea is effective in eliminating, preventing,

or reducing snoring.  The order also prohibits the respondents from providing to

any person or entity “means and instrumentalities" that contain any claim about

the benefits, performance, efficacy, or safety of any food, drug, device, service,

or dietary supplement – unless such claim is true and substantiated by

competent and reliable scientific evidence – and from making false claims

about scientific support for any product or service.

Participants

For the Commission: Jonathan Cowen, Jock Chung, J. Reilly

Dolan, and Elaine D. Kolish.

For the Respondents: Claude Wild III and James Prochnow,

Patton Boggs LLP.

COMPLAINT

The Federal Trade Commission, having reason to believe that

Snore Formula, Inc., a corporation; Dennis H. Harris, M.D.,
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individually and as an officer of Snore Formula, Inc.; Ronald E.

General, individually and as an officer of Snore Formula, Inc.; and

Gerald L. “Jerry” Harris, an individual, also doing business as KJ

Enterprises (“respondents”), have violated the provisions of the

Federal Trade Commission Act, and it appearing to the

Commission that this proceeding is in the public interest, alleges:

1. Respondent Snore Formula, Inc., is an Arizona corporation

with its principal office or place of business at 4015 N. 40th

Place, Phoenix, AZ 85018.

2. Respondents Dennis H. Harris, M.D., and Ronald E. General

are officers of Snore Formula, Inc.  Individually or in concert

with others, they formulate, direct, or control the policies, acts,

or practices of the corporation.  Their principal place of

business is the same as that of Snore Formula, Inc.

3. Respondent Gerald L. Harris is an individual also doing

business as KJ Enterprises.  Gerald Harris’ principal office or

place of business is 3321 Old Mallard Road, Enid,  OK 73703.

4. Individually or in concert with others, respondents Snore

Formula, Inc.; Dennis H. Harris, M.D.; and Ronald E. General

have formulated, manufactured, labeled, advertised, offered for

sale, sold, and distributed products to the public, including Dr.

Harris' Original Snore Formula tablets (also called “caplets”). 

Dr. Harris' Original Snore Formula tablets are "foods" and/or

"drugs" within the meaning of Sections 12 and 15 of the

Federal Trade Commission Act.

5. Gerald L. Harris is a distributor of Dr. Harris’ Original Snore

Formula tablets and is the owner and operator of the

<www.snoreformula.com> Website.  Individually or in concert

with others, he has advertised, offered for sale, sold, and

distributed products to the public, including Dr. Harris'

Original Snore Formula tablets.

6. The acts and practices of respondents alleged in this complaint
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have been in or affecting commerce, as "commerce" is defined

in Section 4 of the Federal Trade Commission Act.

7. To induce consumers and distributors to purchase Dr. Harris’

Original Snore Formula Tablets, respondents Snore Formula,

Inc.; Dennis H. Harris, M.D.; and Ronald E. General have

disseminated or have caused to be disseminated promotional

materials, including but not necessarily limited to the attached

Exhibits A, B, and C.  Distributors, including but not

necessarily limited to respondent Gerald L. Harris, have further

disseminated or caused to be disseminated these promotional

materials.  These promotional materials contain the following

statements:

a. Exhibit A – promotional audio cassette (transcript attached

as Exhibit A-1):  "‘The True Facts About Snoring’ By

Dennis H. Harris, MD"

MALE ANNOUNCER: Welcome to this week's edition of

Medical Milestones, the show that brings you information vital

to your good health.  Our guest this week is Dr. Dennis Harris. 

Dr. Harris is an expert on snoring.  He will be sharing some of

the latest information on the causes and treatments for snoring.

Exh. A-1 at 3.

***

DR. DENNIS HARRIS:  [Twenty-five] percent of all pre-

adolescent children in the United States are snorers.

CHRIS McKAY [HOST]:  Twenty-five percent?

DR. DENNIS HARRIS: Yeah.  And not only that, with kids

it’s even worse because they develop these huge tonsils and

adenoids and they literally block off the airflow, and most of

these kids actually have a condition called sleep apnea, which

is a much more serious problem, and we’ll talk about it in a

little more detail as the show goes on.  But it is a big problem

and it really does need to be taken care of in kids.  Exh. A-1 at

11.
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***

DR. DENNIS HARRIS:  Yeah.  So, you can see that more

people will join that group of chronic snorers as they age and

not only that, what those figures don't show is that very

definitely the snoring progressively gets worse as time goes on. 

Exh. A-1 at 14.

***

DR. DENNIS HARRIS:  Now, the incredible part of that is

that, at that point, 20 percent of all those people that are

chronic snorers will then go on to progress to a very serious

problem called sleep apnea.  Exh. A-1 at 15.

***

DR. DENNIS HARRIS:  We used to think in medicine that

people developed sleep apnea and that was a separate

condition.  But like I just pointed out, it is not a separate

condition.  It is the end result of somebody who first begins to

snore progressing all the way through these different stages and

ending up with sleep apnea.  Exh. A-1 at 16.

***

CHRIS McKAY: Now, Doctor, we’ve spent some time here

talking about the problem.  You actually have come up with a

solution, is that correct?  Exh. A-1 at 16.

***

DR. DENNIS HARRIS: [W]e've had about 100,000 people

that have used the product.  I did -- I did a lot of testing for

about two years prior to the time that we put it on the market.  I

tested it on about 220 patients and, you know, we wanted to see

how effective it really was.

CHRIS McKAY:  Sure.  And the results are?
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DR. DENNIS HARRIS:  The results were wonderful.  We

were hoping that it was maybe going to help 50 percent of the

people or so. 

CHRIS McKAY:  Yeah.

DR. DENNIS HARRIS:  In reality, 86 percent of the people

that were taking this formula had really good to excellent

results.

CHRIS McKAY:  Oh, that's fantastic.

DR. DENNIS HARRIS:  Yeah.  And that's really kind of held

up -- we run about 86 to 90 percent of the people that have

good results that take it.  Exh. A-1 at 20.

***

CHRIS McKAY:  Now, Doctor, will your product help in those

instances?

DR. DENNIS HARRIS:  What we find is that in the early

stages of sleep apnea, we do have a high rate of success.  But

once it reaches a moderate to severe level, I mean, that really is

a structural problem that demands a physical solution to it.

CHRIS McKAY:  So, what you're really saying is people have

to understand that they need to take care of this early on. 

DR. DENNIS HARRIS:  That's the good news.

CHRIS McKAY:  Okay.

DR. DENNIS HARRIS:  That's the good news, exactly.  You

know, we didn't have good ways to handle snoring for a long

period of time, and so, people did go through this progression.

But the good news is that you can stop this.  You can

absolutely stop this progression.  Exh. A-1 at 24-25.

***

DR. DENNIS HARRIS:  Anyhow, what are some of the things

that really occur?  You know, they started gathering more

statistics about snoring, and lo and behold, what they started to

realize was that there are both short-term and long-term

problems, medical problems associated with snoring.  For

example, the long-term medical problems are a 400 to 500
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percent increase in the level of risk of developing heart attacks,

strokes and high blood pressure compared to non-snorers.  Exh.

A-1 at 26.

***

DR. DENNIS HARRIS:  [T]he good news is we can stop that

whole thing from getting to that point.

CHRIS McKAY: That’s great.  Dr. Harris, you’ve convinced

me.  I’m going to put your product to the test and try it myself. 

I’d encourage my listeners to do the same.  What an easy

solution.  Exh. A-1 at 28.

***

DR. DENNIS HARRIS:  One real parting thought.  If you don't

carry anything away, if you hear -- if you're a listener and you

haven't carried anything away that we've talked about,

remember one thing, we have the opportunity now of stopping

this progression of snoring, and when you stop it, at that point,

the healing power of your body takes over, and eventually, all

of these -- all of this damage repairs itself and you get back to

normal.

Don't wait.  Pick up the phone today, try our product.  It is

absolutely without risk to you because we have a 100 percent

money back guarantee.  You have nothing to lose but your

snoring.

CHRIS McKAY:  You heard it here, first.  Again, I encourage

anyone who's experiencing snoring to pick up the phone and

call Dr. Harris.  Exh. A-1 at 28-9.

b. Exhibit B – Brochure:  "Dr. Harris' Original Snore Formula"

Dr. Harris' Original Snore Formula

***

86% of those using this formulation had good to excellent
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results

***

DANGERS OF SNORING:
• Snorers have a markedly higher risk of developing heart

attacks, high blood pressure, or strokes.

• Snoring often produces daytime sleepiness or daytime

fatigue.

• Snorers have a much higher rate of automobile accidents

than non-snorers.

• Snoring causes sleep disturbances that lead to increased

anxiety, hyperirritability decreased memory, and poor

concentration.

***

How Dr. Harris' Original Snore Formula™ Works:

The unique combination of natural enzymes metabolizes the

secretions, allowing the body to absorb them.  The herbs

reduce the tissue swelling.  The result is to open the airway,

smooth out the airflow and eliminate the snoring.

About Dr. Harris' Original Snore Formula™:

This unique formulation was created by Dennis H. Harris,

M.D., a recognized medical expert in the field of snoring.  Dr.

Harris tested this preparation on 220 subjects.  Amazingly,

86% of those using this formulation had good to excellent

results.

***

Snoring is a condition that is associated with serious and

potentially life-threatening medical problems.  Snorers have a

much higher risk of heart attacks, high blood pressure, and

strokes.  Snoring also produces sleep disturbances in the person

snoring and their mate.
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c. Exhibit C – Brochure:  "Dr. Harris' Original SNORE

FORMULA Product Information Booklet"

WHY SHOULD I WORRY ABOUT SNORING?

Although snoring has been the object of jokes and cartoons,

medical science has determined that snoring is associated with

serious medical conditions.  Snorers are known to have a much

higher rate of heart attacks, strokes and high blood pressure

than non-snorers.  The risk of developing these medical

problems increases the longer that a person snores and the

more severely they snore.  Therefore, it is critical that snoring

be brought under control and kept under control indefinitely.

***

CAN I GIVE DR. HARRIS' ORIGINAL SNORE

FORMULA® TO MY CHILD?

Since we no longer remove children’s tonsils and adenoids

routinely, it is estimated that 20-25% of all children are now

chronic snorers.  Many of these children also suffer from sleep

apnea, a condition in which the person completely stops

breathing for up to 30 seconds or more several times each hour. 

This is a serious medical condition!

Dr. Harris’ Original Snore Formula® is being taken by

hundreds of children across the country and appears to be quite

safe.

***

HOW EFFECTIVE IS DR. HARRIS' ORIGINAL SNORE

FORMULA®?

Two years of clinical testing by Dennis Harris, MD on 200

chronic snorers produced good to excellent results in 86% of

the test subjects taking this formulation.
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Good Housekeeping, in an independent study, demonstrated

that the formulation used in Dr. Harris' Original Snore

Formula® produced major improvement in the vast majority of

test subjects.

8. Respondent Gerald L. Harris has disseminated additional

promotional materials, including but not necessarily limited to

the <www.snoreformula.com> Website, attached as Exhibit D,

that contain statements based upon the promotional materials

described in Paragraph 7.  These additional promotional

materials contain the following statements:

Exhibit D – Website <www.snoreformula.com>

SNORE FORMULA, INC.

KJ Enterprises

A unique combination of all natural herbs and enzymes that

work together to prevent snoring.  Statistics have proven that

over 40% of the population or 100 million people in the United

States are chronic, regular snorers!

DANGERS OF SNORING: 

! Snorers have a markedly higher risk of developing heart

attacks, high blood pressure, or strokes. 

! Snorers have a 300% higher risk of becoming involved in an

automobile accident. 

! Snorers have a 400% to 500% higher risk of daytime

fatigue.

! Snoring causes sleep apnea, a serious medical condition, in

20% of all chronic snorers

! 25% of all preadolescent children are chronic snorers, and

most of these have some form of sleep apnea, a serious

medical condition. 

! Snoring causes sleep disturbances that lead to increased

Complaint

FEDERAL TRADE COMMISSION DECISIONS
VOLUME 136

                           222



anxiety, hyperirritability, decreased memory and poor

concentration.

This unique formulation was created by Dennis H. Harris, MD,

a recognized medical expert in the field of snoring.  Dr. Harris

tested this preparation on 220 subjects. Amazingly, 86% of

those using this formulation had good to excellent results. 

Good Housekeeping magazine also performed an independent

study that demonstrated a marked improvement in the vast

majority of users. Over 150,000 people have used the
product over the past 36 months with good results.

9. Through the means described in Paragraph 7, respondents have

represented, expressly or by implication, that: 

a. Dr. Harris' Original Snore Formula tablets prevent sleep

apnea in adult and child users of the product who would

otherwise develop sleep apnea;

b. Dr. Harris' Original Snore Formula tablets treat the "early

stages" of sleep apnea; and

c. Dr. Harris' Original Snore Formula tablets eliminate,

prevent, or significantly reduce snoring in users of the

product.

10. Through the means described in Paragraph 7, respondents

have represented, expressly or by implication, that they

possessed and relied upon a reasonable basis that

substantiated the representations set forth in Paragraph 9, at

the time the representations were made.

11. In truth and in fact, respondents did not possess and rely

upon a reasonable basis that substantiated the

representations set forth in Paragraph 9, at the time the

representations were made.  Therefore, the representation

set forth in Paragraph 10 was, and is, false or misleading.

Complaint

FEDERAL TRADE COMMISSION DECISIONS
VOLUME 136

223



12. Through the means described in Paragraph 8, respondent

Gerald L. Harris has, expressly or by implication, further

made the representations set forth in Paragraph 9. 

13. Through the means described in Paragraph 8, respondent

Gerald L. Harris has further represented, expressly or by

implication, that he possessed and relied upon a reasonable

basis that substantiated the representations set forth in

Paragraph 9, at the time the representations were made.

14. In truth and in fact, respondent Gerald L. Harris did not

possess and rely upon a reasonable basis that substantiated

the representations set forth in Paragraph 9, at the time the

representations were made.  Therefore, the representation

set forth in Paragraph 13 was, and is, false or misleading.

15. In their advertising and sale of Dr. Harris' Original Snore

Formula tablets, respondents have made the representations

set forth in Paragraph 9 while failing to disclose or disclose

adequately that persons who have symptoms of sleep apnea

should consult a physician because sleep apnea is a

potentially life-threatening condition.  These facts would be

material to consumers in their purchase or use of the

product.  The failure to disclose adequately these facts, in

light of the representations made, was, and is, a deceptive

practice.

16. Through the means described in Paragraph 7, respondents

have represented, expressly or by implication, that scientific

testing demonstrates that Dr. Harris' Original Snore Formula

tablets eliminate, prevent, or significantly reduce snoring in

86% of users.  Through the means described in Paragraph 8,

respondent Gerald L. Harris has, expressly or by

implication, further made this representation.

17. In truth and in fact, scientific testing does not demonstrate

that Dr. Harris' Original Snore Formula tablets eliminate,

prevent, or significantly reduce snoring in 86% of users. 
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Therefore, the representation set forth in Paragraph 16 was,

and is, false or misleading.

18. Through the means described in Paragraph 7, respondents

Snore Formula, Inc., Dennis H. Harris, M.D., and Ronald E.

General have provided means and instrumentalities to

distributors of Dr. Harris’ Original Snore Formula tablets,

including but not necessarily limited to Gerald L. Harris, to

engage in deceptive acts or practices, including the

dissemination of the statements set forth in Paragraphs 7

and 8.

19. Respondent Dennis H. Harris, M.D., has made statements as

an expert endorser for Dr. Harris' Original Snore Formula

tablets, including but not necessarily limited to statements

made in the promotional audio cassette attached as Exhibit

A (transcribed as Exhibit A-1).  These statements include

those set forth in Paragraph 7.A.

20. Through the means described in Paragraph 19, respondent

Dennis H. Harris, M.D., has represented, directly or by

implication, that at the time he made the representations set

forth in Paragraph 9, he possessed and relied upon a

reasonable basis for such representations, consisting of the

actual exercise of his represented expertise in snoring

treatment, in the form of an examination or testing of Dr.

Harris' Original Snore Formula tablets at least as extensive

as an expert in the field would normally conduct in order to

support the conclusions presented in the endorsement.

21. In truth and in fact, at the time he made the representations

set forth in Paragraph 9, respondent Dennis H. Harris, M.D.,

did not possess and rely upon a reasonable basis for such

representations.  Therefore, the representation set forth in

Paragraph 20 was, and is, false and misleading.

22. The acts and practices of respondents as alleged in this

complaint constitute unfair or deceptive acts or practices,
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and the making of false advertisements, in or affecting

commerce in violation of Sections 5(a) and 12 of the

Federal Trade Commission Act.

THEREFORE, the Federal Trade Commission this twenty-

fourth day of July, 2003, has issued this complaint against

respondents.

By the Commission.
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DECISION AND ORDER

The Federal Trade Commission having initiated an
investigation of certain acts and practices of the respondents
named in the caption hereof, and the respondents having been
furnished thereafter with a copy of a draft of complaint which the
Bureau of Consumer Protection proposed to present to the
Commission for its consideration and which, if issued by the
Commission, would charge respondents with violation of the
Federal Trade Commission Act; and

The respondents, their attorneys, and counsel for Federal Trade
Commission having thereafter executed an agreement containing a
consent order, an admission by the respondents of all the
jurisdictional facts set forth in the aforesaid draft of complaint, a
statement that the signing of said agreement is for settlement
purposes only and does not constitute an admission by
respondents that the law has been violated as alleged in such
complaint, or that the facts as alleged in such complaint, other
than jurisdictional facts, are true and waivers and other provisions
as required by the Commission’s Rules; and

The Commission having thereafter considered the matter and
having determined that it had reason to believe that the
respondents have violated the said Act, and that complaint should
issue stating its charges in that respect, and having thereupon
accepted the executed consent agreement and placed such
agreement on the public record for a period of thirty (30) days for
the receipt and consideration of public comments, and having duly
considered the comment received from an interested person
pursuant to § 2.34 of its Rules, now in further conformity with the
procedure prescribed in § 2.34 of its Rules, the Commission
hereby issues its complaint, makes the following jurisdictional
findings and enters the following order:

1.a. Respondent Snore Formula, Inc., is an Arizona corporation
with its principal office or place of business at 4105 N. 40th Place,
Phoenix, AZ 85018.
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1.b. Respondent Dennis H. Harris, M.D., is an officer of the
corporate respondent.  Individually or in concert with others, he
formulates, directs, controls, or participates in the policies, acts, or
practices of the corporation.  His principal office or place of
business is the same as that of Snore Formula, Inc.

1.c. Respondent Ronald General is an officer of the corporate
respondent.  Individually or in concert with others, he formulates,
directs, controls, or participates in the policies, acts, or practices
of the corporation.  His principal office or place of business is the
same as that of Snore Formula, Inc.

1.d. Respondent Gerald L. "Jerry" Harris is an individual also
doing business as KJ Enterprises.  His principal office or place of
business is 3321 Old Mallard Road, Enid, OK 73703.

2. The Federal Trade Commission has jurisdiction of the subject
matter of this proceeding and of the respondents, and the
proceeding is in the public interest.

ORDER

DEFINITIONS

For purposes of this Order, the following definitions shall
apply:

1. Unless otherwise specified, "respondents" shall mean Snore
Formula, Inc., a corporation, its successors and assigns and its
officers; Dennis H. Harris, M.D., individually and as an officer of
the corporation; Ronald E. General, individually and as an officer
of the corporation; Gerald L. “Jerry” Harris, also doing business
as KJ Enterprises, and each of the above's agents, representatives,
and employees.

2. "Clearly and prominently" shall mean as follows:
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A. In an advertisement communicated through an electronic
medium (such as television, video, radio, and interactive media
such as the Internet and online services), the disclosure shall be
presented simultaneously in both the audio and visual portions
of the advertisement. Provided, however, that in any
advertisement presented solely through visual or audio means,
the disclosure may be made through the same means in which
the ad is presented. The audio disclosure shall be delivered in a
volume and cadence sufficient for an ordinary consumer to
hear and comprehend it. The visual disclosure shall be of a size
and shade, and shall appear on the screen for a duration,
sufficient for an ordinary consumer to read and comprehend it. 
In addition to the foregoing, in interactive media, the disclosure
shall also be unavoidable and shall be presented prior to the
consumer incurring any financial obligation.

B. In a print advertisement, promotional material, or
instructional manual, the disclosure shall be in a type size and
location sufficiently noticeable for an ordinary consumer to
read and comprehend it, in print that contrasts with the
background against which it appears.  In multipage documents,
the disclosure shall appear on the cover or first page.

C. On a product label, the disclosure shall be in a type size and
location on the principal display panel sufficiently noticeable
for an ordinary consumer to read and comprehend it, in print
that contrasts with the background against which it appears. 

The disclosure shall be in understandable language and syntax. 
Nothing contrary to, inconsistent with, or in mitigation of the
disclosure shall be used in any advertisement or on any label.

3. In the case of advertisements disseminated by means of an
interactive electronic medium such as the Internet or other online
services, "in close proximity" shall mean on the same Web page
and proximate to the triggering representation, and not on other
portions of the Web site, accessed or displayed through hyperlinks
or other means.
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4. "Competent and reliable scientific evidence" shall mean tests,
analyses, research, studies, or other evidence based on the
expertise of professionals in the relevant area, that has been
conducted and evaluated in an objective manner by persons
qualified to do so, using procedures generally accepted in the
profession to yield accurate and reliable results.

5. "Distributor" shall mean any purchaser or other transferee of
any product or service covered by this order who acquires such
product or service from one or more respondent, with or without
valuable consideration, and who sells, or who has sold, such
product or service to other sellers or to consumers, including but
not limited to individuals, retail stores, or catalog sellers.

6. "Food," drug," and "device," shall mean as "food," "drug," and
"device" are defined in Section 15 of the Federal Trade
Commission Act, 15 U.S.C. § 55.

7. "Commerce" shall mean as defined in Section 4 of the Federal
Trade Commission Act, 15 U.S.C. § 44.

8. “Endorsement” shall mean as defined in 16 C.F.R. 255.0(b).

I.

IT IS ORDERED that respondents, directly or through any
corporation, subsidiary, division, or other device, including
franchisees, licensees, or distributors, in connection with the
manufacturing, labeling, advertising, promotion, offering for sale,
sale, or distribution of Dr. Harris' Original Snore Formula tablets
or any other food, drug, device, service, or dietary supplement, in
or affecting commerce, shall not make any representation, in any
manner, expressly or by implication, that: 

A. Such product or service prevents sleep apnea in adult or
child users who would otherwise develop sleep apnea; 

B. Such product or service treats sleep apnea; or 
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C. Such product or service eliminates, prevents, or reduces
snoring in users of the product or service,

unless at the time the representation is made, respondents possess
and rely upon competent and reliable scientific evidence that
substantiates the representation. Provided that, for any
representation made by respondent Dennis H. Harris, M.D. as an
expert endorser, respondent Dennis H. Harris, M.D. must possess
and rely upon competent and reliable scientific evidence, and an
actual exercise of his represented expertise in the form of an
examination or testing of the product at least as extensive as an
expert in that field would normally conduct in order to support the
conclusions presented in the representation.

II.

IT IS FURTHER ORDERED that respondents, directly or
through any corporation, subsidiary, division, or other device,
including franchisees, licensees, or distributors, in connection
with the manufacturing, labeling, advertising, promotion, offering
for sale, sale, or distribution of any product or service that has not
been shown by competent and reliable scientific evidence to be
effective in the treatment of sleep apnea, in or affecting
commerce, shall not represent, in any manner, expressly or by
implication, that the product or service is effective in eliminating,
preventing, or reducing snoring, unless they disclose, clearly and
prominently, and in close proximity to the representation, that
such product or service is not intended to treat sleep apnea; that
the symptoms of sleep apnea include loud snoring, frequent
episodes of totally obstructed breathing during sleep, and
excessive daytime sleepiness; that sleep apnea is a potentially life-
threatening condition; and that persons who have symptoms of
sleep apnea should consult their physician or a specialist in sleep
medicine. Provided, however, that for any television commercial
or other video advertisement fifteen (15) minutes in length or
longer or intended to fill a broadcasting or cablecasting time slot
fifteen (15) minutes in length or longer, the disclosure shall be
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made within the first thirty (30) seconds of the advertisement and
immediately before each presentation of ordering instructions for
the product or service. Provided further, that, for the purposes of
this provision, the presentation of a telephone number, e-mail
address, or mailing address for listeners to contact for further
information or to place an order for the product or service shall be
deemed a presentation of ordering instructions so as to require the
announcement of the disclosure provided herein.

III.

IT IS FURTHER ORDERED that respondents, directly or
through any corporation, subsidiary, division, or other device,
including franchisees, licensees, or distributors, in connection
with the manufacturing, labeling, advertising, promotion, offering
for sale, sale, or distribution of Dr. Harris' Original Snore Formula
tablets or any other food, drug, device, service, or dietary
supplement in or affecting commerce, shall not make any
representation, in any manner, expressly or by implication, about
the effect of such food, drug, device, service, or dietary
supplement on any disease, or about the effect of such food, drug,
device, service, or dietary supplement on the structure or function
of the human body, or about any other health benefit, or the safety,
of such product or service, unless, at the time the representations
are made, respondents possess and rely upon competent and
reliable scientific evidence, that substantiates the representation.
Provided that, for any representation made by respondent Dennis
H. Harris, M.D. as an expert endorser, respondent Dennis H.
Harris, M.D. must possess and rely upon competent and reliable
scientific evidence, and an actual exercise of his represented
expertise in the form of an examination or testing of the product
or service at least as extensive as an expert in that field would
normally conduct in order to support the conclusions presented in
the representation. 
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IV.

IT IS FURTHER ORDERED that respondents Snore Formula,
Inc., a corporation, its successors and assigns and its officers;
Dennis H. Harris, M.D., individually and as an officer of the
corporation; Ronald E. General, individually and as an officer of
the corporation, and each of the above's agents, representatives,
and employees, directly or through any corporation, subsidiary,
division, or other device, including franchisees, licensees, or
distributors, shall not provide to any person or entity means and
instrumentalities that contain any claim about the benefits,
performance, efficacy, or safety of any food, drug, device, service,
or dietary supplement, unless such claim is true, and substantiated
by competent and reliable scientific evidence.  For purposes of
this Part, "means and instrumentalities" shall mean any
information, including but not necessarily limited to any
advertising, labeling, or promotional materials, for use by
distributors in their marketing or sale of Dr. Harris' Original Snore
Formula tablets or any other food, drug, device, service, or dietary
supplement covered under this order, in or affecting commerce.

V.

IT IS FURTHER ORDERED that respondents, directly or
through any corporation, subsidiary, division, or other device,
including franchisees, licensees, or distributors, in connection
with the manufacturing, labeling, advertising, promotion, offering
for sale, sale, or distribution of any product or service in or
affecting commerce, shall not misrepresent, in any manner
(including but not limited to use of endorsements), expressly or by
implication, the existence, contents, validity, results, conclusions,
or interpretations of any test, study, or research.

VI.

IT IS FURTHER ORDERED that respondents Snore Formula,
Inc., a corporation, its successors and assigns and its officers;
Dennis H. Harris, M.D., individually and as an officer of the
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corporation; and Ronald E. General, individually and as an officer
of the corporation, shall:

A. Within seven (7) days after service of this order upon
respondents, deliver to the Commission a list, in the form
of a sworn affidavit, of all distributors who purchased Dr.
Harris' Original Snore Formula tablets from respondents or
from one of respondents' other distributors on or after
January 1, 2001.  Such list shall include each distributor's
name and address, and, if available, the telephone number
and email address of each distributor.

B. Within thirty (30) days after service of this order upon
respondents, send by first class mail, with postage prepaid,
an exact copy of the notice attached hereto as Attachment A,
showing the date of mailing, to each distributor who
purchased Dr. Harris' Original Snore Formula tablets from
respondents or from one of respondents' other distributors
between January 1, 2001, and the date of service of this
order.  This mailing shall not include any other document.

VII.

IT IS FURTHER ORDERED that respondents Snore Formula,
Inc., a corporation, its successors and assigns and its officers;
Dennis H. Harris, M.D., individually and as an officer of the
corporation; and Ronald E. General, individually and as an officer
of the corporation, shall:

A. For a period of three (3) years following entry of this
order, send a copy of the notice attached hereto
(Attachment A) by first class mail, with postage prepaid,
to any distributor of Dr. Harris' Original Snore Formula
tablets, or any other product or service; provided, however,
that the requirement of this subpart shall not apply to any
distributor who received a copy of the notice attached
hereto (Attachment A) pursuant to the requirements of
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subpart VI.B of this order.  Such notice shall be sent
within one (1) week from the first shipment of
respondent's products or programs to said distributor.  The
mailing shall not include any other documents.

B. Institute a reasonable program of surveillance adequate to
reveal whether any of respondents’ distributors are
disseminating advertisements or promotional materials
that contain any representation about Dr. Harris' Original
Snore Formula tablets, or any other product or service
manufactured by or purchased from respondent, that is
prohibited by Parts I through V of this order.

C. Terminate all sales of Dr. Harris' Original Snore Formula
tablets, or any other food, drug, device, service, or dietary
supplement to any distributor who is engaged in
disseminating advertisements or promotional materials
that contain any representation about Dr. Harris' Original
Snore Formula tablets, or any other product or service
manufactured by or purchased from one or more
respondent, that is prohibited by Parts I through V  of this
order once respondent knows or should know that the
distributor is or has been engaged in such conduct.

VIII.

Nothing in this order shall prohibit respondents from making
any representation for any drug that is permitted in labeling for
such drug under any tentative final or final standard promulgated
by the Food and Drug Administration, or under any new medical
device application approved by the Food and Drug
Administration.  Nor shall it prohibit respondents from making
any representation for any product that is specifically permitted in
labeling for such product by regulations promulgated by the Food
and Drug Administration pursuant to the Nutrition Labeling and
Education Act of 1990.
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IX.

IT IS FURTHER ORDERED that respondents shall, for five
(5) years after the last date of dissemination of any representation
covered by this order, maintain and upon request make available
to the Federal Trade Commission for inspection and copying:

A. All advertisements and promotional materials containing
the representation;

B. All materials that were relied upon in disseminating the
representation; and

C. All tests, reports, studies, surveys, demonstrations, or other
evidence in their possession or control that contradict,
qualify, or call into question the representation, or the
basis relied upon for the representation, including
complaints and other communications with consumers or
with governmental or consumer protection organizations.

X.

IT IS FURTHER ORDERED that respondents shall deliver a
copy of this order to all current and future principals, officers,
directors, and managers, and to all current and future employees,
agents, and representatives having responsibilities with respect to
the subject matter of this order, and shall secure from each such
person a signed and dated statement acknowledging receipt of the
order.  Respondents shall deliver this order to current personnel
within thirty (30) days after the date of service of this order, and to
future personnel within thirty (30) days after the person assumes
such position or responsibilities.

XI.

IT IS FURTHER ORDERED that respondent Snore Formula,
Inc., and its successors and assigns shall notify the Commission at
least thirty (30) days prior to any change in the corporation that
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may affect compliance obligations arising under this order,
including, but not limited to, a dissolution, assignment, sale,
merger, or other action that would result in the emergence of a
successor corporation; the creation or dissolution of a subsidiary,
parent, or affiliate that engages in any acts or practices subject to
this order; the proposed filing of a bankruptcy petition; or a
change in the corporate name or address. Provided, however, that,
with respect to any proposed change in the corporation about
which respondent learns less than thirty (30) days prior to the date
such action is to take place, respondent shall notify the
Commission as soon as is practicable after obtaining such
knowledge.  All notices required by this Part shall be sent by
certified mail to the Associate Director, Division of Enforcement,
Bureau of Consumer Protection, Federal Trade Commission, 600
Pennsylvania Avenue, N.W., Washington, D.C. 20580.

XII.

IT IS FURTHER ORDERED that respondents Dennis H.
Harris, M.D.; Ronald E. General; and Gerald H. Harris, for a
period of ten (10) years after the date of issuance of this order,
notify the Commission of the discontinuance of their current
business or employment, or of their affiliation with any new
business or employment.  The notice shall include respondent's
new business address and telephone number and a description of
the nature of the business or employment and his duties and
responsibilities.  All notices required by this Part shall be sent by
certified mail to the Associate Director, Division of Enforcement,
Bureau of Consumer Protection, Federal Trade Commission, 600
Pennsylvania Avenue, N.W., Washington, D.C. 20580.

XIII.

IT IS FURTHER ORDERED that respondents shall, within
sixty (60) days after service of this order, and at such other times
as the Federal Trade Commission may require, file with the
Commission a report, in writing, setting forth in detail the manner
and form in which they have complied with this order.
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XIV.

This order will terminate on July 24, 2023, or twenty (20) years
from the most recent date that the United States or the Federal
Trade Commission files a complaint (with or without an
accompanying consent decree) in federal court alleging any
violation of the order, whichever comes later; provided, however,
that the filing of such a complaint will not affect the duration of:

A. Any Part in this order that terminates in less than twenty
(20) years;

B. This order's application to any respondent that is not
named as a defendant in such complaint; and

C. This order if such complaint is filed after the order has
terminated pursuant to this Part.

Provided, further, that if such complaint is dismissed or a federal
court rules that the respondent did not violate any provision of the
order, and the dismissal or ruling is either not appealed or upheld
on appeal, then the order will terminate according to this Part as
though the complaint had never been filed, except that the order
will not terminate between the date such complaint is filed and the
later of the deadline for appealing such dismissal or ruling and the
date such dismissal or ruling is upheld on appeal.

By the Commission.
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ATTACHMENT A

LETTER SENT TO DISTRIBUTORS WITH WHOM
 RESPONDENT HAS DONE BUSINESS BETWEEN

JANUARY 1, 2001,
AND THE DATE OF SERVICE OF THIS ORDER

[To Be Printed on Snore Formula, Inc. letterhead]

[NAME AND ADDRESS OF RECIPIENT]

[DATE]

Dear [DISTRIBUTOR'S NAME]:

This letter is to inform you that Snore Formula, Inc., recently
settled a civil dispute with the Federal Trade Commission
regarding its advertising for Dr. Harris' Original Snore Formula
tablets.  Among other things, we have agreed to notify distributors
of the settlement.

As a result of its agreement with the FTC, Snore Formula, Inc.,
has consented to desist from, among other practices, making any
claims about the effect of any food, drug, device, service, or
dietary supplement on any disease, or about the effect of such
food, drug, device, service, or dietary supplement on the structure
or function of the human body, or about any other health benefit,
or the safety, of such product or service, that is not supported by
competent and reliable scientific evidence.  Competent and
reliable scientific evidence is defined as tests, analyses, research,
studies, or other evidence based on the expertise of professionals
in the relevant area, that has been conducted and evaluated in an
objective manner by persons qualified to do so, using procedures
generally accepted in the profession to yield accurate and reliable
results.  Anecdotal evidence and consumer testimonials are not
considered competent and reliable scientific evidence.
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According to the FTC complaint, we did not have a reasonable
basis to claim that Dr. Harris' Original Snore Formula tablets can
prevent sleep apnea in adult and child users of the product who
would otherwise develop sleep apnea; can treat the early stages of
sleep apnea; or can eliminate, prevent, or significantly reduce
snoring; or that scientific testing demonstrates that Dr. Harris'
Original Snore Formula tablets reduce or eliminate snoring or the
sound of snoring for 86% of users.

As always, your responsibility as a distributor is to utilize only
claims made directly from corporate communications or to have
your advertising approved by the corporation before transmitting
it.  Failure to comply with these requirements can result in
termination.

This letter has been provided for your files.  If you have any
questions or if you want a copy of the FTC order, please contact
[insert name and telephone number of respondents’ contact].

___________________________
Snore Formula, Inc.
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Analysis of Proposed Consent Order to Aid Public Comment

The Federal Trade Commission has accepted an agreement,

subject to final approval, to a proposed consent order from Snore

Formula, Inc., its officers Dennis H. Harris, M.D., and Ronald

General, and Gerald L. "Jerry" Harris, also doing business as KJ

Enterprises  ("proposed respondents").  Proposed respondents

market "Dr. Harris' Original Snore Formula" tablets, which are

advertised to be taken by persons who snore.

The proposed consent order has been placed on the public

record for thirty (30) days for reception of comments by interested

persons.  Comments received during this period will become part

of the public record.  After thirty (30) days, the Commission will

again review the agreement and the comments received and will

decide whether it should withdraw from the agreement and take

other appropriate action or make final the agreement's proposed

order.

The Commission's complaint charges that proposed

respondents failed to have a reasonable basis for claims they made

about Dr. Harris' Original Snore Formula tablets' efficacy in

(1) preventing sleep apnea in adult and child users of the product

who would otherwise develop sleep apnea, (2) treating the "early

stages" of sleep apnea, and (3) eliminating, preventing, or

significantly reducing snoring.  Proposed respondents are also

charged with failing to disclose or failing to disclose adequately

that  persons who have symptoms of sleep apnea should consult a

physician because sleep apnea is a potentially life-threatening

condition.  Proposed respondents are further charged with making

false claims that scientific testing establishes that the product can

eliminate, prevent, or significantly reduce snoring in 86% of users. 

The complaint also alleges that Snore Formula, Inc., and its

named officers provided the means and instrumentalities to others

to disseminate false or deceptive claims about the product. 

Finally, the complaint alleges that Dr. Dennis H. Harris, M.D.,

misrepresented, by acting as an expert endorser for the product,

that he had exercised his represented expertise in snoring
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treatment, in the form of an examination or testing of the product

at least as extensive as an expert in the field would normally

conduct.

Part I of the consent order requires that proposed respondents

possess competent and reliable scientific evidence to substantiate

representations that Dr. Harris' Original Snore Formula tablets or

any other food, drug, device, service, or dietary supplement

prevents sleep apnea in adult or child users who would otherwise

develop sleep apnea; treats sleep apnea; or eliminates, prevents, or

reduces snoring.  It further requires that Dennis H. Harris, M.D.,

posses and rely upon competent and reliable scientific evidence

and an actual exercise of his represented expertise to substantiate

representations he makes as an expert endorser.

Part II of the order requires that, for any product or service that

has not been shown to be effective in the treatment of sleep apnea,

proposed respondents must affirmatively disclose, whenever they

represent that a product is effective in eliminating, preventing, or

reducing snoring, a warning statement about sleep apnea and the

need for consultation with a physician or a specialist in sleep

medicine.

Part III of the order requires scientific substantiation for any

future claim about the effect of any food, drug, device, service, or

dietary supplement on any disease, or about the effect of any food,

drug, device, service, or dietary supplement on the structure or

function of the human body, or about any other health benefit, or

the safety, of any covered product or service.    It further requires

that Dennis H. Harris, M.D., posses and rely upon competent and

reliable scientific evidence and an actual exercise of his

represented expertise to substantiate representations he makes as

an expert endorser.

Part IV prohibits Snore Formula, Inc., and its named officers

from providing to any person or entity "means and

instrumentalities" that contain any claim about the benefits,

performance, efficacy, or safety of any food, drug, device, service,
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or dietary supplement, unless such claim is true and substantiated

by competent and reliable scientific evidence.  "Means and

instrumentalities" is defined as any information, including but not

necessarily limited to any advertising, labeling, or promotional

materials, for use by distributors in their marketing or sale of Dr.

Harris' Original Snore Formula or any other food, drug, device,

service, or dietary supplement covered under the order. 

Part V prohibits false claims about scientific support for any

product or service.

Part VI requires Snore Formula, Inc., and its named officers to

disseminate a notice ("Attachment A") about the order to

distributors who have purchased Dr. Harris' Original Snore

Formula tablets from respondents or from one of respondents'

other distributors on or after January 1, 2001.  This notice

indicates that Snore Formula, Inc., has agreed to cease making

challenged representations, and warns distributors that they may

be terminated if they do not conform their representations to the

requirements placed on Snore Formula, Inc.  Part VII of the order

requires dissemination of Attachment A to future distributors, and

that Snore Formula, Inc., monitor their distributors, and terminate

sales to distributors who make representations prohibited by the

order.

The remainder of the proposed order contains standard

requirements that proposed respondents maintain advertising and

any materials relied upon as substantiation for any representation

covered by substantiation requirements of the order; distribute

copies of the order to certain company officials and employees;

notify the Commission of any change in the corporation that may

affect compliance under the order; notify the Commission of any

change in employment by the individual proposed respondents,

and file one or more reports detailing their compliance with the

order.  Part XIV of the proposed order is a provision whereby the

order, absent certain circumstances, terminates twenty years from

the date of issuance.
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This proposed order, if issued in final form, will resolve the

claims alleged in the complaint against the named respondents.  It

is not the Commission's intent that acceptance of this consent

agreement and issuance of a final decision and order will release

any claims against any unnamed persons or entities associated

with the conduct described in the complaint.

The purpose of this analysis is to facilitate public comment on

the proposed order, and is not intended to constitute an official

interpretation of the agreement and proposed order or to modify in

any way their terms.
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IN THE MATTER OF

POLYGRAM HOLDING, INC., ET AL.

OPINION OF THE COMMISSION AND FINAL ORDER IN REGARD TO
ALLEGED VIOLATIONS OF SEC. 5 OF THE

FEDERAL TRADE COMMISSION ACT

Docket 9298; File No. 0010231
Complaint, July 30, 2001--Opinion and Final Order, July 24, 2003

In a unanimous Opinion, the Commission addressed actions taken by
Respondent PolyGram H olding, Inc. (a predecessor to V ivendi Universal, S.A.)
and Warner Communications Inc. – two of the world’s largest music companies
– in connection with a joint venture formed in 1997  to distribute audio and
video  recordings of the 1998  World Cup concert featuring “The Three T enors,”
Jose Carreras, Placido Domingo, and Luciano Pavarotti.  The Commission
determined that PolyGram and W arner agreed to restrict price discounting and
advertising for recordings of the 1990 and 1994 concerts -- before and after the
public release of recordings of the 1998 concert -- in violation of Section 5 of
the Federal Trade Commission Act.  The Final Order, among other things,
prohibits the respondents from soliciting, participating in, entering into,
attempting to enter into, implementing, attempting to implement, continuing,
attempting to continue, or otherwise facilitating or attempting to facilitate any
combination, conspiracy, or agreement, either express or implied, with any
Seller (as defined by the Order) (A) to fix, raise, or stabilize prices or price
levels in connection with the sale in or into the United States of any
prerecorded  music in any physical, electronic, or other  form or format (“Audio
Product”) or of any prerecorded  visual or audiovisual product in any physical,
electronic, or o ther form or format (“Video Product”), or (B) to prohibit,
restrict, regulate, or otherwise place any limitation on any truthful,
nondeceptive advertising or promotion in the United States for any Audio
Product or any V ideo Product.

Participants

For the Commission: Geoffrey M. Green, John Roberti, Cary
Zuk, Melissa Westman-Cherry, Geoffrey D. Oliver, and Richard
B. Dagen.

For the Respondents: Bradley S. Phillips, Glenn D.
Pomerantz, and Stephen E. Morrissey, Munger, Tolles & Olsen.
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