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Complaint

IN THE MATTER OF

THE LASER VISION INSTITUTE, LLC, ET AL.

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

Docket C-4084; File No. 0223053
Complaint, July 8, 2003--Decision, July 8, 2003

This consent order, among other things, prohibits Respondents The Laser
Vision Institute, LLC, Marco Musa, Max Musa, and Marc’Andrea Musa from
representing that LASIK (laser assisted in situ keratomileusis) or any other
refractive surgery services — that is, any surgical procedure designed to improve
the focusing power of the eye by permanently changing the shape of the cornea
(the clear covering of the front of the eye) — (1) eliminate the need for glasses
and contacts for life; (2) eliminate the need for reading glasses; or (3) eliminate
the need for bifocals, unless the claims are substantiated by competent and
reliable scientific evidence. The order also requires the respondents to possess
and rely on competent and reliable scientific evidence to support any future
claims about the benefits, performance, efficacy, or safety of any refractive
surgery service. In addition, the order prohibits the respondents from
misrepresenting (1) that consumers will receive a free consultation that
determines their candidacy for LASIK or any other refractive surgery services;
(2) the cost to consumers to have their candidacy for refractive surgery services
determined; or (3) the information consumers will receive during a consultation
for refractive surgery services.

Participants

For the Commission: Matthew Daynard, Heather Hippsley,
Mary K. Engle and Carolyn Cox.
For the Respondents: Matthew Zifrony, and Tripp Scott, LLC.

COMPLAINT

The Federal Trade Commission, having reason to believe that
The Laser Vision Institute, LLC, a corporation, and Marco Musa,
Max Musa, and Marc’ Andrea Musa, individually and as officers
of the corporation ("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:
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1. Respondent The Laser Vision Institute, LLC ("LVI"), is a
Florida corporation with its principal office or place of business at
3801 South Congress Avenue, Lake Worth, Florida 33461.

2. Respondent Marco Musa is president of LVI. Individually, or
in concert with others, he formulates, directs, controls, or
participates in the policies, acts, or practices of LVI, including the
acts and practices alleged in this complaint. His principal office
or place of business is the same as that of LVI.

3. Respondent Max Musa is the chief executive officer of LVI.
Individually, or in concert with others, he formulates, directs,
controls, or participates in the policies, acts, or practices of LVI,
including the acts and practices alleged in this complaint. His
principal office or place of business is the same as that of LVI.

4. Respondent Marc’ Andrea Musa is vice-president of LVL
Individually, or in concert with others, he formulates, directs,
controls, or participates in the policies, acts, or practices of LVI,
including the acts and practices alleged in this complaint. His
principal office or place of business is the same as that of LVI.

5. Respondents have advertised, offered for sale, and sold directly
to the public refractive surgery services designed to improve the
focusing power of the eye by permanently changing the shape of
the cornea (the clear covering of the front of the eye), thereby
reducing patients’ dependence on eyeglasses and contact lenses.
These surgery services include, among others, LASIK (laser
assisted in situ keratomileusis). In LASIK, a computer-assisted
surgical knife, called a microkeratome, is used to cut a flap in the
cornea. A hinge is left at one end of the flap. The flap is folded
back revealing the stroma, the middle section of the cornea.
Pulses from a computer-controlled excimer laser then vaporize a
portion of the stroma and the flap is replaced. Excimer lasers and
the microkeratome are "devices" within the meaning of Sections
12 and 15 of the Federal Trade Commission Act, and refractive
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surgery services are “services” within the meaning of Section 12
of the Federal Trade Commission Act.

6. The acts and practices of respondents alleged in this complaint
have been in or affecting commerce, as "commerce" is defined in
Section 4 of the Federal Trade Commission Act.

7. Respondents have disseminated or have caused to be
disseminated advertisements, including but not necessarily limited
to the attached Exhibits A - D, print advertisements, and Exhibit
E, portions of a website located at www.laservisioninstitute.com.
These advertisements contain the following statements:

Print Advertising

“FREE YOURSELF from the dependence of glasses
and contacts! LASIK Laser Vision Correction...

‘Eliminate your need for reading glasses... I did, and I do
surgery with it!”” Dr. Richard Livernois Lasik Surgeon/A
Lasik Patient...

Lasik as little as $499...

The Laser Vision Institute...CALL OR COME BY
ANYTIME FOR A FREE CONSULTATION (Exhibit A)

k %k ok

Change Your Life Forever...

with the miracle of LASIK $499...

Come see how this miraculous, effective, and simple procedure
can eliminate a lifetime of dependence on glasses and contacts
in a matter of seconds!

CALL OR COME BY ANYTIME FOR A FREE
CONSULTATION ($50 Value)...

Eliminate your need for bifocals... ‘I did, and I do surgery with
it!” Dr. Richard Livernois Lasik Surgeon/A Lasik Patient
(Exhibit B)

* sk ok
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....The Laser Vision Institute...YOU MAY NEVER
NEED CONTACTS OR GLASSES AGAIN!...CALL FOR A
FREE CONSULTATION (Exhibit C)

* sk ok

LASIK . ... We can now treat Farsightedness and
Astigmatism! If you weren’t a candidate before, you might
be onenow! . ... CALL OR COME IN ANYTIME FOR A
FREE CONSULTATION .... (Exhibit D)

Web site

Home Page

[Four- page Flash program coupled with depiction of a
woman’s face without eyewear] imagine independence from
ill-fitting glasses . . . or contact lenses that dry and tear . . .
Change the way you look at life . . . get LASIK laser vision
correction . . . at convenient locations throughout the US . . .
using State of the Art Technology

[A boxed and highlighted link at the top right side of each page
states ‘Book a FREE Consultation’]

about LASIK [page link]

Imagine freedom from your ill-fitting, uncomfortable glasses
that constantly fog up. Imagine life without the daily hassle of
contact lenses that dry out or tear. Thanks to the Laser Vision
Institute, you may say goodbye to glasses or contact lenses. . . .

[A boxed and highlighted link at the top right side of the page
states ‘Book a FREE Consultation’]

how the eye works [page link]
Presbyopia . . . LASIK can correct your distance vision, but
you may still need glasses for close-up activities. . . . [p.2 of 2]
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considerations [page link]

At The Laser Vision Institute we will conduct a thorough
evaluation to determine candidacy for LASIK. During your
consultation, you will receive a detailed Patient Consent Form
that will describe the procedure and the risks in detail. One of
our staff members will review the form with you and answer
your questions. . . .

[A boxed and highlighted link at the top right side of the page
states ‘Book a FREE Consultation’]

frequently asked questions [page link]

Am I a good candidate?

Requires a comprehensive eye examination by our doctors to
know for certain if you are a candidate.

More on considerations > [page link]

[A boxed and highlighted link at the top right side of the page
states ‘Book a FREE Consultation’]

about us: Testimonials [page link]
¢...It is so wonderful to be able to go in a store and be able to
read labels and price tags. Read the newspaper without

glasses...” Linda Brooks

[A boxed and highlighted link at the top right side of the first
page states ‘Book a FREE Consultation’] (Exhibit E)

8. Through the means described in Paragraph 7, respondents have
represented, expressly or by implication, that LVI’s LASIK
services:

A. Eliminate the need for glasses and contacts for life.

B. Eliminate the need for reading glasses.

C. Eliminate the need for bifocals.
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9. 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 8, at the time the
representations were made.

10. In truth and in fact, respondents did not possess and rely
upon a reasonable basis that substantiated the representations set
forth in Paragraph 8§, at the time the representations were made.
Among other reasons, LASIK surgery does not eliminate most
peoples’ need for reading glasses. Therefore, the representation
set forth in Paragraph 9 was, and is, false or misleading.

11. Through the means described in Paragraph 7, respondents
have represented, expressly or by implication, that consumers will
receive a free consultation that determines their candidacy for
LASIK.

12. In truth and in fact, consumers do not receive a free
consultation that determines their candidacy for LASIK. Indeed,
consumers receive a free, initial meeting with an LVI
representative. At this meeting, consumers receive a quoted price
for the procedure based on their prescription and other desired
services, and are required to pay a $300 deposit before the risks
and limitations of LASIK are disclosed to them and their
candidacy is determined by a health care professional at a future
time. The $300 deposit is non-refundable if, after the
consultation, consumers elect not to undergo the procedure.
Consumers are refunded $200 of the deposit if they are later
rejected as medical candidates. Therefore, the representation set
forth in paragraph 11 was, and is, false or misleading.

13.  The acts and practices of respondents as alleged in this
complaint constitute unfair or deceptive acts or practices, and the
making of false advertisements, in or affecting commerce in
violation of Sections 5(a) and 12 of the Federal Trade
Commission Act.
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THEREFORE, the Federal Trade Commission this eighth 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 attorney, 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 party
pursuant to section 2.34 of its Rules, now in further conformity
with the procedure prescribed in section 2.34 of its Rules, the
Commission hereby issues its complaint, makes the following
jurisdictional findings and enters the following order:

1. Respondent The Laser Vision Institute, LLC ("LVI"), is a
Florida corporation with its principal office or place of business at
3801 South Congress Avenue, Lake Worth, Florida 33461.
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2. Respondent Marco Musa is the President 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 LVL

3. Respondent Max Musa is the Chief Executive 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 LVI.

4. Respondent Marc’ Andrea Musa is the Vice-President 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 LVI.

5. The Federal Trade Commission has jurisdiction of the subject
matter of this proceeding and of the respondent, 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 The
Laser Vision Institute, LLC, a corporation, its successors and
assigns and its officers; Marco Musa, Max Musa, and

Marc’ Andrea Musa, individually and as officers of the
corporation; and each of the above's agents, representatives, and
employees.
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2. "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.

3. "Refractive surgery services” shall mean any surgical
procedure designed to improve the focusing power of the eye by
permanently changing the shape of the comea.

4. "Device," shall mean as defined in Section 15 of the Federal
Trade Commission Act, 15 U.S.C. § 55.

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

L

IT IS ORDERED that respondents, directly or through any
corporation, subsidiary, division, or other device, in connection
with the advertising, promotion, offering for sale, or sale of
LASIK surgery services or any other refractive surgery services, in
or affecting commerce, shall not represent, in any manner,
expressly or by implication, that such services:

A. Eliminate the need for glasses and contacts for life;

B. Eliminate the need for reading glasses; or

C. Eliminate the need for bifocals, unless, at the time it is
made, respondents possess and rely upon competent and

reliable scientific evidence that substantiates the
representation.
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IL.

IT IS FURTHER ORDERED that respondents, directly or
through any corporation, subsidiary, division, or other device, in
connection with the advertising, promotion, offering for sale, or
sale, of LASIK refractive surgery services or any other refractive
surgery services, in or affecting commerce, shall not make any
representation, in any manner, expressly or by implication, about
the efficacy, safety, performance, or benefits of such services,
unless, at the time it is made, respondents possess and rely upon
competent and reliable scientific evidence that substantiates the
representation.

III.

IT IS FURTHER ORDERED that respondents, directly or
through any corporation, subsidiary, division, or other device, in
connection with the advertising, promotion, offering for sale, or
sale, of LASIK refractive surgery services or any other refractive
surgery services, in or affecting commerce, shall not misrepresent,
in any manner, expressly or by implication:

A. That consumers will receive a free consultation that
determines their candidacy for LASIK or any other
refractive surgery services,

B. The cost to consumers to have their candidacy for refractive
surgery services determined, or

C. The information consumers will receive during a
consultation for refractive surgery services.

IV.

Nothing in this order shall prohibit respondents from making
any representation for any device that is permitted in labeling for
such device under any new medical device application approved
by the Food and Drug Administration.
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V.

IT IS FURTHER ORDERED that respondent The Laser Vision
Institute, LLC, and its successors and assigns, and respondents
Marco Musa, Max Musa, and Marc’ Andrea Musa 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.

VL

IT IS FURTHER ORDERED that respondent The Laser Vision
Institute, LLC, and its successors and assigns, and respondents
Marco Musa, Max Musa, and Marc’ Andrea Musa shall deliver a
copy of this order to all current and future principals, officers, and
directors, 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.



36 FEDERAL TRADE COMMISSION DECISIONS
VOLUME 136

Decision and Order

VIL

IT IS FURTHER ORDERED that respondent The Laser Vision
Institute, LLC., and its successors and assigns shall notify the
Commission at least thirty (30) days prior to any change in the
corporation that 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.

VIIL

IT IS FURTHER ORDERED that respondents Marco Musa,
Max Musa, and Marc’ Andrea Musa, for a period of five (5) years
after the date of issuance of this order, shall notify the
Commission of the discontinuance of their individual current
business or employment, or of their individual affiliation with any
new business or employment in the eye care industry. 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.
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IX.

IT IS FURTHER ORDERED that respondent The Laser Vision
Institute, and its successors and assigns, and respondents Marco
Musa, Max Musa, and Marc’ Andrea Musa 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.

X.

This order will terminate on July 8, 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 viola-
tion 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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Analysis of Proposed Consent Order to Aid Public Comment

The Federal Trade Commission has accepted, subject to final
approval, an agreement containing a consent order from The Laser
Vision Institute, LLC and its principals, Marco Musa, Max Musa,
and Marc’Andrea Musa (collectively, “LVI”).

The proposed consent order has been placed on the public
record for thirty (30) days for receipt 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 or make
final the agreement's proposed order.

This matter involves alleged misleading representations about
LASIK (laser assisted in situ keratomileusis) refractive surgery
services designed to improve the focusing power of the eye by
permanently changing the shape of the comea (the clear covering
of the front of the eye), thereby reducing patients’ dependence on
eyeglasses and contact lenses.

The complaint alleges that LVI failed to substantiate claims
that its LASIK surgery services: (1) eliminate the need for glasses
and contacts for life; (2) eliminate the need for reading glasses;
and (3) eliminate the need for bifocals. Among other reasons, the
complaint alleges that LASIK surgery does not eliminate most
peoples’ need for reading glasses.

According to the FTC complaint, LVI falsely claimed that
consumers will receive a free consultation that determines their
candidacy for LASIK. In fact, the complaint alleges that
consumers receive a free, initial meeting with an LVI
representative during which consumers receive a quoted price for
the procedure based on their prescription and other desired
services, and are required to pay a $300 deposit before the risks
and limitations of LASIK are disclosed to them and their
candidacy is determined by a health care professional at a future
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time. The $300 deposit is non-refundable if, after the
consultation, consumers elect not to undergo the procedure.
Consumers are refunded $200 of the deposit if they are later
rejected as medical candidates.

The proposed consent order contains provisions designed to
prevent LVI from engaging in similar acts and practices in the
future.

Part I of the order prohibits claims that LASIK surgery services
or any other refractive surgery services: (1) eliminate the need for
glasses and contacts for life; (2) eliminate the need for reading
glasses; or (3) eliminate the need for bifocals, unless the claims
are substantiated by competent and reliable scientific evidence.
“Refractive surgery services” are defined as any surgical
procedure designed to improve the focusing power of the eye by
permanently changing the shape of the comea.

Part II of the order requires that future claims about the
benefits, performance, efficacy, or safety of any refractive surgery
service be substantiated by competent and reliable scientific
evidence.

Part III of the order prohibits LVI from misrepresenting:
(1) that consumers will receive a free consultation that determines
their candidacy for LASIK or any other refractive surgery
services; (2) the cost to consumers to have their candidacy for
refractive surgery services determined; or (3) the information
consumers will receive during a consultation for refractive surgery
services.

Part I'V of the order permits device claims approved by the
FDA under any new medical device application.

Parts V and VI of the order require LVI to keep copies of
relevant advertisements and materials substantiating claims made
in the advertisements, and provide copies of the order to certain of
its personnel.
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Part VII of the order requires the corporate respondent to notify
the Commission of changes in corporate structure.

Part VIII of the order requires the individual respondents to
notify the Commission of their employment status in the eye care
industry.

Part IX of the order requires LVI to file compliance reports
with the Commission, and . Part X provides that the order will
terminate after twenty (20) years under certain circumstances.

The purpose of this analysis is to facilitate public comment on
the proposed order, and it 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

LCA-VISION, INC. d/b/a LASIKPLUS

CONSENT ORDER, ETC., INREGARD TO ALLEGED VIOLATIONS OF
SEC. 5 AND SEC. 12 OF THE FEDERAL TRADE COMMISSION ACT

Docket C-4083; File No. 0223098
Complaint, July 8, 2003--Decision, July 8, 2003

This consent order, among other things, prohibits Respondent LCA-Vision,
Inc., doing business as LasikPlus, from representing that LASIK (laser assisted
in situ keratomileusis) or any other refractive surgery services — that is, any
surgical procedure designed to improve the focusing power of the eye by
permanently changing the shape of the cornea (the clear covering of the front of
the eye) — (1) eliminate the need for glasses and contacts for life; (2) pose
significantly less risk to patients’ eye health than wearing glasses or contacts; or
(3) eliminate the risk of glare and haloing, unless the claims are substantiated
by competent and reliable scientific evidence. The order also requires the
respondents to possess and rely on competent and reliable scientific evidence to
support any future claims about the benefits, performance, efficacy, or safety of
any refractive surgery service.

Participants

For the Commission: Matthew Daynard, Mary K. Engle and
Carolyn Cox.

For the Respondent: J. Beckwith Burr, Wilmer, Cutler &
Pickering.

COMPLAINT

The Federal Trade Commission, having reason to believe that
LCA-Vision, Inc., a corporation ("respondent"), has 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 LCA-Vision, Inc. ("LCA") is a Delaware
corporation with its principal office or place of business at 7840
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Montgomery Road, Cincinnati, Ohio 45236. LCA provides
refractive surgery services under the brand name LasikPlus.

2. The acts and practices of respondent alleged in this complaint
have been in or affecting commerce, as "commerce" is defined in
Section 4 of the Federal Trade Commission Act.

3. Respondent has advertised, offered for sale, and sold directly to
the public refractive surgery services designed to improve the
focusing power of the eye by permanently changing the shape of
the cornea (the clear covering of the front of the eye), thereby
reducing patients’ dependence on eyeglasses and contact lenses.
These surgery services include, among others, LASIK (laser
assisted in situ keratomileusis). In LASIK, a computer-assisted
surgical knife, called a microkeratome, is used to cut a flap in the
cornea. A hinge is left at one end of the flap. The flap is folded
back revealing the stroma, the middle section of the cornea.
Pulses from a computer-controlled excimer laser then vaporize a
portion of the stroma and the flap is replaced. Excimer lasers and
microkeratomes are "devices" within the meaning of Sections 12
and 15 of the Federal Trade Commission Act, and refractive
surgery services are “services” within the meaning of Section 12
of the Federal Trade Commission Act.

4. Respondent has disseminated or has caused to be disseminated
advertisements through various broadcast, print, and outdoor
display media, public seminars, and direct mail, including but not
necessarily limited to the attached Exhibits A - E. These
advertisements contain the following statements:

Television

ANNCR: But now there’s a way you could be free from your
glasses or contacts forever...[Graphic: LasikPlus logo plus
super: A LIFETIME OF BETTER SIGHT...IN JUST
MINUTES!] Voice-over: You could enjoy a lifetime of better
sight in just minutes with LasikPlus. . . . [Exhibit A]
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Print (Newspapers)

20/20 Vision for $649! per eye... Now you can afford to get
rid of your glasses and contacts for life! So many former
eyeglass and contact lens wearers are celebrating the fact that
Laser Vision Correction has improved their lives and released
them from the on-going hassle and expense of glasses and
contacts. . . .[Exhibit B]

Qutdoor/Airport

20/20 Vision for $649+ per eye Limited Time Only!
Now you can afford to get rid of your corrective lenses for
life! [Exhibit C]

Direct Mail

Fed up with the ongoing expense and hassle of contacts?
LasikPlus lets you throw away your lenses for life!

With LasikPlus laser vision correction, you could have a
lifetime of better sight without lenses!. . . . [Exhibit D]

Magazines

Sports lllustrated (Dec. 3, 2001), U.S. News & World Report
(Dec. 3, 2001), Time (Dec. 2001) Newsweek (Dec. 2001):

America Abandons Glasses & Contacts
Laser Vision Correction Myths Exposed

Leading Eye Doctors Deal With The Widespread Media
Disinformation About Our Nation’s Most Popular Elective
Surgery. The media have greatly exaggerated and in some
cases, completely misrepresented the few problems that can
occur with laser vision correction. As with any surgical
procedure there are risks. But compared with those associated
with contacts and glasses, they are minimal. . . .
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Over 2 Million People Now Enjoy the Wonders of
Excellent Vision Without the Use of Contacts or
Glasses.

MYTH #1
Laser Vision Correction is Risky

FACTS: Risky? People who wear contact lenses face many
more risks from infections or corneal damage. In fact, laser
vision correction can eliminate risks often associated with
wearing contacts or glasses.

Any problems that may have occurred have usually been the
result of people being approved for the procedure when they
shouldn’t have been. . . .

MYTH #2
Laser Vision Correction Causes Glare & Halos

FACTS: Glare and halos at night are caused when the
treatment area does not cover the total area of the dilated pupil.
This may create a starburst effect around lights at night. Those
providers who offer a choice of the latest FDA approved laser
technology can customize the treatment area to accommodate
almost any pupil size. This virtually eliminates the risk of
glare or haloing.

MYTH #3
Laser Vision Correction Can Cause Blindness

FACTS: Not true...laser vision correction uses a cool beam
laser that does not harm tissue. On the other hand, broken
lenses from glasses have caused blindness. Contacts have also
led to loss of sight from infections or corneal damage. . . .
LasikPlus Vision Center Doctors Believe Your Greatest
Safety Assurance Is Knowing All the Facts. . . . . If you are
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interested in enjoying the wonders of 20/20 vision or better
without the hassle and expense of contacts or glasses, call
LasikPlus. [Exhibit E]

5. Through the means described in Paragraph 4, respondent has
represented, expressly or by implication, that LCA’s refractive
surgery services:

A. FEliminate the need for glasses and contacts for life.

B. Pose significantly less risk to patients’ eye health than
wearing glasses or contacts.

C. Eliminate the risk of glare and haloing, a starburst effect
around lights at night, that can be caused by the LASIK
procedure.

6. Through the means described in Paragraph 4, respondent has
represented, expressly or by implication, that it possessed and
relied upon a reasonable basis that substantiated the
representations set forth in Paragraph 5, at the time the
representations were made.

7. In truth and in fact, respondent did not possess and rely upon a
reasonable basis that substantiated the representations set forth in
Paragraph 5, at the time the representations were made.
Therefore, the representation set forth in Paragraph 6 was, and is,
false or misleading.

8. The acts and practices of respondent as alleged in this
complaint constitute unfair or deceptive acts or practices, 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 eighth day
of July, 2003, has issued this complaint against respondent.

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 respondent named
in the caption hereof, and the respondent 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 respondent with violation of the Federal Trade
Commission Act; and

The respondent, its attorneys, and counsel for Federal Trade
Commission having thereafter executed an agreement containing a
consent order, an admission by the respondent 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 respondent
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 respondent
has 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 party pursuant to section
2.34 of its Rules, now in further conformity with the procedure
prescribed in section 2.34 of its Rules, the Commission hereby
issues its complaint, makes the following jurisdictional findings
and enters the following order:

1. Respondent LCA-Vision, Inc. ("LCA"), is a Delaware
corporation with its principal office or place of business at 7840
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Montgomery Road, Cincinnati, Ohio 45236. LCA provides
refractive surgery services under the name LasikPlus.

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

ORDER
DEFINITIONS

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

1. Unless otherwise specified, "respondent” shall mean LCA-
Vision, Inc., a corporation, its successors and assigns and its
officers, agents, representatives, and employees.

2. "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.

3. "Refractive surgery services” shall mean any surgical
procedure designed to improve the focusing power of the eye by
permanently changing the shape of the comea.

4. "Device," shall mean as defined in Section 15 of the Federal
Trade Commission Act, 15 U.S.C. § 55.

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

IT IS ORDERED that respondent, directly or through any
corporation, subsidiary, division, or other device, in connection
with the advertising, promotion, offering for sale, or sale of
LASIK surgery services or any other refractive surgery services, in
or affecting commerce, shall not represent, in any manner,
expressly or by implication, that such services:

A. Eliminate the need for glasses and contacts for life;

B. Pose significantly less risk to patients’ eye health than
wearing glasses or contacts; or

C. Eliminate the risk of glare and haloing,

unless, at the time it is made, respondent possesses and relies
upon competent and reliable scientific evidence that substantiates
the representation.

IL.

IT IS FURTHER ORDERED that respondent, directly or
through any corporation, subsidiary, division, or other device, in
connection with the advertising, promotion, offering for sale, or
sale, of any LASIK surgery services or any other refractive
surgery services, in or affecting commerce, shall not make any
representation, in any manner, expressly or by implication, about
the benefits, performance, efficacy, or safety of any such services,
unless, at the time it is made, respondent possesses and relies
upon competent and reliable scientific evidence that substantiates
the representation.

II.

Nothing in this order shall prohibit respondent from making
any representation for any device that is permitted in labeling for
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such device under any new medical device application approved
by the Food and Drug Administration.

IV.

IT IS FURTHER ORDERED that respondent and its
successors and assigns 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.

V.

IT IS FURTHER ORDERED that respondent and its
successors and assigns shall deliver a copy of this order to all
current and future principals, officers, directors, managers,
employees, agents, and representatives having responsibilities for
developing, contracting for, and/or approving marketing
campaigns, marketing materials, advertisements, or claims, and
shall secure from each such person a signed and dated statement
acknowledging receipt of the order. Respondent 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.
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VL

IT IS FURTHER ORDERED that respondent and its
successors and assigns shall notify the Commission at least thirty
(30) days prior to any change in the corporation that 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.

VIL

IT IS FURTHER ORDERED that respondent and its
successors and assigns 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 it has
complied with this order.

VIIL

This order will terminate on July 8, 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 viola-
tion of the order, whichever comes later; provided, however, that
the filing of such a complaint will not affect the duration of:
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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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Analysis of Proposed Consent Order to Aid Public Comment

The Federal Trade Commission has accepted, subject to final
approval, an agreement containing a consent order from LCA-
Vision, Inc. d/b/a LasikPlus (“LCA”).

The proposed consent order has been placed on the public
record for thirty (30) days for receipt 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 or make
final the agreement's proposed order.

This matter involves allegedly misleading representations
about LASIK (laser assisted in situ keratomileusis) refractive
surgery services designed to improve the focusing power of the
eye by permanently changing the shape of the comea (the clear
covering of the front of the eye), thereby reducing patients’
dependence on eyeglasses and contact lenses.

According to the FTC complaint, LCA failed to have
substantiation for the claims that its LASIK surgery services:
(1) eliminate the need for glasses and contacts for life; and
(2) pose significantly less risk to patients’ eye health than wearing
glasses or contacts. Among other reasons, LASIK surgery does
not eliminate most peoples’ need for reading glasses, and the
relative risks of LASIK surgery and wearing contact lenses over
time are not readily comparable. The complaint further alleges
that LCA did not have substantiation for its claim that its LASIK
surgery services eliminate the risk of glare and haloing, a starburst
effect around lights at night, that can be caused by the LASIK
procedure.

The proposed consent order contains provisions designed to
prevent LCA from engaging in similar acts and practices in the
future.
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Part I of the order prohibits claims that LASIK surgery services
or any other refractive surgery services: (1) eliminate the need for
glasses and contacts for life; (2) pose significantly less risk to
patients’ eye health than wearing glasses or contacts; or
(3) eliminate the risk of glare and haloing, unless the claims are
substantiated by competent and reliable scientific evidence.
“Refractive surgery services” are defined as any surgical
procedure designed to improve the focusing power of the eye by
permanently changing the shape of the comea.

Part II of the order requires that future claims about the
benefits, performance, efficacy, or safety of any refractive surgery
service be substantiated by competent and reliable scientific
evidence.

Part I1I of the order permits device claims approved by the
FDA under any new medical device application.

Parts IV, V, VI, and VII of the order require LCA to keep
copies of relevant advertisements and materials substantiating
claims made in the advertisements, to provide copies of the order
to certain of its personnel, to notify the Commission of changes in
corporate structure, and to file compliance reports with the
Commission. Part VIII provides that the order will terminate after
twenty (20) years under certain circumstances.

The purpose of this analysis is to facilitate public comment on
the proposed order, and it 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

GROSSMONT ANESTHESIA SERVICES MEDICAL
GROUP, INC.

CONSENT ORDER, ETC., INREGARD TO ALLEGED VIOLATIONS OF
SEC. 5 OF THE FEDERAL TRADE COMMISSION ACT

Docket C-4086; File No. 0210006
Complaint, July 11, 2003--Decision, July 11, 2003

This consent order, among other things, prohibits Respondent Grossmont
Anesthesia Services Medical Group, Inc. — a group of approximately 10
anesthesiologists in San Diego County, California, who are also members of the
medical staff of Grossmont Hospital in La Mesa, California — from entering into
or facilitating agreements between or among medical practices (1) to negotiate,
to fix, or to establish any fee, stipend, or any other term of reimbursement for
the provision of anesthesia services; (2) to deal, to refuse to deal, or to threaten
to refuse to deal with any payor of anesthesia services; or (3) to reduce, or to
threaten to reduce, the quantity of anesthesia services provided to any purchaser
of anesthesia services. The order also prohibits the respondent from attempting
to engage in — or from encouraging, pressuring, or attempting to induce any
person to engage in — any action prohibited by the order.

Participants

For the Commission: John Wiegand, Kerry O’Brien, Lisa D.
Rosenthal, Gwen Fanger, Erika Wodinsky, Jeffrey Klurfeld, D.
Bruce Hoffman, Louis Silvia, Mary T. Coleman, and Randi
Boorstein.

For the Respondent: David Diehl, MD., pro se.

COMPLAINT

The Federal Trade Commission (“Commission’), having
reason to believe that Grossmont Anesthesia Services Medical
Group, Inc., a California corporation, (“Respondent” or “GAS”)
has violated Section 5 of the Federal Trade Commission Act
(“FTC Act”), as amended, 15 U.S.C. § 45, and it appearing to the
Commission that this proceeding is in the public interest, alleges:
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PARAGRAPH 1: GAS is a professional corporation organized,
existing, and doing business under and by virtue of the laws of the
State of California, with its office and principal place of business
located at 5101 Garfield Street, La Mesa, CA 91941. GAS is
composed of approximately 10 anesthesiologists.

PARAGRAPH 2: Anesthesia Service Medical Group, Inc.
(“ASMG”) is a professional corporation organized, existing, and
doing business under and by virtue of the laws of the State of
California, with its office and principal place of business located
at 3626 Ruffin Road, San Diego, CA 92123. ASMG employs
approximately 180 anesthesiologists.

PARAGRAPH 3: At all times relevant to this Complaint,
ASMG and GAS have provided, and do provide, anesthesia
services for a fee to patients in San Diego County, California.

PARAGRAPH 4: Except to the extent that competition has been
restrained as alleged in this Complaint, ASMG and GAS have
competed, and do compete, with each other to provide anesthesia
services in San Diego County, California.

PARAGRAPH 5: ASMG and GAS anesthesiologists are, or
have been, members of the medical staff of Grossmont Hospital in
La Mesa, a municipality in central San Diego County, California.
ASMG and GAS anesthesiologists make up approximately 75
percent of the anesthesiologists with active medical staff
privileges at Grossmont Hospital and work on approximately 70
percent of the cases that require anesthesia services at the hospital.

PARAGRAPH 6: Respondent is, and at all relevant times has
been, engaged in commerce, as “commerce” is defined in Section
4 of the FTC Act, 15 U.S.C. § 44.

PARAGRAPH 7: Respondent is, and at all relevant times has
been, a corporation, as “corporation” is defined in Section 4 of the
FTC Act, 15 U.S.C. § 44.
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DELIVERY OF ANESTHESIA SERVICES IN SAN DIEGO
COUNTY

PARAGRAPH 8: Anesthesiologists provide anesthesia services
to patients primarily at general acute care hospitals and outpatient
surgery centers. Those services include evaluating a patient
before surgery, consulting with the surgical team, providing pain
control and support-of-life functions during surgery, supervising
care after surgery in the recovery unit, and medically discharging
the patient from the recovery unit.

PARAGRAPH 9: In addition to working on scheduled surgical
procedures, anesthesiologists work on unscheduled obstetric and
emergency cases at general acute care hospitals. An
anesthesiologist who remains available to work on unscheduled
cases is said to be “taking call.”

PARAGRAPH 10: Anesthesiologists in San Diego County are
reimbursed for their services from several sources. Health
insurance companies and other third-party payors typically
reimburse anesthesiologists for services rendered to their
subscribers during scheduled and unscheduled medical procedures
and obstetrical cases through contracts that establish fees and
other competitively significant terms. In addition, some hospitals
pay anesthesiologists “stipends” for taking call and/or for
rendering services to uninsured patients. Some hospitals pay
anesthesiologists stipends through contracts that establish a
stipend amount and other competitively significant terms.

PARAGRAPH 11: Absent agreements among competing
anesthesiologists, competing anesthesiologists or anesthesiology
groups decide independently whether to seek a stipend from a
hospital and the amount of the stipend. They also decide
independently whether they will terminate or restrict the services
they provide to unscheduled or uninsured patients if the hospital
refuses to pay them a stipend or if they are dissatisfied with the
stipend.



68 FEDERAL TRADE COMMISSION DECISIONS
VOLUME 136

Complaint

PARAGRAPH 12: Grossmont Hospital does not now, and has
not in the past, paid its anesthesiologists a stipend for taking call
or for rendering services to uninsured emergency room patients.

AGREEMENT TO RESTRAIN TRADE

PARAGRAPH 13: As early as February 2001, ASMG and GAS
discussed between themselves a joint strategy to secure stipends
from Grossmont Hospital for taking obstetric call and for
rendering services to uninsured emergency room patients. As part
of these communications, ASMG and GAS discussed stipend
amounts that they both would demand from Grossmont Hospital.
Eventually, ASMG and GAS agreed on the stipend amount both
groups would demand from Grossmont Hospital for taking
obstetric call.

PARAGRAPH 14: In July 2001, ASMG sent a formal request to
Grossmont Hospital on behalf of ASMG anesthesiologists for a
daily obstetric stipend of $1,000, which was the price ASMG had
agreed upon with GAS. ASMG also mentioned that it would be
sending the hospital a separate proposal regarding a stipend for the
uninsured emergency room patients. Grossmont Hospital rejected
ASMG’s proposal, and ASMG communicated this rejection to
GAS. Inresponse, ASMG and GAS discussed between
themselves whether they would reduce the hours for which they
would take call. They agreed to maintain a solid front against the
hospital to prevent the hospital from (1) negotiating separately
with each group to reduce the amount of the stipend or (2) seeking
services solely from one group to the exclusion of the other.
ASMG and GAS also agreed to meet with Grossmont Hospital
administrators and agreed on a strategy for the meeting.

PARAGRAPH 15: In January 2002, ASMG and GAS met
jointly with Grossmont Hospital administrators to discuss their
demands for stipends for taking obstetric call and for rendering
services to uninsured emergency room patients. At that meeting,
ASMG and GAS demanded that the hospital pay them stipends,
but the hospital refused. In March 2002, ASMG and GAS again
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discussed between themselves the hospital’s refusal to pay them
stipends. ASMG and GAS also discussed reducing their hours of
availability for taking call to increase their negotiating power with
the hospital.

PARAGRAPH 16: Through the acts and practices described
above, GAS has agreed, combined, or conspired with ASMG to
restrain competition by, among other things, facilitating,
negotiating, entering into, and/or implementing agreements
between itself and ASMG on fees, quantity of anesthesia services
provided, and other competitively significant terms.

PARAGRAPH 17: Respondent’s acts and practices described
above constitute unfair methods of competition in violation of
Section 5 of the FTC Act, 15 U.S.C. § 45. Such acts and practices
or their effects are continuing and will continue or recur in the
absence of the relief requested.

WHEREFORE, THE PREMISES CONSIDERED, the
Federal Trade Commission on this eleventh day of July, 2003,

issues its Complaint against Respondent.

By the Commission.
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DECISION AND ORDER

The Federal Trade Commission (“Commission”) having
initiated an investigation of certain acts and practices of
Grossmont Anesthesia Services Medical Group, Inc., hereinafter
sometimes referred to as “Respondent,” and Respondent having
been furnished thereafter with a copy of the draft of Complaint
that the Commission staff proposed to present to the Commission
for its consideration and which, if issued, would charge
Respondent with violations of Section 5 of the Federal Trade
Commission Act, as amended, 15 U.S.C. § 45; and

Respondent and counsel for the Commission having thereafter
executed an Agreement Containing Consent Order to Cease and
Desist (“Consent Agreement”), containing an admission by
Respondent of all the jurisdictional facts set forth in the aforesaid
draft of Complaint, a statement that the signing of said Consent
Agreement is for settlement purposes only and does not constitute
an admission by Respondent 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 Respondent
has violated the said Act, and that a Complaint should issue
stating its charges in that respect, and having accepted the
executed Consent Agreement and placed such Consent 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 interested persons
pursuant to section 2.34 of its Rules, now in further conformity
with the procedure described in Commission Rule 2.34, 16 C.F.R.
§ 2.34, the Commission hereby issues its Complaint, makes the
following jurisdictional findings and issues the following Order:

1. Respondent Grossmont Anesthesia Services Medical Group,
Inc. is a professional corporation organized, existing, and doing
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business under and by virtue of the laws of the State of California,
with its office and principal place of business located at 5101
Garfield Street, La Mesa, CA 91941.

2. The Federal Trade Commission has jurisdiction of the

subject matter of this proceeding and of the Respondent, and the
proceeding is in the public interest.

ORDER

IT IS ORDERED that, as used in this Order, the following

definitions shall apply:

A.

“Respondent” means Grossmont Anesthesia Services
Medical Group, Inc., its officers, directors, employees,
agents, representatives, successors, and assigns; and the
subsidiaries, divisions, groups, and affiliates controlled by
Grossmont Anesthesia Services Medical Group, Inc., and
the respective officers, directors, employees, agents,
representatives, successors, and assigns of each.

“Person” means both natural persons and artificial persons,
including, but not limited to, corporations, unincorporated
entities, and governments.

“Physician” means a doctor of allopathic medicine (“M.D.”)
or a doctor of osteopathic medicine (“D.0.”).

“Medical Practice” means a bona fide, integrated business
entity in which Physicians practice medicine together as
partners, shareholders, owners, members, or employees, or
in which only one Physician practices medicine.

“Payor” means any Person that pays, or arranges for
payment, for all or any part of any Physician services for
itself or for any other Person.
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“Participate” in an entity means (1) to be a partner,
shareholder, owner, member, or employee of such entity, or
(2) to provide services, agree to provide services, or offer to
provide services, to a Payor through such entity. (This
definition also applies to all tenses and forms of the word
“participate,” including, but not limited to, “participating,”
“participated,” and “participation.”)

“Qualified risk-sharing joint arrangement” means an
arrangement to provide Physician services in which:

. all Physicians who participate in the arrangement share

substantial financial risk through their participation in the
arrangement and thereby create incentives for the Physicians
who participate to jointly control costs and improve quality
by managing the provision of Physician services, such as
risk-sharing involving:

a. the provision of Physician services to Payors at a
capitated rate,

b. the provision of Physician services for a predetermined
percentage of premium or revenue from Payors,

c. the use of significant financial incentives (e.g.,
substantial withholds) for Physicians who participate to
achieve, as a group, specified cost-containment goals, or

d. the provision of a complex or extended course of
treatment that requires the substantial coordination of
care by Physicians in different specialties offering a
complementary mix of services, for a fixed,
predetermined payment, where the costs of that course of
treatment for any individual patient can vary greatly due
to the individual patient’s condition, the choice,
complexity, or length of treatment, or other factors; and
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2. any agreement concerning reimbursement or other terms or

conditions of dealing entered into by or within the
arrangement is reasonably necessary to obtain significant
efficiencies through the joint arrangement.

“Qualified clinically-integrated joint arrangement” means an
arrangement to provide Physician services in which:

. all Physicians who participate in the arrangement participate

in active and ongoing programs of the arrangement to
evaluate and modify the practice patterns of, and create a
high degree of interdependence and cooperation among, the
Physicians who participate in the arrangement, in order to
control costs and ensure the quality of services provided
through the arrangement; and

. any agreement concerning reimbursement or other terms or

conditions of dealing entered into by or within the
arrangement is reasonably necessary to obtain significant
efficiencies through the joint arrangement.

IL.

IT IS FURTHER ORDERED that Respondent, directly or

indirectly, or through any corporate or other device, in connection
with the provision of anesthesia services in or affecting
commerce, as “‘commerce” is defined in Section 4 of the Federal
Trade Commission Act, 15 U.S.C. § 44, cease and desist from:

A.

Entering into, adhering to, participating in, maintaining,
organizing, implementing, enforcing, or otherwise
facilitating any combination, conspiracy, agreement, or
understanding between or among any Medical Practices:

. To negotiate, to fix, or to establish any fee, stipend, or any

other term of reimbursement for the provision of anesthesia
services,
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2. To deal, to refuse to deal, or to threaten to refuse to deal
with any Payor of anesthesia services, or

3. To reduce, or to threaten to reduce, the quantity of
anesthesia services provided to any purchaser of anesthesia
services;

B.  Attempting to engage in any action prohibited by Paragraph
II.A. above; and

C.  Encouraging, suggesting, advising, pressuring, inducing, or
attempting to induce any Person to engage in any action that
would be prohibited by Paragraph I A. and II.B. above.

PROVIDED, HOWEVER, that nothing in this Paragraph shall
prohibit any agreement involving, or conduct by, Respondent that
is reasonably necessary to form, participate in, or take any other
action in furtherance of a qualified risk-sharing joint arrangement
or a qualified clinically-integrated joint arrangement.

L.
IT IS FURTHER ORDERED that Respondent shall:
A.  Within thirty (30) days after the date on which this Order
becomes final, distribute by first-class mail a copy of this
Order and the Complaint to:

1. each Physician who participates in Respondent, and

2. each officer, director, manager, and employee of
Respondent;

B.  For a period of three (3) years after the date this Order
becomes final, distribute by first-class mail a copy of this
Order and the Complaint to:
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3. each Physician who begins participating in Respondent, and
who did not previously receive a copy of this Order and the
Complaint from Respondent, within thirty (30) days of the
time that such participation begins, and

4. each person who becomes an officer, director, manager, and
employee of Respondent, and who did not previously
receive a copy of this Order and the Complaint from
Respondent, within thirty (30) days of the time that he or
she assumes such responsibility with Respondent;

C.  Within ninety (90) days after the date on which this Order
becomes final, file with the Commission a verified written
report demonstrating how it has complied and is complying
with this Order; and

D. Notify the Commission at least thirty (30) days prior to any
proposed change in Respondent, such as dissolution,
assignment, sale resulting in the emergence of a successor
corporation, the creation or dissolution of subsidiaries, or
any other change in Respondent that may affect compliance
obligations arising out of this Order.

IV.

IT IS FURTHER ORDERED that Respondent shall notify the
Commission of any change in its principal address within twenty
(20) days of such change in address.

V.

IT IS FURTHER ORDERED that, for the purpose of
determining or securing compliance with this Order, Respondent
shall permit any duly authorized representative of the
Commission:

A.  Access, during office hours and in the presence of counsel,
to inspect and copy all books, ledgers, accounts,
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correspondence, memoranda, calendars, and other records
and documents in its possession, or under its control,
relating to any matter contained in this Order; and

B.  Upon five (5) days’ notice to Respondent and without
restraint or interference from it, to interview officers,
directors, or employees of Respondent in the presence of
counsel.

VL

IT IS FURTHER ORDERED that this Order shall terminate on
July 11, 2023.

By the Commission.
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Analysis of Agreement Containing Consent Order to Aid
Public Comment

The Federal Trade Commission (“Commission’) has accepted,
subject to final approval, an agreement containing a proposed
consent order with Grossmont Anesthesia Services Medical
Group, Inc. (“GAS” or “Respondent”). The agreement settles
charges that Respondent violated Section 5 of the Federal Trade
Commission Act, 15 U.S.C. § 45, by facilitating and
implementing agreements with Anesthesia Service Medical
Group, Inc. (“ASMG”) on fees, quantity of anesthesia services
provided, and other competitively significant terms. The
proposed consent order has been placed on the public record for
30 days to receive comments from interested persons. Comments
received during this period will become part of the public record.
After 30 days, the Commission will review the agreement and the
comments received, and will decide whether it should withdraw
from the agreement or make the proposed order final.

The purpose of this analysis is to facilitate public comment on
the proposed order. The analysis is not intended to constitute an
official interpretation of the agreement and proposed order, or to
modify their terms in any way. Further, the proposed consent
order has been entered into for settlement purposes only and does
not constitute an admission by any Respondent that said
Respondent violated the law or that the facts alleged in the
complaint (other than jurisdictional facts) are true.

THE COMPLAINT ALLEGATIONS

GAS and ASMG are competing anesthesiology groups that
provide anesthesia services for a fee to patients in San Diego
County, California. ASMG employs approximately 180
anesthesiologists. GAS is composed of approximately 10
anesthesiologists. GAS and ASMG anesthesiologists are
members of the medical staff of Grossmont Hospital in La Mesa,
a municipality in central San Diego County, California. GAS and
ASMG anesthesiologists make up approximately 75 percent of the
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anesthesiologists with active medical staff privileges at
Grossmont Hospital and work on approximately 70 percent of the
cases that require anesthesia services at the hospital.

Anesthesiologists provide anesthesia services to patients
primarily at general acute care hospitals and outpatient surgery
centers. Those services include evaluating a patient before
surgery, consulting with the surgical team, providing pain control
and support-of-life functions during surgery, supervising care after
surgery in the recovery unit, and medically discharging the patient
from the recovery unit. In addition to working on scheduled
surgical procedures, anesthesiologists work on unscheduled
obstetric and emergency cases at general acute care hospitals. An
anesthesiologist who remains available to work on unscheduled
cases is said to be “taking call.”

Anesthesiologists in San Diego County are reimbursed for their
services from several sources. Health insurance companies and
other third-party payors typically reimburse anesthesiologists for
services rendered to their subscribers during scheduled and
unscheduled medical procedures and obstetrical cases through
contracts that establish fees and other competitively significant
terms. In addition, some hospitals pay anesthesiologists
“stipends” for taking call and/or for rendering services to
uninsured patients. Some hospitals pay anesthesiologists stipends
through contracts that establish a stipend amount and other
competitively significant terms.

Absent agreements among competing anesthesiologists,
competing anesthesiologists or anesthesiology groups decide
independently whether to seek a stipend from a hospital and the
amount of the stipend. They also decide independently whether
they will terminate or restrict the services they provide to
unscheduled or uninsured patients if the hospital refuses to pay
them a stipend or if they are dissatisfied with the stipend.

From as early as February 2001 through March 2002, GAS and
ASMG discussed between themselves a joint strategy to secure
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stipends from Grossmont Hospital for taking obstetric call and for
rendering services to uninsured emergency room patients.
Eventually, GAS and ASMG agreed on the stipend amount both
groups would demand from the hospital for taking obstetric call.
GAS and ASMG also discussed reducing their hours of
availability for taking call to increase their negotiating power with
the hospital. Furthermore, they agreed to maintain a solid front
against the hospital to prevent the hospital from (1) negotiating
separately with each group to reduce the amount of the stipend or
(2) seeking services solely from one group to the exclusion of the
other. ASMG and GAS ceased this collusive activity only after
the Commission contacted them about this conduct. While the
Commission’s investigation prevented any anticompetitive effects
from occurring, this conduct is a naked restraint, which constitutes
an unfair method of competition in violation of Section 5 of the
FTC Act.

THE PROPOSED CONSENT ORDER

The proposed consent order is designed to prevent recurrence
of the illegal concerted actions alleged in the complaint while
allowing Respondent to engage in legitimate joint conduct.

Paragraph II.A prohibits Respondent from entering into or
facilitating agreements between or among medical practices: (1) to
negotiate, to fix, or to establish any fee, stipend, or any other term
of reimbursement for the provision of anesthesia services; (2) to
deal, to refuse to deal, or to threaten to refuse to deal with any
payor of anesthesia services; or (3) to reduce, or to threaten to
reduce, the quantity of anesthesia services provided to any
purchaser of anesthesia services. A “medical practice” is defined
as a bona fide, integrated business entity in which physicians
practice medicine together as partners, shareholders, owners,
members, or employees, or in which only one physician practices
medicine.

Paragraph I1.B prohibits Respondent from attempting to engage
in any action prohibited by Paragraph II.A. Paragraph IL.C
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prohibits Respondent from encouraging, pressuring, or attempting
to induce any person to engage in any action that would be
prohibited by Paragraphs II.A and I1.B.

Paragraph II contains a proviso that allows Respondent to
engage in conduct that is reasonably necessary to the formation or
operation of a “qualified risk-sharing joint arrangement” or a
“qualified clinically-integrated joint arrangement.” To be a
“qualified risk-sharing joint arrangement,” an arrangement must
satisfy two conditions. First, all participating providers must
share substantial financial risk through the arrangement and
thereby create incentives for the participants jointly to control
costs and improve quality by managing the provision of services.
Second, any agreement concerning reimbursement or other terms
or conditions of dealing must be reasonably necessary to obtain
significant efficiencies through the joint arrangement. To be a
“qualified clinically-integrated joint arrangement,” an
arrangement must satisfy two conditions. First, all participants
must join in active and ongoing programs to evaluate and modify
their clinical practice patterns, creating a high degree of
interdependence and cooperation among providers to control costs
and ensure the quality of services provided. Second, any
agreement concerning reimbursement or other terms or conditions
of dealing must be reasonably necessary to obtain significant
efficiencies through the joint arrangement. Both definitions
reflect the analyses contained in the 1996 FTC/DOJ Statements of
Antitrust Enforcement Policy in Health Care.

Paragraphs III through V of the proposed order are reporting
and compliance provisions. Paragraph VIis a provision
“sunsetting” the order after 20 years.
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IN THE MATTER OF

ANESTHESIA SERVICE MEDICAL GROUP, INC.

CONSENT ORDER, ETC., INREGARD TO ALLEGED VIOLATIONS OF
SEC. 5 OF THE FEDERAL TRADE COMMISSION ACT

Docket C-4085; File No. 0210006
Complaint, July 11, 2003--Decision, July 11, 2003

This consent order, among other things, prohibits Respondent Anesthesia
Service Medical Group, Inc. — a group of approximately 180 anesthesiologists
in San Diego County, California, who are also members of the medical staff of
Grossmont Hospital in La Mesa, California — from entering into or facilitating
agreements between or among medical practices (1) to negotiate, to fix, or to
establish any fee, stipend, or any other term of reimbursement for the provision
of anesthesia services; (2) to deal, to refuse to deal, or to threaten to refuse to
deal with any payor of anesthesia services; or (3) to reduce, or to threaten to
reduce, the quantity of anesthesia services provided to any purchaser of
anesthesia services. The order also prohibits the respondent from attempting to
engage in — or from encouraging, pressuring, or attempting to induce any
person to engage in — any action prohibited by the order.

Participants

For the Commission: John Wiegand, Kerry O’Brien, Lisa D.
Rosenthal, Gwen Fanger, Evika Wodinsky, Jeffrey Klurfeld,
D. Bruce Hoffman, Louis Silvia, Jr., Mary T. Coleman, and Randi
Boorstein.

For the Respondent: Daniel J. Yakoubian, and Arthur Lerner,
Crowell & Moring.

COMPLAINT

The Federal Trade Commission (“Commission’), having
reason to believe that Anesthesia Service Medical Group, Inc., a
California corporation, (“Respondent” or “ASMG”) has violated
Section 5 of the Federal Trade Commission Act (“FTC Act”), as
amended, 15 U.S.C. § 45, and it appearing to the Commission that
this proceeding is in the public interest, alleges:
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PARAGRAPH 1: Anesthesia Service Medical Group, Inc.
(“ASMG?”) is a professional corporation organized, existing, and
doing business under and by virtue of the laws of the State of
California, with its office and principal place of business located
at 3626 Ruffin Road, San Diego, CA 92123. ASMG employs
approximately 180 anesthesiologists.

PARAGRAPH 2: Grossmont Anesthesia Services Medical
Group, Inc. (“GAS”) is a professional corporation organized,
existing, and doing business under and by virtue of the laws of the
State of California, with its office and principal place of business
located at 5101 Garfield Street, La Mesa, CA 91941. GAS is
composed of approximately 10 anesthesiologists.

PARAGRAPH 3: At all times relevant to this Complaint,
ASMG and GAS have provided, and do provide, anesthesia
services for a fee to patients in San Diego County, California.

PARAGRAPH 4: Except to the extent that competition has been
restrained as alleged in this Complaint, ASMG and GAS have
competed, and do compete, with each other to provide anesthesia
services in San Diego County, California.

PARAGRAPH 5: ASMG and GAS anesthesiologists are, or
have been, members of the medical staff of Grossmont Hospital in
La Mesa, a municipality in central San Diego County, California.
ASMG and GAS anesthesiologists make up approximately 75
percent of the anesthesiologists with active medical staff
privileges at Grossmont Hospital and work on approximately 70
percent of the cases that require anesthesia services at the hospital.

PARAGRAPH 6: Respondent is, and at all relevant times has
been, engaged in commerce, as “commerce” is defined in Section
4 of the FTC Act, 15 U.S.C. § 44.

PARAGRAPH 7: Respondent is, and at all relevant times has
been, a corporation, as “corporation” is defined in Section 4 of the
FTC Act, 15 U.S.C. § 44.
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DELIVERY OF ANESTHESIA SERVICES IN SAN DIEGO
COUNTY

PARAGRAPH 8: Anesthesiologists provide anesthesia services
to patients primarily at general acute care hospitals and outpatient
surgery centers. Those services include evaluating a patient
before surgery, consulting with the surgical team, providing pain
control and support-of-life functions during surgery, supervising
care after surgery in the recovery unit, and medically discharging
the patient from the recovery unit.

PARAGRAPH 9: In addition to working on scheduled surgical
procedures, anesthesiologists work on unscheduled obstetric and
emergency cases at general acute care hospitals. An
anesthesiologist who remains available to work on unscheduled
cases is said to be “taking call.”

PARAGRAPH 10: Anesthesiologists in San Diego County are
reimbursed for their services from several sources. Health
insurance companies and other third-party payors typically
reimburse anesthesiologists for services rendered to their
subscribers during scheduled and unscheduled medical procedures
and obstetrical cases through contracts that establish fees and
other competitively significant terms. In addition, some hospitals
pay anesthesiologists “stipends” for taking call and/or for
rendering services to uninsured patients. Some hospitals pay
anesthesiologists stipends through contracts that establish a
stipend amount and other competitively significant terms.

PARAGRAPH 11: Absent agreements among competing
anesthesiologists, competing anesthesiologists or anesthesiology
groups decide independently whether to seek a stipend from a
hospital and the amount of the stipend. They also decide
independently whether they will terminate or restrict the services
they provide to unscheduled or uninsured patients if the hospital
refuses to pay them a stipend or if they are dissatisfied with the
stipend.
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PARAGRAPH 12: Grossmont Hospital does not now, and has
not in the past, paid its anesthesiologists a stipend for taking call
or for rendering services to uninsured emergency room patients.

AGREEMENT TO RESTRAIN TRADE

PARAGRAPH 13: As early as February 2001, ASMG and GAS
discussed between themselves a joint strategy to secure stipends
from Grossmont Hospital for taking obstetric call and for
rendering services to uninsured emergency room patients. As part
of these communications, ASMG and GAS discussed stipend
amounts that they both would demand from Grossmont

Hospital. Eventually, ASMG and GAS agreed on the stipend
amount both groups would demand from Grossmont Hospital for
taking obstetric call.

PARAGRAPH 14: In July 2001, ASMG sent a formal request to
Grossmont Hospital on behalf of ASMG anesthesiologists for a
daily obstetric stipend of $1,000, which was the price ASMG had
agreed upon with GAS. ASMG also mentioned that it would be
sending the hospital a separate proposal regarding a stipend for the
uninsured emergency room patients. Grossmont Hospital rejected
ASMG’s proposal, and ASMG communicated this rejection to
GAS. Inresponse, ASMG and GAS discussed between
themselves whether they would reduce the hours for which they
would take call. They agreed to maintain a solid front against the
hospital to prevent the hospital from (1) negotiating separately
with each group to reduce the amount of the stipend or (2) seeking
services solely from one group to the exclusion of the other.
ASMG and GAS also agreed to meet with Grossmont Hospital
administrators and agreed on a strategy for the meeting.

PARAGRAPH 15: In January 2002, ASMG and GAS met
jointly with Grossmont Hospital administrators to discuss their
demands for stipends for taking obstetric call and for rendering
services to uninsured emergency room patients. At that meeting,
ASMG and GAS demanded that the hospital pay them stipends,
but the hospital refused. In March 2002, ASMG and GAS again
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discussed between themselves the hospital’s refusal to pay them
stipends. ASMG and GAS also discussed reducing their hours of
availability for taking call to increase their negotiating power with
the hospital.

PARAGRAPH 16: Through the acts and practices described
above, ASMG has agreed, combined, or conspired with GAS to
restrain competition by, among other things, facilitating,
negotiating, entering into, and/or implementing agreements
between itself and GAS on fees, quantity of anesthesia services
provided, and other competitively significant terms.

PARAGRAPH 17: Respondent’s acts and practices described
above constitute unfair methods of competition in violation of
Section 5 of the FTC Act, 15 U.S.C. § 45. Such acts and practices
or their effects are continuing and will continue or recur in the
absence of the relief requested.

WHEREFORE, THE PREMISES CONSIDERED, the
Federal Trade Commission on this eleventh day of July, 2003,

issues its Complaint against Respondent.

By the Commission.
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DECISION AND ORDER

The Federal Trade Commission (“Commission”) having
initiated an investigation of certain acts and practices of
Anesthesia Service Medical Group, Inc., hereinafter sometimes
referred to as “Respondent,” and Respondent having been
furnished thereafter with a copy of the draft of Complaint that the
Commission staff proposed to present to the Commission for its
consideration and which, if issued, would charge Respondent with
violations of Section 5 of the Federal Trade Commission Act, as
amended, 15 U.S.C. § 45; and

Respondent, its attorney, and counsel for the Commission
having thereafter executed an Agreement Containing Consent
Order to Cease and Desist (“Consent Agreement”), containing an
admission by Respondent of all the jurisdictional facts set forth in
the aforesaid draft of Complaint, a statement that the signing of
said Consent Agreement is for settlement purposes only and does
not constitute an admission by Respondent 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 Respondent
has violated the said Act, and that a Complaint should issue
stating its charges in that respect, and having accepted the
executed Consent Agreement and placed such Consent 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 interested persons
pursuant to section 2.34 of its Rules, now in further conformity
with the procedure described in Commission Rule 2.34, 16 C.F.R.
§ 2.34, the Commission hereby issues its Complaint, makes the
following jurisdictional findings and issues the following Order:
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1. Respondent Anesthesia Service Medical Group, Inc. is a
professional corporation organized, existing, and doing business
under and by virtue of the laws of the State of California, with its
office and principal place of business located at 3626 Ruffin
Road, San Diego, CA 92123.

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

ORDER

IT IS ORDERED that, as used in this Order, the following
definitions shall apply:

A.  “Respondent” means Anesthesia Service Medical Group,
Inc., its officers, directors, employees, agents,
representatives, successors, and assigns; and the
subsidiaries, divisions, groups, and affiliates controlled by
Anesthesia Service Medical Group, Inc., and the respective
officers, directors, employees, agents, representatives,
successors, and assigns of each.

B.  “Person” means both natural persons and artificial persons,
including, but not limited to, corporations, unincorporated
entities, and governments.

C.  “Physician” means a doctor of allopathic medicine (“M.D.”)
or a doctor of osteopathic medicine (“D.0.”).

D. “Medical Practice” means a bona fide, integrated business
entity in which Physicians practice medicine together as
partners, shareholders, owners, members, or employees, or
in which only one Physician practices medicine.
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“Payor” means any Person that pays, or arranges for
payment, for all or any part of any Physician services for
itself or for any other Person.

“Participate” in an entity means (1) to be a partner,
shareholder, owner, member, or employee of such entity, or
(2) to provide services, agree to provide services, or offer to
provide services, to a Payor through such entity. (This
definition also applies to all tenses and forms of the word
“participate,” including, but not limited to, “participating,”
“participated,” and “participation.”)

“Qualified risk-sharing joint arrangement” means an
arrangement to provide Physician services in which:

. all Physicians who participate in the arrangement share

substantial financial risk through their participation in the
arrangement and thereby create incentives for the Physicians
who participate to jointly control costs and improve quality
by managing the provision of Physician services, such as
risk-sharing involving:

a. the provision of Physician services to Payors at a
capitated rate,

b. the provision of Physician services for a predetermined
percentage of premium or revenue from Payors,

c. the use of significant financial incentives (e.g.,
substantial withholds) for Physicians who participate to
achieve, as a group, specified cost-containment goals, or

d. the provision of a complex or extended course of
treatment that requires the substantial coordination of
care by Physicians in different specialties offering a
complementary mix of services, for a fixed,
predetermined payment, where the costs of that course of
treatment for any individual patient can vary greatly due
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to the individual patient’s condition, the choice,
complexity, or length of treatment, or other factors; and

2. any agreement concerning reimbursement or other terms or

conditions of dealing entered into by or within the
arrangement is reasonably necessary to obtain significant
efficiencies through the joint arrangement.

“Qualified clinically-integrated joint arrangement” means an
arrangement to provide Physician services in which:

. all Physicians who participate in the arrangement participate

in active and ongoing programs of the arrangement to
evaluate and modify the practice patterns of, and create a
high degree of interdependence and cooperation among, the
Physicians who participate in the arrangement, in order to
control costs and ensure the quality of services provided
through the arrangement; and

. any agreement concerning reimbursement or other terms or

conditions of dealing entered into by or within the
arrangement is reasonably necessary to obtain significant
efficiencies through the joint arrangement.

IL

IT IS FURTHER ORDERED that Respondent, directly or

indirectly, or through any corporate or other device, in connection
with the provision of anesthesia services in or affecting
commerce, as “commerce” is defined in Section 4 of the Federal
Trade Commission Act, 15 U.S.C. § 44, cease and desist from:

A.

Entering into, adhering to, participating in, maintaining,
organizing, implementing, enforcing, or otherwise
facilitating any combination, conspiracy, agreement, or
understanding between or among any Medical Practices:
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1. To negotiate, to fix, or to establish any fee, stipend, or any
other term of reimbursement for the provision of anesthesia
services,

2. To deal, to refuse to deal, or to threaten to refuse to deal
with any Payor of anesthesia services, or

3. To reduce, or to threaten to reduce, the quantity of
anesthesia services provided to any purchaser of anesthesia
services;

B. Attempting to engage in any action prohibited by Paragraph
II.A. above; and

C. Encouraging, suggesting, advising, pressuring, inducing, or
attempting to induce any Person to engage in any action that
would be prohibited by Paragraph I A. and I1.B. above.

PROVIDED, HOWEVER, that nothing in this Paragraph shall
prohibit any agreement involving, or conduct by, Respondent that
is reasonably necessary to form, participate in, or take any other
action in furtherance of a qualified risk-sharing joint arrangement
or a qualified clinically-integrated joint arrangement.

1.
IT IS FURTHER ORDERED that Respondent shall:
A.  Within thirty (30) days after the date on which this Order
becomes final, distribute by first-class mail a copy of this
Order and the Complaint to:

1. each Physician who participates in Respondent, and

2. each officer, director, manager, and employee of
Respondent;
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B.  For a period of three (3) years after the date this Order
becomes final,

1. Distribute a copy of this Order and the Complaint to:

a. each Physician who begins participating in Respondent,
and who did not previously receive a copy of this Order
and the Complaint from Respondent, within thirty (30)
days of the time that such participation begins, and

b. each person who becomes an officer, director, manager,
and employee of Respondent, and who did not previously
receive a copy of this Order and the Complaint from
Respondent, within thirty (30) days of the time that he or
she assumes such responsibility with Respondent; and

2. Secure from each such person a signed and dated statement
acknowledging receipt of this Order and the Complaint;

C.  Within ninety (90) days after the date on which this Order
becomes final, file with the Commission a verified written
report demonstrating how it has complied and is complying
with this Order; and

D. Notify the Commission at least thirty (30) days prior to any
proposed change in Respondent, such as dissolution,
assignment, sale resulting in the emergence of a successor
corporation, the creation or dissolution of subsidiaries, or
any other change in Respondent that may affect compliance
obligations arising out of this Order.

IV.
IT IS FURTHER ORDERED that Respondent shall notify the

Commission of any change in its principal address within twenty
(20) days of such change in address.
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V.

IT IS FURTHER ORDERED that, for the purpose of
determining or securing compliance with this Order, Respondent
shall permit any duly authorized representative of the
Commission:

A.  Access, during office hours and in the presence of counsel,
to inspect and copy all books, ledgers, accounts,
correspondence, memoranda, calendars, and other records
and documents in its possession, or under its control,
relating to any matter contained in this Order; and

B.  Upon five (5) days’ notice to Respondent and without
restraint or interference from it, to interview officers,
directors, or employees of Respondent in the presence of
counsel.

VL

IT IS FURTHER ORDERED that this Order shall terminate on
July 11, 2023.

By the Commission.
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Analysis of Agreement Containing Consent Order to Aid
Public Comment

The Federal Trade Commission (“Commission’) has accepted,
subject to final approval, an agreement containing a proposed
consent order with Anesthesia Service Medical Group, Inc.
(“ASMG” or “Respondent”). The agreement settles charges that
Respondent violated Section 5 of the Federal Trade Commission
Act, 15 US.C. § 45, by facilitating and implementing agreements
with Grossmont Anesthesia Services Medical Group, Inc.
(“GAS”) on fees, quantity of anesthesia services provided, and
other competitively significant terms. The proposed consent order
has been placed on the public record for 30 days to receive
comments from interested persons. Comments received during
this period will become part of the public record. After 30 days,
the Commission will review the agreement and the comments
received, and will decide whether it should withdraw from the
agreement or make the proposed order final.

The purpose of this analysis is to facilitate public comment on
the proposed order. The analysis is not intended to constitute an
official interpretation of the agreement and proposed order, or to
modify their terms in any way. Further, the proposed consent
order has been entered into for settlement purposes only and does
not constitute an admission by any Respondent that said
Respondent violated the law or that the facts alleged in the
complaint (other than jurisdictional facts) are true.

The Complaint Allegations

ASMG and GAS are competing anesthesiology groups that
provide anesthesia services for a fee to patients in San Diego
County, California. ASMG employs approximately 180
anesthesiologists. GAS is composed of approximately 10
anesthesiologists. ASMG and GAS anesthesiologists are
members of the medical staff of Grossmont Hospital in La Mesa,
a municipality in central San Diego County, California. ASMG
and GAS anesthesiologists make up approximately 75 percent of
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the anesthesiologists with active medical staff privileges at
Grossmont Hospital and work on approximately 70 percent of the
cases that require anesthesia services at the hospital.

Anesthesiologists provide anesthesia services to patients
primarily at general acute care hospitals and outpatient surgery
centers. Those services include evaluating a patient before
surgery, consulting with the surgical team, providing pain control
and support-of-life functions during surgery, supervising care after
surgery in the recovery unit, and medically discharging the patient
from the recovery unit. In addition to working on scheduled
surgical procedures, anesthesiologists work on unscheduled
obstetric and emergency cases at general acute care hospitals. An
anesthesiologist who remains available to work on unscheduled
cases is said to be “taking call.”

Anesthesiologists in San Diego County are reimbursed for their
services from several sources. Health insurance companies and
other third-party payors typically reimburse anesthesiologists for
services rendered to their subscribers during scheduled and
unscheduled medical procedures and obstetrical cases through
contracts that establish fees and other competitively significant
terms. In addition, some hospitals pay anesthesiologists
“stipends” for taking call and/or for rendering services to
uninsured patients. Some hospitals pay anesthesiologists stipends
through contracts that establish a stipend amount and other
competitively significant terms.

Absent agreements among competing anesthesiologists,
competing anesthesiologists or anesthesiology groups decide
independently whether to seek a stipend from a hospital and the
amount of the stipend. They also decide independently whether
they will terminate or restrict the services they provide to
unscheduled or uninsured patients if the hospital refuses to pay
them a stipend or if they are dissatisfied with the stipend.

From as early as February 2001 through March 2002, ASMG
and GAS discussed between themselves a joint strategy to secure
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stipends from Grossmont Hospital for taking obstetric call and for
rendering services to uninsured emergency room patients.
Eventually, ASMG and GAS agreed on the stipend amount both
groups would demand from the hospital for taking obstetric call.
ASMG and GAS also discussed reducing their hours of
availability for taking call to increase their negotiating power with
the hospital. Furthermore, they agreed to maintain a solid front
against the hospital to prevent the hospital from (1) negotiating
separately with each group to reduce the amount of the stipend or
(2) seeking services solely from one group to the exclusion of the
other. ASMG and GAS ceased this collusive activity only after
the Commission contacted them about this conduct. While the
Commission’s investigation prevented any anticompetitive effects
from occurring, this conduct is a naked restraint, which constitutes
an unfair method of competition in violation of Section 5 of the
FTC Act.

The Proposed Consent Order

The proposed consent order is designed to prevent recurrence
of the illegal concerted actions alleged in the complaint while
allowing Respondent to engage in legitimate joint conduct.

Paragraph II.A prohibits Respondent from entering into or
facilitating agreements between or among medical practices: (1) to
negotiate, to fix, or to establish any fee, stipend, or any other term
of reimbursement for the provision of anesthesia services; (2) to
deal, to refuse to deal, or to threaten to refuse to deal with any
payor of anesthesia services; or (3) to reduce, or to threaten to
reduce, the quantity of anesthesia services provided to any
purchaser of anesthesia services. A “medical practice” is defined
as a bona fide, integrated business entity in which physicians
practice medicine together as partners, shareholders, owners,
members, or employees, or in which only one physician practices
medicine.

Paragraph I1.B prohibits Respondent from attempting to engage
in any action prohibited by Paragraph II.A. Paragraph IL.C
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prohibits Respondent from encouraging, pressuring, or attempting
to induce any person to engage in any action that would be
prohibited by Paragraphs II.A and I1.B.

Paragraph II contains a proviso that allows Respondent to
engage in conduct that is reasonably necessary to the formation or
operation of a “qualified risk-sharing joint arrangement” or a
“qualified clinically-integrated joint arrangement.” To be a
“qualified risk-sharing joint arrangement,” an arrangement must
satisfy two conditions. First, all participating providers must
share substantial financial risk through the arrangement and
thereby create incentives for the participants jointly to control
costs and improve quality by managing the provision of services.
Second, any agreement concerning reimbursement or other terms
or conditions of dealing must be reasonably necessary to obtain
significant efficiencies through the joint arrangement. To be a
“qualified clinically-integrated joint arrangement,” an
arrangement must satisfy two conditions. First, all participants
must join in active and ongoing programs to evaluate and modify
their clinical practice patterns, creating a high degree of
interdependence and cooperation among providers to control costs
and ensure the quality of services provided. Second, any
agreement concerning reimbursement or other terms or conditions
of dealing must be reasonably necessary to obtain significant
efficiencies through the joint arrangement. Both definitions
reflect the analyses contained in the 1996 FTC/DOJ Statements of
Antitrust Enforcement Policy in Health Care.

Paragraphs III through V of the proposed order are reporting
and compliance provisions. Paragraph VIis a provision
“sunsetting” the order after 20 years.
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IN THE MATTER OF

SOUTHERN UNION COMPANY, ET AL.

CONSENT ORDER, ETC., INREGARD TO ALLEGED VIOLATIONS OF
SEC.7 OF THE CLAYTON ACT AND SEC.5 OF THE FEDERAL TRADE
COMMISSION ACT

Docket C-4087; File No. 0310068
Complaint, July 16, 2003--Decision, July 16, 2003

This consent order addresses the acquisition of the Panhandle Eastern Pipeline
Company by Respondent Southern Union Company — which distributes and
sells natural gas to residential, commercial and industrial customers in
Missouri, Pennsylvania, Rhode Island, Massachusetts, and other states, and
manages the operation of the Central Pipeline — and American International
General (“AIG”), which owns the Central Pipeline — from Respondent CM'S
Energy Corporation — which engages in the business of oil and gas exploration,
natural gas transportation, liquefied natural gas services, independent power
production, gas and electricity distribution, and marketing and management
services. The order, among other things, requires Respondent Southern Union
to terminate its Management Services Agreement with AIG for management of
the Central Pipeline. The order also prohibits the respondents from transferring
any ownership interest in the Panhandle Pipeline to AIG. In addition, the order
prohibits Respondent Southern Union from acquiring any ownership interest in
AIG or the Central Pipeline, and prohibits the respondents from transferring
any ownership interest in Southern Union, Panhandle or the Panhandle Pipeline
to AIG.

Participants

For the Commission: Dennis F. Johnson, Patricia V. Galvan,
Anant Raut, Anne E. Klosterman, Phillip L. Broyles, Susan A.
Creighton, Eric D. Rohlck, Daniel P. Ducore, Daniel Gaynor,
Louis M. Silvia and Mary T. Coleman.

For the Respondents: R. Bruce Beckner and James Moriarty,
Fleischman and Walsh, and C. Benjamin Crisman and Brian
Mohr, Skadden, Arps, Slate, Meagher & Flom LLP.
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COMPLAINT

Pursuant to the provisions of the Federal Trade Commission
Act and the Clayton Act, and by virtue of the authority vested in it
by said Acts, the Federal Trade Commission (“FTC” or
“Commission”), having reason to believe that Respondent
Southern Union Company (“Southern Union” or “SU”’) and
Respondent CMS Energy Corporation (“CMS”) have entered into
an agreement whereby Southern Union proposes to acquire all of
the issued and outstanding shares of Panhandle Eastern Pipeline
Company (“Panhandle”) from CMS Gas Transmission Company,
a wholly-owned subsidiary of CMS, that such an agreement
violates Section 5 of the Federal Trade Commission Act, as
amended, 15 U.S.C. § 45, and Section 7 of the Clayton Act, as
amended, 15 U.S.C. § 18, and it appearing to the Commission that
a proceeding in respect thereof would be in the public interest,
hereby issues its complaint, stating its charges as follows:

I. RESPONDENTS
Southern Union Company

1. Respondent Southern Union is a corporation organized,
existing and doing business under and by virtue of the laws of
the State of Delaware, with its office and principal place of
business located at One PEI Center, Wilkes-Barre,
Pennsylvania 18711.

2. Respondent Southern Union is, and at all times relevant herein
has been, engaged either directly or through affiliates in the
distribution and sale of natural gas to residential, commercial
and industrial customers located in certain states, including
Missouri, Pennsylvania, Rhode Island and Massachusetts.

3. Pursuant to an agreement executed November 20, 2002, which
continued until it was terminated on May 12, 2003 in order to
resolve competitive issues arising from this transaction,
respondent Southern Union’s subsidiary, Energy Worx, Inc.
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(“Energy Worx”), served as the operator and manager of the
Central pipeline. The Central pipeline, which transports
natural gas to customers in certain Midwestern states, including
Kansas and Missouri, is owned by American International
Group, Inc. (“AIG”) through its affiliate Southern Star Central
Corp. (“Southern Star”).

. Respondent Southern Union is, and at all times relevant herein
has been, engaged in commerce as “commerce” is defined in
Section 1 of the Clayton Act, as amended, 15 U.S.C. § 12, and
is a corporation whose business is in or affecting commerce as
“commerce” is defined in Section 4 of the Federal Trade
Commission Act, as amended, 15 U.S.C. § 44.

CMS Energy Corporation

. Respondent CMS is a corporation organized, existing and
doing business under and by virtue of the laws of the State of
Michigan, with its office and principal place of business
located at Fairlane Plaza South, 330 Town Center Drive, Suite
1100, Dearborn, Michigan 48126.

. Respondent CMS is, and at all times relevant herein has been,
engaged either directly or through affiliates in the business of
oil and gas exploration, natural gas transportation, liquefied
natural gas services, independent power production, gas and
electricity distribution, and marketing and management
services.

. Panhandle Eastern Pipeline Company (“Panhandle”), a
subsidiary of CMS, owns and operates the Panhandle pipeline,
which transports natural gas to customers in certain
Midwestern states, including Kansas and Missouri.

. Respondent CMS is, and at all times relevant herein has been,
engaged in commerce as “commerce” is defined in Section 1 of
the Clayton Act, as amended, 15 U.S.C. § 12, and is a
corporation whose business is in or affecting commerce as
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“commerce” is defined in Section 4 of the Federal Trade
Commission Act, as amended, 15 U.S.C. § 44.

II. THE PROPOSED TRANSACTION

. Pursuant to an agreement dated December 21, 2002, and a

letter of understanding dated December 20, 2002, Southern
Union and affiliates of AIG agreed to acquire all of the capital
stock of Panhandle from CMS. The agreement provided that
Southern Union would own approximately 77.9%, and
affiliates of AIG would own approximately 22.1%, of the
equity interest in Panhandle. On May 12, 2003, in order to
resolve competitive issues arising from this transaction,
Southern Union, Southern Union Panhandle Corp., and CMS
Gas Transmission Company entered into an amended and
restated stock purchase agreement pursuant to which Southern
Union Panhandle Corp., a wholly-owned subsidiary of
Southern Union, intends to purchase all of the capital stock of
Panhandle from CMS Gas Transmission Company, a wholly-
owned subsidiary of CMS. AIG is not a party to the revised
transaction and will have no ownership interest in Panhandle.
The total value of the transaction is approximately $1.8 billion.

III. TRADE AND COMMERCE
A. Relevant Product Market

A relevant line of commerce, or product market, in which to
analyze the effects of the proposed acquisition is the
transportation of natural gas by pipeline. The only way to
economically transport commercial quantities of natural gas
over significant distances is through large diameter, high
pressure pipelines. Buyers of natural gas transportation
services could not and would not switch to other means of
transportation, or to alternative fuels, if the cost of pipeline
transportation of natural gas were to increase by 5% to 10%.
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B. Relevant Geographic Market

A relevant section of the country, or geographic market, in
which to analyze the proposed acquisition is the Kansas City
area, consisting of Cass, Henry, Jackson, Johnson,
Lafayette, Pettis and Saline Counties in Missouri, and
Anderson, Butler, Chase, Coffey, Franklin, Johnson, Lyon,
Marion, Miami and Osage Counties in Kansas. Buyers of
natural gas in this geographic market can receive natural gas
only from pipelines that travel through or terminate in that
geographic market, and cannot economically access natural
gas pipelines outside that area.

C. Market Structure

Pursuant to a Management Services Agreement with an
affiliate of AIG, Southern Union’s subsidiary, Energy Worx,
served as the operator and manager of the Central pipeline
until the parties to that Management Services Agreement
terminated it on May 12, 2003, in order to resolve
competitive issues arising from this transaction. The
Central pipeline transports a significant portion of the
natural gas delivered to the relevant geographic market.
Pursuant to the Management Services Agreement, Southern
Union had managerial and operational control over the
business of the Central pipeline, access to confidential
competitive information about the Central pipeline, and a
financial interest in the Central pipeline. The Management
Services Agreement also contemplated that Southern Union
would have an equity position in the Central pipeline.

The only pipelines that transport natural gas to the relevant
geographic market are the Panhandle pipeline, the Central
pipeline, and two smaller pipelines that service only part of
the western portion of the relevant geographic market.
These other two pipelines could not act as a competitive
constraint on Central or Panhandle because of operational
limitations, capacity constraints, distance factors, and
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related issues. For many buyers of natural gas
transportation services in the relevant geographic market,
Central and Panhandle are the only viable alternatives.

14.  The market for the pipeline transportation of natural gas into
the relevant geographic market is highly concentrated and
would become significantly more concentrated as a result of
the proposed acquisition. As originally proposed, common
ownership interest and/or common management and control
would exist between the only two alternatives for the
transportation of natural gas for many buyers in the relevant
geographic market.

D. Entry Conditions

15. Entry into the relevant line of commerce in the relevant
section of the country is difficult and would not be timely,
likely or sufficient to prevent anticompetitive effects that are
likely to result from the proposed acquisition. Building a
new pipeline is capital intensive, is subject to significant
regulatory constraints, and would require more than two
years to accomplish. As a result, new entry would not be
able to prevent a 5-10% increase in the price of pipeline
transportation of natural gas.

IV. EFFECTS OF THE TRANSACTION

16. The effect of the proposed acquisition, if consummated,
may be substantially to lessen competition in the
transportation of natural gas by pipeline into the relevant
geographic market, in violation of Section 7 of the Clayton
Act, as amended, 15 U.S.C. § 18, and Section 5 of the
Federal Trade Commission Act, as amended, 15 U.S.C. §
45, in the following ways, among others:

a. by eliminating direct competition between the Panhandle
pipeline and the Central pipeline;
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b. by placing the Panhandle pipeline and the Central pipeline
under common ownership and/or common management and
control;

c. by increasing the likelihood that unilateral market power
would be exercised in the relevant geographic market; and

d. by increasing the likelihood of, or facilitating, collusion or
coordinated interaction in the relevant geographic market,

each of which increases the likelihood that the price of
transporting natural gas by pipeline will increase in the relevant
geographic market.

V. VIOLATIONS CHARGED

17. The proposed acquisition violates Section 5 of the Federal
Trade Commission Act, as amended, 15 U.S.C. § 45, and
would, if consummated, violate Section 7 of the Clayton
Act, as amended, 15 U.S.C. § 18, and Section 5 of the
Federal Trade Commission Act, as amended, 15 U.S.C. §
45.

WHEREFORE, THE PREMISES CONSIDERED, the Federal
Trade Commission on this sixteenth day of July, 2003, issues its

complaint against said Respondents.

By the Commission.
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DECISION AND ORDER

The Federal Trade Commission (“Commission”), having
initiated an investigation of the proposed acquisition of Panhandle
Eastern Pipeline Company (“Panhandle”) from Respondent CMS
Energy Corporation (“CMS”) by Respondent Southern Union
Company (“SU”) (SU and CMS hereinafter referred to as
“Respondents”), and Respondents having been furnished
thereafter with a copy of a draft Complaint that the Bureau of
Competition proposed to present to the Commission for its
consideration and which, if issued by the Commission, would
charge Respondents with violations of Section 7 of the Clayton
Act, as amended, 15 U.S.C. § 18, and Section 5 of the Federal
Trade Commission Act, as amended, 15 U.S.C. § 45; and

Respondents, their attorneys, and counsel for the Commission
having thereafter executed an Agreement Containing Consent
Order (“Consent Agreement”), containing an admission by
Respondents of all the jurisdictional facts as set forth in the
aforesaid draft of Complaint, a statement that the signing of said
Consent 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 Acts, and that a Complaint
should issue stating its charges in that respect, and having
accepted the executed Consent Agreement and placed such
Consent 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 section 2.34 of its Rules now in further
conformity with the procedure described in Commission Rule
2.34, 16 C.F.R. § 2.34, the Commission hereby makes the
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following jurisdictional findings and issues the following
Decision and Order (“Order”):

1. Respondent Southern Union Company is a corporation
organized, existing and doing business under and by virtue of the
laws of the State of Delaware, with its office and principal place
of business located at One PEI Center, Wilkes-Barre,
Pennsylvania 18711.

2. Respondent CMS Energy Corporation is a corporation
organized, existing and doing business under and by virtue of the
laws of the State of Michigan, with its office and principal place
of business located at Fairlane Plaza South, 330 Town Center
Drive, Suite 1100, Dearborn, Michigan 48126.

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

L

IT IS ORDERED that, as used in this Order, the following
definitions shall apply:

A. “SU” means Southern Union Company;, its officers,
directors, employees, agents and representatives,
successors, and assigns; its joint ventures, subsidiaries,
divisions, groups and affiliates controlled by Southern
Union Company (including, but not limited to, Missouri
Gas Energy, Energy Worx, Inc., and SUPC); and the
respective officers, directors, employees, agents,
representatives, successors, and assigns of each.

B. “CMS” means CMS Energy Corporation, its officers,
directors, employees, agents and representatives,
successors, and assigns; its joint ventures, subsidiaries,
divisions, groups and affiliates controlled by CMS Energy
Corporation (including, but not limited to, CMS
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Enterprises Company, CMS Gas Transmission Company
and Panhandle); and the respective officers, directors,
employees, agents, representatives, successors, and assigns
of each.

. “Commission” means the Federal Trade Commission.

“Acquisition” means the proposed acquisition of
Panhandle from CMS by SU as described in the Stock
Purchase Agreement.

. “Acquisition Date” means the date on which the Acquisition

1s consummated.

. “AIG” means American International Group, Inc., a

corporation organized, existing and doing business under
and by virtue of the laws of the State of Delaware, with its
office and principal place of business located at 70 Pine
Street, New York, New York 10270, its joint ventures,
subsidiaries, divisions, equity funds, groups and affiliates
controlled by American International Group, Inc. (including,
but not limited to, AIG Global Investment Corp., AIG
Highstar Capital GP, L.P., AIG Highstar Capital L.P., AIG
Highstar II Funding Corp., and Southern Star Central

Corp.).

“Central Pipeline” means the Central Pipeline acquired by
AIG, through AIG Highstar Capital, L.P. and Southern
Star Central Corp., from The Williams Companies, that
transports natural gas from producing locations in Kansas,
Oklahoma, Texas, Wyoming and Colorado to consuming
areas in the Midwest.

“Management Services Agreement” means the agreement
made and entered into as of November 20, 2002, by and
between Southern Star Central Corp. and Energy Worx,
Inc., a wholly-owned subsidiary of Southern Union
Company, for the operation and management of the
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Central Pipeline by Energy Worx, Inc., and any
amendments thereto.

“Non-Public Ownership Interest” means an Ownership
Interest that is not registered for sale pursuant to the
Securities Act of 1933.

“Ownership Interest” means any stock, share capital,
equity, or other interest, or any present or contingent right
to such stock, share capital, equity or other interest.

“Panhandle” means Panhandle Eastern Pipeline Company,
a corporation organized, existing and doing business under
and by virtue of the laws of the State of Delaware, with its
office and principal place of business located at 5444
Westheimer Road, Houston, Texas 77056.

“Panhandle Pipeline” means the natural gas pipeline
owned by Panhandle that transports natural gas from
producing locations in Texas, Oklahoma, and Kansas to
consuming areas in the Midwest.

. “Person” means any individual, partnership, firm, trust,
association, corporation, joint venture, unincorporated
organization, equity fund, or other business or
governmental entity.

“Respondents” means SU and CMS, individually and
collectively, and the Person resulting from the Acquisition.

“Stock Purchase Agreement” means the Amended and
Restated Stock Purchase Agreement By and Among CMS
Gas Transmission Company, Southern Union Company
and Southern Union Panhandle Corp., dated as of May 12,
2003, and any amendments thereto.

“SUPC” means Southern Union Panhandle Corporation,
its officers, directors, employees, agents and
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representatives, successors, and assigns; its parents, joint
ventures, subsidiaries, divisions, groups and affiliates
controlled by Southern Union Panhandle Corporation, and
the respective officers, directors, employees, agents,
representatives, successors, and assigns of each.

IL.

IT IS FURTHER ORDERED that:

A.

1.

Prior to the Acquisition Date, Respondent SU shall:

secure the consent or waiver of AIG for the termination
of the Management Services Agreement; and

absolutely terminate the Management Services
Agreement.

Respondents SU and CMS shall not consummate the
Acquisition until the Management Services Agreement has
been terminated.

Following the Acquisition Date, Respondent SU shall not,
directly or indirectly, operate or manage the Central
Pipeline.

Respondent SU shall not, directly or indirectly, through
subsidiaries, partnerships, or otherwise, acquire any
Ownership Interest in AIG, including, but not limited to,
the Central Pipeline or Southern Star Central Corp.

The purpose of this Paragraph is to ensure that
Respondents do not consummate the Acquisition before
the Management Services Agreement is terminated, and to
ensure that, following the Acquisition, Respondent SU
will have no interest in AIG or the Central Pipeline, or any
role in managing or operating the Central Pipeline, to
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remedy the lessening of competition from the proposed
Acquisition as alleged in the Commission’s Complaint.

III.
IT IS FURTHER ORDERED that:

A. Respondents SU and CMS shall not sell, give, transfer, or
otherwise provide, directly or indirectly, through
subsidiaries, partnerships, or otherwise, any Ownership
Interest in SU, SUPC, Panhandle, or the Panhandle
Pipeline, to AIG.

B. [Ifeither Respondent SU or CMS sells, gives, transfers, or
otherwise provides any Non-Public Ownership Interest in
SU, SUPC, Panhandle, or the Panhandle Pipeline to any
person other than AIG, such Respondent shall transfer
such Non-Public Ownership Interest subject to a restriction
that prohibits the sale of such Non-Public Ownership
Interest to AIG.

C. The purpose of this Paragraph is to prevent AIG from
obtaining an interest in SU, SUPC, Panhandle, or the
Panhandle Pipeline, from Respondents, to remedy the
lessening of competition from the proposed Acquisition as
alleged in the Commission’s Complaint.

IV.
IT IS FURTHER ORDERED that:

A. Within thirty (30) days after the date this Order becomes
final, and every thirty (30) days thereafter until
Respondent SU has fully complied with Paragraph ILA. of
this Order and Respondents SU and CMS have fully
complied with Paragraph IL.B. of this Order, Respondents
SU and CMS shall each submit to the Commission a
verified written report setting forth in detail the manner
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and form in which they have complied, are complying, and
will comply with Paragraph II of this Order. Respondents
shall include in their compliance reports, among other
things that are required from time to time, a full
description of the efforts being made to comply with the
Order and copies of all written communications to and
from all persons relating to this Order.

B. Within thirty (30) days after the date this Order becomes
final, and annually for ten (10) years on the anniversary of
the date this Order becomes final, Respondents SU and
CMS shall submit to the Commission a verified written
report setting forth in detail the manner and form in which
they have complied, are complying, and will comply with
this Order. Respondents SU and CMS shall include in
their compliance reports, among other things that are
required from time to time, a full description of the efforts
being made to comply with the Order and copies of all
written communications to and from all persons relating to
this Order.

V.

IT IS FURTHER ORDERED that Respondents shall notify the
Commission at least thirty (30) days prior to any proposed change
in the corporate Respondents such as dissolution, assignment, sale
resulting in the emergence of a successor corporation, or the
creation or dissolution of subsidiaries or any other change in the
corporation that may affect compliance obligations arising out of
the Order.

VL

IT IS FURTHER ORDERED that, for the purpose of
determining or securing compliance with this Order, and subject
to any legally recognized privilege, and upon written request with
reasonable notice to Respondents made to their principal United
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States offices, Respondents shall permit any duly authorized
representative of the Commission:

A. Access, during office hours of Respondents and in the
presence of counsel, to all facilities, and access to inspect
and copy all books, ledgers, accounts, correspondence,
memoranda and all other records and documents in the
possession or under the control of Respondents relating to
any matters contained in this Order; and

B. Upon five (5) days’ notice and without restraint or
interference from Respondents, to interview officers,
directors, or employees of Respondents, who may have
counsel present, regarding any such matters.

VIL

IT IS FURTHER ORDERED that this Order shall terminate on
July 16, 2013.

By the Commission.



112 FEDERAL TRADE COMMISSION DECISIONS
VOLUME 136

Analysis

Analysis of Proposed Consent Order to Aid Public Comment
I. Introduction

The Federal Trade Commission ("Commission" or "FTC") has
made public a draft complaint ("Complaint") alleging that the
proposed acquisition of Panhandle Eastern Pipeline Company
(“Panhandle”) from Respondent CMS Energy Corporation
(“CMS”) by Respondent Southern Union Company (“Southern
Union” or “SU”) would violate Section 7 of the Clayton Act, as
amended, 15 U.S.C. § 18, and Section 5 of the Federal Trade
Commission Act, as amended, 15 U.S.C. § 45, and has entered
into an agreement containing consent order (“Agreement
Containing Consent Order”) pursuant to which Respondents agree
to be bound by a proposed consent order (‘“Proposed Consent
Order”) that remedies the likely anticompetitive effects arising
from the proposed acquisition, as alleged in the Complaint.

II. Description of the Parties and the Transaction

Southern Union, headquartered in Wilkes-Barre, Pennsylvania,
is engaged either directly or through affiliates in the distribution
and sale of natural gas to residential, commercial and industrial
customers located in certain states, including Missouri,
Pennsylvania, Rhode Island and Massachusetts. For the fiscal
year ended June 30, 2002, SU reported sales of nearly $1.3 billion
and assets of approximately $2.67 billion.

Pursuant to an agreement executed November 20, 2002, which
continued until the agreement was terminated on May 12, 2003,
Respondent SU’s subsidiary, Energy Worx, Inc. (“Energy Worx™),
served as the operator and manager of the Central pipeline. The
Central pipeline, which transports natural gas to customers in
certain Midwestern states, including Kansas and Missouri, is
owned by American International Group, Inc. (“AlG”) through its
affiliate Southern Star Central Corp. (“Southern Star”).
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CMS, headquartered in Dearborn, Michigan, is engaged either
directly or through affiliates in the business of oil and gas
exploration, natural gas transportation, liquefied natural gas
services, independent power production, gas and electricity
distribution, and marketing and management services. Panhandle,
a subsidiary of CMS, owns and operates the Panhandle pipeline,
which transports natural gas to customers in certain Midwestern
states, including Kansas and Missouri.

Pursuant to an agreement dated December 21, 2002, and a
letter of understanding dated December 20, 2002, Southern Union
and affiliates of AIG agreed to acquire all of the capital stock of
Panhandle from CMS. The agreement provided that Southern
Union would own approximately 77.9%, and affiliates of AIG
would own approximately 22.1%, of the equity interest in
Panhandle. On May 12, 2003, in order to resolve competitive
issues arising from this transaction, Southern Union, Southern
Union Panhandle Corp., and CMS Gas Transmission Company
entered into an amended and restated stock purchase agreement
pursuant to which Southern Union Panhandle Corp., a wholly-
owned subsidiary of Southern Union, intends to purchase all of
the capital stock of Panhandle from CMS Gas Transmission
Company, a wholly-owned subsidiary of CMS. AIG is not a party
to the revised transaction and will have no ownership interest in
Panhandle. The total value of the transaction is approximately
$1.8 billion.

III. The Complaint

The Complaint alleges that the acquisition of Panhandle from
Respondent CMS by Respondent SU would violate Section 7 of
the Clayton Act, as amended, 15 U.S.C. §18, and Section 5 of the
Federal Trade Commission Act, as amended, 15 U.S.C. § 45, by
substantially lessening competition in the transportation of natural
gas by pipeline into the Kansas City area. To remedy the alleged
anticompetitive effects of the merger, the Proposed Order requires
Respondent Southern Union, prior to the proposed acquisition, to
terminate the Management Services Agreement with AIG for the
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management of the Central pipeline. The proposed order also
prohibits Southern Union from acquiring an equity position in
AIG or the Central Pipeline. In addition, the Proposed Order
prohibits Respondents Southern Union and CMS from
transferring or otherwise providing any ownership interest in the
Panhandle pipeline to AIG.

The Complaint alleges that a relevant line of commerce, or
product market, in which to analyze the effects of the proposed
acquisition is the transportation of natural gas by pipeline. The
only way to economically transport commercial quantities of
natural gas over significant distances is through large diameter,
high pressure pipelines. Transportation of natural gas by other
methods would be unsafe, prohibitively expensive, and otherwise
not viable. Buyers of natural gas transportation services could not
and would not switch to other means of transportation, or to
alternative fuels, if the cost of pipeline transportation of natural
gas were to increase by 5% to 10%.

The Complaint further alleges that the proposed transaction
would lessen competition in a geographic market in the Kansas
City area, consisting of Cass, Henry, Jackson, Johnson, Lafayette,
Pettis and Saline Counties in Missouri, and Anderson, Butler,
Chase, Coffey, Franklin, Johnson, Lyon, Marion, Miami and
Osage Counties in Kansas. Buyers of natural gas in this
geographic market can receive natural gas only from pipelines that
travel through or terminate in that geographic market, and cannot
economically access natural gas pipelines outside that area.

The only pipelines that transport natural gas to the relevant
geographic market are the Panhandle pipeline, the Central
pipeline, and two smaller pipelines that service only part of the
western portion of the relevant geographic market. These other
two pipelines could not act as a pricing constraint on Central or
Panhandle because of operational limitations, capacity constraints,
and distance limitations. As a result, for many buyers of natural
gas transportation services in the relevant geographic market,
Central and Panhandle are the only viable alternatives.
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Pursuant to a Management Services Agreement with an
affiliate of AIG, Southern Union’s subsidiary, Energy Worx,
served as the operator and manager of the Central pipeline from
November 20, 2002, until the parties to that Management Services
Agreement terminated it on May 12, 2003, in order to resolve
competitive issues arising from this transaction. The Central
pipeline transports a significant portion of the natural gas
delivered to the relevant geographic market. Pursuant to the
Management Services Agreement, Southern Union had effective
control over the business of the Central pipeline, access to
confidential competitive information about the Central pipeline,
and a financial interest in the Central pipeline. The Management
Services Agreement also contemplated that Southern Union
would have an equity position in the Central pipeline.

The market for the pipeline transportation of natural gas to the
relevant geographic market is highly concentrated and would
become significantly more concentrated as a result of the
proposed acquisition. As originally proposed, common ownership
interest and/or common management and control would exist
between the only two alternatives for the transportation of natural
gas for many buyers in the relevant geographic market.

Entry into the relevant line of commerce in the relevant section
of the country is difficult and would not be timely, likely or
sufficient to prevent anticompetitive effects that are likely to result
from the proposed acquisition. Building a new pipeline is capital
intensive, would involve significant sunk costs, is subject to
significant regulatory constraints, and would require more than
two years to accomplish. As a result, new entry would not be able
to prevent a 5-10% increase in the price of pipeline transportation
of natural gas.

The Complaint charges that the proposed acquisition, absent
relief, is likely to substantially lessen competition and lead to
higher prices for the transportation of natural gas by pipeline to
the Kansas City area, by eliminating direct competition between
the Panhandle pipeline and the Central pipeline; by placing the
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Panhandle pipeline and the Central pipeline under common
ownership and/or common management and control; by
increasing the likelihood that unilateral market power would be
exercised in the relevant geographic market; and by increasing the
likelihood of, or facilitating, collusion or coordinated interaction
in the relevant geographic market.

Resolution of the Competitive Concerns

The Commission has provisionally entered into an Agreement
Containing Consent Order with Respondents Southern Union and
CMS in settlement of the Complaint. The Agreement Containing
Consent Order contemplates that the Commission would issue the
Complaint and enter the Proposed Order to remedy the likely
anticompetitive effects arising from the proposed acquisition, as
alleged in the Complaint.

The parties have agreed to a proposed consent order that
requires Southern Union to terminate the Management Services
Agreement with AIG for the management of the Central pipeline
by Southern Union’s wholly-owned subsidiary, Energy Worx,
prior to the proposed acquisition. Southern Union and AIG
terminated the Management Services Agreement on May 12,
2003. In addition, the Proposed Order prohibits Southern Union
and CMS from transferring any ownership interest in the
Panhandle pipeline to AIG. The Proposed Order remedies the
anticompetitive effects that are likely to result from common
ownership and/or common management of the Panhandle pipeline
and the Central pipeline in the relevant geographic market.

Paragraph II of the Proposed Order requires Respondents SU
and CMS, prior to the acquisition date, to secure the consent or
waiver of AIG for the termination of the Management Services
Agreement and to absolutely terminate the Management Services
Agreement. The Proposed Order explicitly prohibits Southern
Union and CMS from consummating the proposed transaction
until the agreement has been terminated. Following the
acquisition, Respondent SU shall not, directly or indirectly,
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operate or manage the Central Pipeline. Additionally, the
Proposed Order prohibits Respondent SU from acquiring any
ownership interest in AIG or the Central pipeline. This paragraph
is designed to ensure that Southern Union will not have an
ownership interest in AIG, or any role in managing or operating
the Central pipeline.

Paragraph III of the Proposed Order prohibits Respondents
Southern Union and CMS from transferring any ownership
interest in Southern Union, Panhandle or the Panhandle pipeline
to AIG. Ifeither Respondent SU or CMS transfers a non-public
ownership interest in Southern Union, Panhandle, or the
Panhandle Pipeline to someone other than AIG, it must transfer
such interest subject to a restriction that prohibits the sale of such
interest to AIG. Paragraph III is designed to prevent the parties
from providing any interest in the Panhandle pipeline to AIG.

Paragraphs IV through VII contain standard reporting, notice
and access provisions. Pursuant to Paragraph IV, Respondents are
required to submit to the Commission a verified written report of
compliance every thirty days until the Order is complied with and
annually for nine years after the first year the Order becomes final.
Paragraph V of the Proposed Order provides for notification to the
Commission in the event of any corporate changes in the
Respondents. Paragraph VIrequires that Respondents provide the
Commission with access to their facilities and employees for the
purposes of determining or securing compliance with the
Proposed Order. Finally, Paragraph VII terminates the Order ten
years from the date it becomes final.

IV. Opportunity for Public Comment

The Proposed Order has been placed on the public record for
thirty (30) days for receipt of comments by interested persons.
Comments received during this thirty day comment period will
become part of the public record. After thirty (30) days, the
Commission will again review the Proposed Order and the
comments received and will decide whether it should withdraw
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from the Proposed Order or make final the agreement's Proposed
Order.

By accepting the Proposed Order subject to final approval, the
Commission anticipates that the competitive problems alleged in
the Complaint will be resolved. The purpose of this analysis is to
invite public comment on the Proposed Order and to aid the
Commission in its determination of whether it should make final
the Proposed Order contained in the agreement. This analysis is
not intended to constitute an official interpretation of the Proposed
Order, nor is it intended to modify the terms of the Proposed
Order in any way.
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IN THE MATTER OF

SPA HEALTH ORGANIZATION

CONSENT ORDER, ETC., INREGARD TO ALLEGED VIOLATIONS OF
SEC. 5 OF THE FEDERAL TRADE COMMISSION ACT

Docket C-4088; File No. 0110197
Complaint, July 17, 2003--Decision, July 17, 2003

This consent order, among other things, prohibits Respondent SPA Health
Organization, doing business as Southwest Physician Associates — a nonprofit
corporation that contracts with third-party payors for the provision of medical
services on behalf of its approximately 1,000 participating physicians in the
eastern part of the Dallas-Fort Worth metropolitan area — from entering into or
facilitating agreements among physicians (1) to negotiate on behalf of any
physician with any payor; (2) to deal, refuse to deal, or threaten to refuse to deal
with any payor; (3) regarding any term upon which any physicians deal, or are
willing to deal, with any payor; and (4) not to deal individually with any payor
or through any arrangement other than the respondent. The order also prohibits
the respondent from exchanging or facilitating the transfer of information
among physicians concerning any physician’s willingness to deal with a payor,
or the terms or conditions, including price terms, on which the physician is
willing to deal. In addition, the order prohibits the respondent from attempting
to engage in — or from encouraging, pressuring, or attempting to induce any
person to engage in — any action prohibited by the order. The order also
requires the respondent to terminate, without penalty, payor contracts that it had
entered into during the collusive period, at any such payor’s request.

Participants

For the Commission: Michael Joel Bloom, Susan M. Gelles,
Barbara Anthony, D. Bruce Hoffman and Thomas R. losso.

For the Respondent: Lewis Noonberg and F. Martin Dajani,
Piper Rudnick LLP.

COMPLAINT

Pursuant to the provisions of the Federal Trade Commission
Act, as amended, 15 U.S.C. § 41 ef seq., and by virtue of the
authority vested in it by said Act, the Federal Trade Commission,
having reason to believe that SPA Health Organization (“SPA”),
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doing business as Southwest Physician Associates (hereinafter
“Respondent”), has violated Section 5 of the Federal Trade
Commission Act, 15 U.S.C. § 45, and it appearing to the
Commission that a proceeding by it in respect thereof would be in
the public interest, hereby issues this Complaint stating its charges
in that respect as follows:

RESPONDENT

PARAGRAPH 1: Respondent is a non-profit corporation,
organized, existing, and doing business under and by virtue of the
laws of Texas, with its office and principal place of business at
8150 North Central Expressway, Suite 1250, Dallas, Texas 75206.

JURISDICTION

PARAGRAPH 2: At all times relevant to this Complaint, almost
all participating practitioners of Respondent were physicians,
most of whom were engaged in the business of providing medical
services for a fee. Except to the extent that competition has been
restrained as alleged herein, participating physicians of
Respondent have been, and are now, in competition with each
other for the provision of physician services.

PARAGRAPH 3: The general business practices of Respondent,
including the acts and practices herein alleged, are in or affecting
“commerce” as defined in the Federal Trade Commission Act, as
amended, 15 U.S.C. § 44.

PARAGRAPH 4: Respondent has been organized in substantial
part, and is engaged in substantial activities, for the pecuniary
benefit of its participating physicians and is therefore a
corporation within the meaning of Section 4 of the Federal Trade
Commission Act, as amended, 15 U.S.C. § 44.



FEDERAL TRADE COMMISSION DECISIONS 121
VOLUME 136

Complaint

OVERVIEW OF MARKET AND PHYSICIAN
COMPETITION

PARAGRAPH 5: Respondent has approximately 1,000
participating physicians who are licensed to practice medicine in
the State of Texas and who are engaged in the business of
providing medical services to patients in the eastern part of the
Dallas-Fort Worth metropolitan area (hereinafter “Dallas area”).

PARAGRAPH 6: Physicians often contract with third-party
payors to establish the terms and conditions, including price
terms, under which the physicians will render services to the
payors’ subscribers. Physicians entering into such contracts often
agree to lower compensation to obtain access to additional
patients made available by the payors’ relationship with insureds.
These contracts may reduce third-party payors’ costs and enable
them to lower the price of insurance, and thereby result in lower
medical care costs for subscribers to the payors’ health insurance
plans.

PARAGRAPH 7: Absent agreements among competing
physicians on the terms, including price, on which they will
provide services to subscribers or enrollees in health care plans
offered or provided by third-party payors, competing physicians
decide individually whether to enter into contracts with third-party
payors to provide services to their subscribers or enrollees, and
what prices they will accept pursuant to such contracts.

PARAGRAPH 8: Medicare’s Resource Based Relative Value
System (hereinafter “RBRVS”) is a system used by the United
States Centers for Medicare and Medicaid Services to determine
the amount to pay physicians for the services they render to
Medicare patients. The RBRVS approach provides a method to
determine fees for specific services. In general, it is the practice
of third-party payors in the Dallas area to make contract offers to
individual physicians or groups at a fee level specified in the
RBRYVS, plus a markup based on some percentage of that fee
(e.g., “110% of 2001 RBRVS”).
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PARAGRAPH 9: To be competitively marketable in the Dallas
area, a third-party payor’s health insurance plan must include in its
physician network a large number of primary care physicians and
specialists who practice in the Dallas area. Many of the primary
care physicians and specialists who practice in the Dallas area are
participating physicians of Respondent.

PARAGRAPH 10: Competing physicians sometimes use a
“messenger” to facilitate the establishment of contracts between
themselves and third-party payors in ways that do not constitute or
facilitate an unlawful agreement on fees and other competitively
significant terms. Such a messenger may not, however, consistent
with a competitive model, negotiate fees and other competitively
significant terms on behalf of the participating physicians, or
facilitate the physicians’ coordinated responses to contract offers
by, for example, electing not to convey a third-party payor’s offer
to them based on the messenger’s opinion on the appropriateness,
or lack thereof, of the offer.

RESTRAINT OF TRADE

PARAGRAPH 11: Respondent, acting as a combination of
competing physicians, has acted to restrain competition by, among
other things:

A. facilitating, negotiating, entering into, and implementing
agreements among its participating physicians on price and
other competitively significant terms;

B. refusing to deal with third-party payors except on
collectively agreed-upon terms; and

C. negotiating uniform fees and other competitively
significant terms in third-party payor contracts for
Respondent’s participating physicians, and refusing to
submit third-party payor offers to participating physicians
that do not conform to Respondent’s standards for
contracts.
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FORMATION AND OPERATION OF SPA

PARAGRAPH 12: In 1984 Respondent’s predecessor,
Southwest Physician Associates, P.A., undertook to educate and
assist physicians in contracting with third-party payors for the
provision of physician services. That entity, directly or through
other organizations which it controlled, entered into contracting
activities on behalf of its participating physicians, often pursuant
to arrangements in which the physicians bore some financial risk
(e.g., through agreements to provide required medical services in
return for a capitated fee). In or about 1997, Southwest Physician
Associates, P.A. was merged into SPA Health Organization. The
purpose and activities of the successor entity, SPA, remained
substantially the same.

PARAGRAPH 13: Respondent’s risk contracting resulted in
significant losses to its participating physicians. Respondent
increasingly undertook, on behalf of its participating physicians,
to negotiate non-risk contracts with third-party payors —i.e.,
contracts that do not involve the sharing of financial risk by third-
party payors and physicians through arrangements such as fee
withholds or capitation — that provide for higher fees and other,
more advantageous terms than its individual participating
physicians could obtain by negotiating unilaterally with third-
party payors. By the spring of 2000, Respondent engaged
exclusively in non-risk contracting.

PARAGRAPH 14: Physicians seeking to join Respondent apply
for membership and, if qualified, are approved for membership by
the SPA Board of Directors. Each physician then typically has
signed a “Physician Managed Care Agreement” with SPA,
authorizing SPA to negotiate non-risk contracts with third-party
payors on his or her behalf.

PARAGRAPH 15: Respondent has negotiated with third-party
payors the fees and other terms pursuant to which SPA’s
participating physicians may render medical care to persons
covered by the third-party payors. Following acceptance of a
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contract by Respondent, Respondent has summarized and
commented to SPA’s participating physicians on the terms of that
contract and offered SPA’s participating physicians an opportunity
to opt in or out of the agreement.

PARAGRAPH 16: Rather than acting simply as a “messenger,”
as described in Paragraph 10 of this Complaint, Respondent
actively bargained with third-party payors, often proposing and
counter-proposing fee schedules to be applied, among other terms.
To maintain its bargaining power, Respondent has discouraged its
participating physicians from entering into unilateral agreements
with third-party payors. Respondent has communicated to its
participating physicians the general bargaining advantage gained
by negotiating with third-party payors collectively through SPA,
as well as SPA’s determinations that specific fees and other
contract terms being offered by third-party payors may be
inadequate. Many of Respondent’s participating physicians have
been unwilling to negotiate with third-party payors apart from
SPA, and have communicated that fact to third-party payors
seeking to resist SPA’s collective demands.

PARAGRAPH 17: Respondent often did not convey to its
participating physicians third-party payor offers that SPA deemed
deficient, including offers that provided for fees that did not
satisfy SPA’s Board of Directors. The practice of not conveying
third-party payor offers to participating physicians is inconsistent
with the messenger model. Respondent instead demanded, and
often received, more favorable fee and other contract terms —
terms that third-party payors would not have offered to SPA’s
participating physicians had those physicians engaged in
unilateral, rather than collective, negotiations with the third-party
payors. Only after the third-party payor acceded to fee and other
contract terms acceptable to SPA, would SPA convey the third-
party payor’s proposed contract to SPA’s participating physicians
for their consideration.

PARAGRAPH 18: Respondent refused to convey third-party
payors’ proposed fee and other contract terms to SPA’s
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participating physicians even when the payor explicitly requested
that it do so. Respondent’s discouragement of its participating
physicians’ contracting directly with third-party payors and its
unwillingness to convey third-party payors’ proposed contracts to
SPA’s participating physicians unless and until those offers satisfy
SPA’s criteria have rendered it less likely and more costly for
third-party payors to establish competitive physician networks in
the Dallas area without first coming to terms with SPA. Asa
result, third-party payors often have offered or acceded to
Respondent’s demands for supracompetitive fees for all of SPA’s
participating physicians.

LACK OF SIGNIFICANT EFFICIENCIES

PARAGRAPH 19: Since March 2000, Respondent has neither
sought nor been willing to enter into agreements with third-party
payors in which SPA’s participating physicians undertake
financial risk-sharing. Further, Respondent’s participating
physicians have not integrated their practices to create significant
potential efficiencies. Respondent’s joint negotiation of fees and
other competitively significant terms has not been, and is not,
reasonably related to any efficiency-enhancing integration.

ANTICOMPETITIVE EFFECTS

PARAGRAPH 20: Respondent’s actions described in
Paragraphs 11 through 18 of this Complaint have had, or have the
tendency to have, the effect of restraining trade unreasonably and
hindering competition in the provision of physician services in the
Dallas area in the following ways, among others:

A. price and other forms of competition among Respondent’s
participating physicians were unreasonably restrained,

B. prices for physician services were increased; and

C. health plans, employers, and individual consumers were
deprived of the benefits of competition among physicians.
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PARAGRAPH 21: The combination, conspiracy, acts, and
practices described above constitute unfair methods of
competition in violation of Section 5 of the Federal Trade
Commission Act, 15 U.S.C. § 45. Such combination, conspiracy,
acts, and practices, or the effects thereof, are continuing and will
continue or recur in the absence of the relief herein requested.

WHEREFORE, THE PREMISES CONSIDERED, the Federal
Trade Commission on this seventeenth day of July, 2003, issues
its Complaint against Respondent.

By the Commission.
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DECISION AND ORDER

The Federal Trade Commission (“Commission”) having
initiated an investigation of certain acts and practices of SPA
Health Organization, doing business as Southwest Physician
Associates, hereinafter sometimes referred to as “Respondent,”
and Respondent having been furnished thereafter with a copy of
the draft of Complaint that the Bureau of Competition proposed to
present to the Commission for its consideration and which, if
issued, would charge Respondent with violations of Section 5 of
the Federal Trade Commission Act, as amended, 15 U.S.C. § 45;
and

Respondent, its attorney, and counsel for the Commission
having thereafter executed an Agreement Containing Consent
Order to Cease and Desist (“Consent Agreement”), containing an
admission by Respondent of all the jurisdictional facts set forth in
the aforesaid draft of Complaint, a statement that the signing of
said Consent Agreement is for settlement purposes only and does
not constitute an admission by Respondent 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 Respondent
has violated the said Act, and that a Complaint should issue
stating its charges in that respect, and having accepted the
executed Consent Agreement and placed such Consent 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 Section 2.34 of its Rules, now in further conformity
with the procedure described in Commission Rule 2.34, 16 C.F.R.
§ 2.34, the Commission hereby issues its Complaint, makes the
following jurisdictional findings and issues the following Order:



128

1.

FEDERAL TRADE COMMISSION DECISIONS
VOLUME 136

Decision and Order

SPA Health Organization (“SPA”), doing business as
Southwest Physician Associates, is a non-profit corporation,
organized, existing, and doing business under and by virtue of
the laws of Texas, with its office and principal place of
business at 8150 North Central Expressway, Suite 1250,
Dallas, Texas 75206. SPA was incorporated by, and its
officers and directors are, physicians engaged in the private
practice of medicine. It was established and has operated in
material part for the pecuniary benefit of physicians
associated with SPA.

The Federal Trade Commission has jurisdiction of the subject
matter of this proceeding and of the Respondent, and the

proceeding is in the public interest.

ORDER

IT IS ORDERED that, as used in this Order, the following

definitions shall apply:

A.

“Respondent” means SPA Health Organization, doing
business as Southwest Physician Associates, its officers,
directors, employees, agents, representatives, successors, and
assigns; and the subsidiaries, divisions, groups, and affiliates
controlled by it, and the respective officers, directors,
employees, agents, representatives, successors, and assigns of
each.

“Participate” in an entity means (1) to be a partner,
shareholder, owner, member, or employee of such entity, or
(2) to provide services, agree to provide services, or offer to
provide services, to a Payor through such entity. (This
definition also applies to all tenses and forms of the word
“participate,” including, but not limited to, “participating,”
“participated,” and “participation.”)
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“Payor” means any Person that pays, or arranges for payment,
for all or any part of any Physician services for itself or for
any other Person.

“Person” means both natural persons and artificial persons,
including, but not limited to, corporations, unincorporated
entities, and governments.

“Preexisting Contract” means a contract that was in effect
prior to the receipt, by all Payors that are parties to such
contract, of notice sent by Respondent pursuant to Paragraph
IIL.B. of this Order, of each such Payor’s right to terminate
such contract.

“Principal Address” means either (1) primary business
address, if there is a business address, or (2) primary
residential address, if there is no business address.

“Physician” means a doctor of allopathic medicine (“M.D.”)
or a doctor of osteopathic medicine (“D.0O.”).

“Qualified Risk-Sharing Joint Arrangement” means an
arrangement to provide Physician services in which:

1. all Physicians who Participate in the arrangement share
substantial financial risk through their Participation in the
arrangement and thereby create incentives for the Physicians
who Participate to jointly control costs and improve quality
by managing the provision of Physician services, such as
risk-sharing involving:

a. the provision of Physician services to Payors at a
capitated rate,

b. the provision of Physician services for a predetermined
percentage of premium or revenue from Payors,
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c. the use of significant financial incentives (e.g.,
substantial withholds) for Physicians who Participate to
achieve, as a group, specified cost-containment goals, or

d. the provision of a complex or extended course of
treatment that requires the substantial coordination of
care by Physicians in different specialties offering a
complementary mix of services, for a fixed,
predetermined payment, where the costs of that course of
treatment for any individual patient can vary greatly due
to the individual patient’s condition, the choice,
complexity, or length of treatment, or other factors; and

2. any agreement concerning reimbursement or other terms or

conditions of dealing entered into by or within the
arrangement is reasonably necessary to obtain significant
efficiencies through the joint arrangement.

“Qualified Clinically-Integrated Joint Arrangement” means
an arrangement to provide Physician services in which:

1. all Physicians who Participate in the arrangement Participate

in active and ongoing programs of the arrangement to
evaluate and modify the practice patterns of, and create a
high degree of interdependence and cooperation among, the
Physicians who Participate in the arrangement, in order to
control costs and ensure the quality of services provided
through the arrangement; and

. any agreement concerning reimbursement or other terms or

conditions of dealing entered into by or within the
arrangement is reasonably necessary to obtain significant
efficiencies through the joint arrangement.

IL.

IT IS FURTHER ORDERED that Respondent, directly or

indirectly, or through any corporate or other device, and all other



FEDERAL TRADE COMMISSION DECISIONS 131
VOLUME 136

Decision and Order

Persons in active concert or participation with Respondent who
receive notice of this Decision and Order by personal service or
otherwise, in connection with the provision of Physician services
in or affecting commerce, as “commerce” is defined in Section 4
of the Federal Trade Commission Act, 15 U.S.C. § 44, cease and
desist from:

A.

1

2.

B.

Entering into, adhering to, participating in, maintaining,
organizing, implementing, enforcing, or otherwise facilitating
any combination, conspiracy, agreement, or understanding
between or among any Physicians:

. to negotiate on behalf of any Physician with any Payor,

to deal, refuse to deal, or threaten to refuse to deal with any
Payor,

. regarding any term, condition, or requirement upon which

any Physician deals, or is willing to deal, with any Payor,
including, but not limited to, price terms, or

. not to deal individually with any Payor, or not to deal with

any Payor through any arrangement other than Respondent.

Exchanging or facilitating in any manner the exchange or
transfer of information among Physicians concerning any
Physician’s willingness to deal with a Payor, or the terms or
conditions, including price terms, on which the Physician is
willing to deal;

Attempting to engage in any action prohibited by Paragraph
IL.A. or I1.B., above; and

Encouraging, suggesting, advising, pressuring, inducing, or
attempting to induce any Person to engage in any action that
would be prohibited by Paragraphs ILA. through IL.C. above.
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PROVIDED, HOWEVER, that nothing in this Paragraph II
shall prohibit any agreement involving, or conduct by, Respondent
that is reasonably necessary to form, Participate in, or take any
other action in furtherance of a Qualified Risk-Sharing Joint
Arrangement or a Qualified Clinically-Integrated Joint
Arrangement, so long as the arrangement does not restrict the
ability, or facilitate the refusal, of Physicians who Participate in it
to deal with Payors on an individual basis or through any other
arrangement.

I
IT IS FURTHER ORDERED that Respondent shall:

A. Within thirty (30) days after the date on which this Order
becomes final, distribute by first-class mail a copy of this
Order and the Complaint to:

1. each Physician who Participates, or has Participated, in
Respondent, and

2. each officer, director, manager, and employee of
Respondent;

B. Within thirty (30) days after the date on which this Order
becomes final, send copies of this Order, the Complaint, and
the notice specified in Appendix A to this Order, by first-
class mail return receipt requested, to the chief executive
officer of each Payor that is listed in Appendix B or that
contracts with Respondent for the provision of Physician
services;

C. Terminate, without penalty or charge, any Preexisting
Contract with any Payor for the provision of Physician
services, upon receipt by Respondent of a written request to
terminate such contract from any Payor that is a party to the
contract or that pays for the Physician services provided
through the contract; PROVIDED, HOWEVER, that nothing
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contained herein shall affect the operation of any Preexisting
Contract provision pertaining to the continuation of patient
care for patients undergoing a course of treatment, or
payment therefor, following expiration or termination of the
Preexisting Contract;

D. For a period of three (3) years after the date this Order
becomes final:

1. Distribute by first-class mail a copy of this Order and the
Complaint to:

a. each Physician who begins Participating in Respondent,
and who did not previously receive a copy of this Order
and the Complaint from Respondent, within thirty (30)
days of the time that such Participation begins,

b. each Payor that contracts with Respondent for the
provision of Physician services, and that did not
previously receive a copy of this Order and the
Complaint from Respondent, within thirty (30) days of
the time that such Payor enters into such contract, and

c. each person who becomes an officer, director, manager,
and employee of Respondent, and who did not previously
receive a copy of this Order and the Complaint from
Respondent, within thirty (30) days of the time that he or
she assumes such responsibility with Respondent; and

2. Annually publish a copy of this Order and the Complaint in
an official annual report or newsletter sent to all Physicians
who Participate in Respondent, with such prominence as is
given to regularly featured articles;

E. Notify the Commission at least thirty (30) days prior to any
proposed change in Respondent, such as dissolution,
assignment, sale resulting in the emergence of a successor
corporation, the creation or dissolution of subsidiaries, or any



134

1.

FEDERAL TRADE COMMISSION DECISIONS
VOLUME 136

Decision and Order

other change in Respondent that may affect compliance
obligations arising out of this Order; and

File verified written reports within sixty (60) days after the
date this Order becomes final, annually thereafter for three
(3) years on the anniversary of the date this Order becomes
final, and at such other times as the Commission may by
written notice require, setting forth:

in detail, the manner and form in which Respondent has
complied and is complying with this Order, including, but
not limited to, (a) information sufficient to describe, for
each Qualified Risk-Sharing Joint Arrangement established
or operated by Respondent, the manner in which the
Physicians who Participate in such arrangement share
financial risk, and (b) information sufficient to describe, for
each Qualified Clinically-Integrated Joint Arrangement
established or operated by Respondent, the manner in which
the Physicians who Participate in such arrangement have
integrated their practices, and

. the name, address, and telephone number of each Payor with

which Respondent has had any contact during the reporting
period.

IV.

IT IS FURTHER ORDERED that Respondent shall notify the

Commission of any change in its Principal Address within twenty
(20) days of such change in address.

V.

IT IS FURTHER ORDERED that, for the purpose of

determining or securing compliance with this Order, Respondent
shall permit any duly authorized representative of the
Commission:
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A. Access, during office hours and in the presence of counsel, to
inspect and copy all books, ledgers, accounts,
correspondence, memoranda, calendars, and other records
and documents in their possession, or under their control,
relating to any matter contained in this Order; and

B. Upon five (5) days’ notice to Respondent, and without
restraint or interference from it, to interview officers,
directors, or employees of Respondent.

VL

IT IS FURTHER ORDERED that this Order shall terminate on
July 17, 2023.

By the Commission.
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Appendix A
[letterhead of SPA]

[name of payor’s CEO]
[address]

Dear

Enclosed is a copy of a complaint and a consent order issued
by the Federal Trade Commission against SPA Health
Organization (“SPA”), doing business as Southwest Physician
Associates. [ call to your attention Paragraph IIL.C. of the order,
which gives you the right to terminate, without penalty or charge,
any contracts with SPA that were in effect prior to your receipt of
this letter.

Sincerely,
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Appendix B

Accountable Health Plans of America, Inc.
Aetna U.S. Healthcare North Texas, Inc.
Beech Street Corp.
Blue Cross Blue Shield of Texas, A Division of Health Care
Service Corp.
Carrollton-Farmers Branch Independent School District
City of Carrollton
First Health Group Corp.
Harris Select
HealthSmart Preferred Care, Inc.
Humana Health Plan of Texas, Inc.
Lewisville Independent School District
North Texas Healthcare Network
One Health Plan
Pacificare of Texas, Inc.
Plano Independent School District
ppoNext, Inc.
Private Healthcare Systems, Inc.
ProAmerica Managed Care, Inc.
Provider Networks of America, Inc.
Prudential Healthcare
TML Intergovernmental Employee Benefits Pool
Teacher Retirement System of Texas Coordinated Care
Unicare Life & Health Insurance Company
United Healthcare of Texas, Inc.
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Analysis of Agreement Containing Consent Order to Aid
Public Comment

The Federal Trade Commission has accepted, subject to final
approval, an agreement containing a proposed consent order with
SPA Health Organization, doing business as Southwest Physician
Associates (“Respondent” or “SPA”). The agreement settles
charges that Respondent violated Section 5 of the Federal Trade
Commission Act, 15 U.S.C. § 45, by facilitating and
implementing agreements among SPA members on price and
other competitively significant terms; refusing to deal with payors
except on collectively agreed-upon terms; and negotiating fees
and other competitively significant terms in payor contracts and
refusing to submit to members payor offers that do not conform to
Respondent’s standards for contracts.

The proposed consent order has been placed on the public
record for 30 days to receive comments from interested persons.
Comments received during this period will become part of the
public record. After 30 days, the Commission will review the
agreement and the comments received, and will decide whether it
should withdraw from the agreement or make the proposed order
final. The purpose of this analysis is to facilitate public comment
on the proposed order. The analysis is not intended to constitute
an official interpretation of the agreement and proposed order, or
to modify their terms in any way. Further, the proposed consent
order has been entered into for settlement purposes only and does
not constitute an admission by Respondent that it violated the law
or that the facts alleged in the complaint (other than jurisdictional
facts) are true. The allegations in the Commission’s proposed
complaint are summarized below.

The Complaint

Respondent SPA is a nonprofit corporation that contracts with
third-party payors for the provision of medical services on behalf
of its approximately 1,000 participating physicians. Respondent
is organized and operated to further the pecuniary interests of
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those physicians, who are licensed to practice medicine in the
State of Texas and who are engaged in the business of providing
medical services to patients in the eastern part of the Dallas-Fort
Worth metropolitan area (hereinafter “Dallas area”).

Physicians often contract with third-party payors, such as
insurance companies and preferred provider organizations. The
contracts typically establish the price and other terms under which
the physicians will render services to the payors’ subscribers.
Contracting physicians often agree to accept lower-than-
customary compensation from these third-party payors to gain
access to additional patients through the payor. Thus, these
contracts may reduce payor costs, and may result in lower medical
care costs to the payor’s subscribers.

Absent agreements among competing physicians, each
competing physician decides for himself or herself whether, and
on what price and other terms, the physician will contract with
third-party payors to provide medical services to the payors’
subscribers. To be competitively marketable in the Dallas area, a
payor must include in its physician network a large number of
primary care physicians (“PCPs”) and specialists who practice in
the Dallas area. Many of the PCPs and specialists who practice in
the Dallas area are members of SPA. Accordingly, many payors
concluded that they could not establish a viable physician network
in areas in which SPA physicians are concentrated, without
including a large number of SPA physicians in that network.

Respondent actively bargained with third-party payors, often
proposing and counter-proposing fee schedules to be applied,
among other terms. To maintain its bargaining power, SPA has
discouraged its participating physicians from entering into
unilateral agreements with third-party payors, and it has
communicated to its participating physicians SPA’s
determinations that specific fees and other contract terms offered
by third-party payors may be inadequate. Many of SPA’s
participating physicians have been unwilling to negotiate with
third-party payors apart from SPA, and have communicated that
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fact to third-party payors seeking to resist SPA’s collective
demands.

Sometimes a network of competing physicians uses an agent to
convey to payors information, obtained from each of its
participating physicians individually, about fees and other
significant contract terms that the physicians are willing to accept.
In other instances, the agent may convey all payor contract offers
to network physicians, with each physician then unilaterally
deciding whether to accept or reject each offer. These "messenger
model" arrangements, which are described in the 1996 Statements
of Antitrust Enforcement Policy in Health Care jointly issued by
the Federal Trade Commission and U.S. Department of Justice
(see http://www.fic.gov/reports/hlth3s.htm), can facilitate
contracting between physicians and payors without fostering
agreements among competing physicians on fees and other
competitively sensitive terms. Such agreements are likely,
however, if the messenger negotiates fees and other competitively
significant terms on behalf of the participating physicians, or
facilitates the physicians’ coordinated responses to contract offers
by, for example, electing not to convey a payor’s offer to the
physicians based on the messenger’s opinion of the acceptability
or appropriateness of the offer.

Rather than acting simply as a “messenger,” Respondent
facilitated and implemented agreements among its members on
price and other competitively significant contract terms. It
actively sought higher prices for its members and often did not
convey to its participating physicians third-party payor offers that
SPA deemed deficient, including offers that provided for fees that
did not satisfy SPA’s Board of Directors. SPA instead demanded,
and often received, more favorable fee and other contract terms —
terms that third-party payors would not have offered to SPA’s
participating physicians had those physicians engaged in
unilateral, rather than collective, negotiations with the payors.
Only after the third-party payor acceded to fee and other contract
terms acceptable to SPA, would SPA convey the payor’s proposed
contract to SPA’s participating physicians for their consideration.
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Since July of 1999, SPA and its members have entered only
into fee-for-service agreements with payors, pursuant to which
SPA and its members did not undertake financial risk-sharing.
Further, SPA members have not integrated their practices to create
significant potential efficiencies. Respondent’s joint negotiation
of fees and other competitively significant terms has not been, and
is not, reasonably related to any efficiency-enhancing integration.
Instead, the Respondent’s acts and practices have restrained trade
unreasonably and hindered competition in the provision of
physician services in the Dallas area in the following ways, among
others: prices and other forms of competition among
Respondent’s members were unreasonably restrained; prices for
physician services were increased; and health plans, employers,
and individual consumers were deprived of the benefits of
competition among physicians. Thus, Respondent’s conduct has
harmed patients and other purchasers of medical services by
restricting choice of physicians and increasing the prices of
medical services.

The Proposed Consent Order

The proposed consent order is designed to prevent recurrence
of the illegal concerted actions alleged in the complaint while
allowing Respondent and member-physicians to engage in
legitimate joint conduct.

Paragraph II.A prohibits Respondent from entering into or
facilitating agreements among physicians: (1) to negotiate on
behalf of any physician with any payor; (2) to deal, refuse to deal,
or threaten to refuse to deal with any payor; (3) regarding any term
upon which any physicians deal, or are willing to deal, with any
payor; and (4) not to deal individually with any payor or through
any arrangement other than SPA.

Paragraph II.B prohibits Respondent from exchanging or
facilitating the transfer of information among physicians
concerning any physician’s willingness to deal with a payor, or the
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terms or conditions, including price terms, on which the physician
is willing to deal.

Paragraph I1.C prohibits Respondent from attempting to engage
in any action prohibited by Paragraph II.A or II.B. Paragraph IL.D
prohibits Respondent from encouraging, pressuring, or attempting
to induce any person to engage in any action that would be
prohibited by Paragraphs II.A through I1.C.

Paragraph II contains a proviso that allows Respondent to
engage in conduct that is reasonably necessary to the formation or
operation of a “qualified risk-sharing joint arrangement” or a
“qualified clinically-integrated joint arrangement,” so long as the
arrangement does not restrict the ability, or facilitate the refusal,
of participating physicians to deal with payors on an individual
basis or through any other arrangement. To be a “qualified risk-
sharing joint arrangement,” an arrangement must satisfy two
conditions. First, all participating physicians must share
substantial financial risk through the arrangement and thereby
create incentives for the participants jointly to control costs and
improve quality by managing the provision of services. Second,
any agreement concerning reimbursement or other terms or
conditions of dealing must be reasonably necessary to obtain
significant efficiencies through the joint arrangement. To be a
“qualified clinically-integrated joint arrangement,” an
arrangement must also satisfy two conditions. First, all
participants must join in active and ongoing programs to evaluate
and modify their clinical practice patterns, creating a high degree
of interdependence and cooperation among physicians to control
costs and ensure the quality of services provided. Second, any
agreement concerning reimbursement or other terms or conditions
of dealing must be reasonably necessary to obtain significant
efficiencies through the joint arrangement. Both definitions
reflect the analyses contained in the 1996 FTC/DOJ Statements of
Antitrust Enforcement Policy in Health Care.

As explained previously, the order would bar SPA from
encouraging or facilitating agreements among or on behalf of
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otherwise competing physicians as to the terms under which the
physicians would provide medical services. SPA’s negotiating
with a third-party payor of contract terms applicable only to
SPA’s own proposed performance ordinarily would not encourage
or facilitate an agreement among its participating physicians as to
the terms under which the physicians would provide medical
services. Therefore, a SPA-payor negotiation of terms applicable
only to SPA’s own proposed performance ordinarily would not be
affected by the order. SPA’s conduct in such a negotiation may
not, however, encourage, facilitate, or conceal an agreement by or
on behalf of participating physicians as to the terms upon which
they would provide medical services. Thus, for example, the
order would not ordinarily preclude SPA’s negotiating with third-
party payors as to whether, and on what terms, SPA itself would
engage in delegated credentialing of physicians on behalf of the
payor, undertake specified contract administration activities,
maintain specified insurance coverages, or indemnify the payor.

Similarly, the order ordinarily would not affect SPA’s
communicating to its participating physicians accurate, factual,
and objective analyses of proposed third-party payor contract
terms, so long as such communication does not encourage,
facilitate or conceal a prohibited agreement. SPA may not,
however, do so in a manner that directly or by implication
suggests that physicians should or should not accept the contract
offers or particular terms thereof upon which they would provide
medical services. Further, the order ordinarily would not preclude
SPA’s sharing with a third-party payor SPA’s objective analysis
of the proposed contract terms prior to communicating that
analysis to its participating physicians, provided that SPA informs
the payor that SPA will promptly messenger the contract proposal
to its participating physicians upon the payor’s request, that SPA
promptly complies with each such request, and that any such
communications by SPA to the payor do not directly or by
implication encourage, facilitate, or conceal a prohibited
agreement.
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Paragraphs IIL.A and III. B require SPA to distribute the
complaint and order to its members, payors with which it
previously contracted, and specified others. Paragraph I1I.C
requires SPA to terminate, without penalty, payor contracts that it
had entered into during the collusive period, at any such payor’s
request. This provision is intended to eliminate the effects of
Respondent’s joint price setting. Paragraph III.C also contains a
proviso to preserve payor contract provisions defining post-
termination obligations relating to continuity of care during a
previously begun course of treatment.

The remaining provisions of the proposed order impose
complaint and order distribution, reporting, and other compliance-
related provisions. For example, Paragraph III. D requires SPA to
distribute copies of the complaint and order to incoming SPA
physicians, payors that contract with SPA for the provision of
physician services, and incoming SPA officers, directors, and
employees. Further, Paragraph III.F requires SPA to file periodic
reports with the Commission detailing how SPA has complied
with the order. Paragraph V. authorizes Commission staff to
obtain access to Respondent’s records and officers, directors, and
employees for the purpose of determining or securing compliance
with the order. The proposed order will expire in 20 years.
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IN THE MATTER OF

UNITHER PHARMA, INC.,, ET AL.

CONSENT ORDER, ETC., INREGARD TO ALLEGED VIOLATIONS OF
SEC. 5 AND SEC. 12 OF THE FEDERAL TRADE COMMISSION ACT

Docket C-4089; File No. 0223036
Complaint, July 22, 2003--Decision, July 22, 2003

This consent order, among other things, prohibits Respondents Unither Pharma,
Inc. and United Therapeutics Corporation — which market HeartBar products,
chewy food bars and powders enriched with L-Arginine, vitamins, and minerals
— from representing that HeartBar (HeartBar, HeartBar Plus, or HeartBar
Sport), or any other L-Arginine product used in or marketed for the treatment,
cure, or prevention of cardiovascular disease, or the improvement of
cardiovascular or vascular function (1) substantially decreases leg pain for
people with cardiovascular disease; (2) reverses damage or disease to the heart
caused by high cholesterol, smoking, diabetes, estrogen deficiency, or any other
medical condition or health risk; (3) prevents age-related vascular problems,
including “hardening of the arteries” and plaque formation, or reduces the risk
of developing cardiovascular disease; (4) reduces or eliminates the need for
surgery, such as a coronary bypass or angioplasty, or for medications, such as
nitroglycerin, in patients with cardiovascular disease; or (5) improves
endurance, circulation, and energy for the general population, unless the claims
are substantiated by competent and reliable scientific evidence. The order also
requires the respondents to possess competent and reliable scientific evidence
to support any future claims about the health benefits, performance, or efficacy
of any food, medical food, or dietary supplement used in or marketed for (1)
the treatment, cure, or prevention of cardiovascular disease, or (2) the
improvement of cardiovascular or vascular function. In addition, the order
prohibits the respondents from misrepresenting, with respect to the above
products, the existence, contents, validity, results, conclusions, or
interpretations of any test, study, or research. The order also requires the
respondents notify their distributors as to the claims the Commission has
challenged and report to the Commission any distributors who continue to make
claims that the Commission’s order prohibits.

Participants

For the Commission: Matthew Daynard, Keith Fentonmiller,
Mary K. Engle and Dennis Murphy.

For the Respondents: Daniel Ferrel Mclnnis, Akin, Gump,
Strauss, Hauer & Feld L.L.P.
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COMPLAINT

The Federal Trade Commission, having reason to believe that
Unither Pharma, Inc., a corporation, and United Therapeutics
Corporation, a corporation, 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. a. Respondent Unither Pharma, Inc. (“Unither Pharma”) is a
Delaware corporation with its principal office or place of business
at 1110 Spring St., Silver Spring, Maryland 20910. Unither
Pharma is a wholly owned subsidiary of Unither Pharmaceuticals,
Inc., which is wholly owned by respondent United Therapeutics
Corporation. Unither Pharma markets and sells an L-arginine-
based dietary supplement and a purported medical food under the
HeartBar brand name. This dietary supplement purportedly treats
or prevents cardiovascular disease and/or improves endurance.

b. Respondent United Therapeutics Corporation (“United
Therapeutics”) is a Delaware corporation with its principal office
or place of business at 1110 Spring St., Silver Spring, Maryland
20910. United Therapeutics participated in the advertising claims
challenged herein, including the creation and dissemination of
Exhibits H through J.

2. Respondents have advertised, offered for sale, sold and
distributed products to the public, including HeartBar, HeartBar
Plus, and HeartBar Sport. These products are “foods” and/or
“drugs” within the meaning of Sections 12 and 15 of the Federal
Trade Commission Act.

3. The acts and practices of respondents alleged in this complaint
have been in or affecting commerce, as “commerce” is defined in
Section 4 of the Federal Trade Commission Act.
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4 Respondents have disseminated or have caused to be
disseminated advertisements for HeartBar and HeartBar Plus
(collectively “HeartBar”) and HeartBar Sport, including but not
necessarily limited to the attached Exhibits A through J. Since at
least 1999, advertisements and promotions have appeared on the
cookepharma.com and unither.com websites, on product
packaging, and/or in print media, such as Reader’s Digest,
Modern Maturity, Prevention, The San Francisco Chronicle, The
Chicago Sun-Times, The Detroit Free Press, The Cleveland Plain
Dealer, The Miami Herald, and newspaper inserts published by
News America Marketing FSI, Inc. HeartBar products are sold in
two forms, an edible bar and a powder, which is mixed with
water. The bars have sold for approximately $2 each. According
to the product labels, HeartBar and HeartBar Sport contain,
among other ingredients, 3 to 6 grams of L-Arginine, soy
isoflavones extract, Vitamins A, B-6, B-12, C and E, niacin,
folate, iron, and calcium. The advertisements for HeartBar
contain the following statements, among others:

Print Advertising:

A. Today people with heart disease are discovering that
taking two HeartBars a day is bringing welcome relief
from heart disease symptoms such as ... leg pain - usually
within the first two weeks.

One HeartBar a day thereafter may be sufficient to
maintain results. ...
Studies show that taking two HeartBars a day ...
* * k%
¢’ Reduce|s] painful symptoms such as angina and leg
pain
* * k%
(Ex. A) (Ex. A is a print advertisement for HeartBar).

B. Here’s what HeartBar can do...

v/ Improve ... heart health
% %k ok %



148

FEDERAL TRADE COMMISSION DECISIONS
VOLUME 136

Complaint

v Reduce painful symptoms such as ... leg pain
% %k ok %

(Ex. B) (Ex. B is a print advertisement for HeartBar).

Internet Advertising:

C.

HeartBar® Plus contains 6 grams of arginine per serving,
and it has been shown in clinical trials to be effective in ...
decreasing angina ... in patients with coronary artery
disease. In addition, HeartBar® Plus may be of benefit to
selected at-risk population of developing cardiovascular
disease.

(Ex. C at 1) (Ex. C consists of webpages from the
cookepharma.com website dated March 26, 2002).

Eating two HeartBars a day ...:
* Reduces painful symptoms of heart disease such as ...
leg pain
* ok k%
* Helps improve ability to exercise without pain,
discomfort...
* %k k%
Results are usually experienced within the first two weeks.
After two weeks, one HeartBar® may be sufficient to
maintain results.

(Ex. D at 1) (Ex. D consists of webpages from the
cookepharma.com website dated August 20, 2001).

. ...Not to be mistaken for health bar look-alikes, new

HeartBar® contains a scientifically proven ingredient to

reduce the pain ... associated with vascular disease ... .
* %k k%

Fifteen years of scientific research at major institutions

reveal that in certain patients the dietary use of the
nutritional ingredients in HeartBar®:
Helps reverse the effects of high cholesterol, smoking,

diabetes, and estrogen deficiency on the heart
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% * k%
(Ex. C at 5-6) (Ex. C consists of webpages from the
cookepharma.com website dated March 26, 2002).

F. How does HeartBar® Work?
... The active ingredients in HeartBar® have been
clinically proven, in properly selected patients, to ...
increase pain-free exercise performance.
(Ex. C at 7) (Ex. C consists of webpages from the
cookepharma.com website dated March 26, 2002).

How many HeartBars should a consumer eat a day to
receive all of the heart and vascular benefits?

Clinical research shows that, for best results, ... significant
improvement (66%) in pain free walking distance ... [is]
achieved by eating two bars a day.

(Ex. D at 2) (Ex. D consists of webpages from the
cookepharma.com website dated August 20, 2001).

H. HeartBar Sport is a line of L-arginine dietary supplements
developed from our experience with HeartBar Plus.
HeartBar Sport contains 3 grams of arginine per serving,
and it has been shown in clinical trials to improve
endurance and energy.

(Ex. C at 3) (Ex. C consists of webpages from the
cookepharma.com website dated March 26, 2002).

. Who are HeartBar® products for?
ok sk ok
HeartBar® Sport, the dietary supplement, is intended for
older adults or at-risk individuals who wish to maintain
good cardiovascular health, as well as benefit from
increased energy and endurance.
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(Ex. C at 14-15) (Exhibit F consists of webpages from the
cookepharma.com website dated March 26, 2002).

J. The following testimonials from doctors have appeared on
the cookepharma.com website:

1. Doctor’s Corner

John P. Cooke

Vascular Medicine

Stanford University School of Medicine
Stanford, CA

A Nutritional Approach to a Healthy Endothelium:Case
Histories

I have been studying the endothelium for the better part of

two decades, first at Mayo where I was trained, then as an

Assistant Professor at Harvard, and now as Associate

Professor and Director of the NIH-funded Vascular

Medicine Program at Stanford. ...

The HeartBar® has now been tested in rigorous, double-
blind, placebo-controlled trials and has been shown to
improve exercise tolerance and reduce pain in patients
with coronary and peripheral arterial disease. Although
these clinical trials are very gratifying, what I find even
more satisfying are the positive results that [ have
observed in my own clinic. Here are a few representative
anecdotes:

A 78 y/o male with intermittent claudication

L. M. is a vigorous 78 year old man who looks younger
than his stated age. As an alpine biologist, one of his
classes each year involved a month of hiking over the
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heights of Yosemite and King's Canyon. Now, in
retirement he is still an outdoorsman, and enjoys outdoor
activities with his son.

For the last few years though, he had noticed cramping in
his legs after walking up a hill. The discomfort would
subside if he stood still for a moment, and then he could
go on. But about two years ago, the cramping became a
real disability for him. He was tightening up after walking
a half-mile, and he could only go that far if he walked
slowly. The great outdoors was getting farther away for
LM.

He came to my Vascular Medicine clinic at Stanford in the
spring of 1999. I prescribed Trental 400 tid. He returned to
me 6 weeks later with little improvement. At that point I
stopped the Trental and introduced him to the HeartBar.
LM began taking two bars daily. It wasn't long before he
noticed an improvement, and over time, he continued to
improve. At the time of this writing, LM is able to walk
faster, without pain, and considers himself unlimited. He is
even able to jog a quarter of a mile before he needs to slow
down. He's back to the hills, and enjoying the outdoors
again with his son.

I hope that you found these anecdotes interesting. I
welcome you to send in your own anecdotes regarding
your experience with this nutritional therapy.

With warmest regards,

John P. Cooke, MD Ph.D.

Associate Professor and Director
Section of Vascular Medicine

Stanford University School of Medicine

2. Doctor’s Corner




152 FEDERAL TRADE COMMISSION DECISIONS
VOLUME 136

Complaint

Alan S. Bailer

Cardiovascular Diseases
1330 Cottman Ave.
Philadelphia, PA 19111

Patient Success Story

My 77 year old father had a triple coronary artery bypass
grafting procedure in 1984. ...

* 0 ok ok %k

I am convinced that, without the HeartBars, my father

would have had to undergo another revascularization.
Thank you, Cooke Pharma, for this wonderful product.

3. Doctor’s Corner

Marcus S. Kryger

Box 280
Forsyth, MO 65653

PVD Patient Success Stories

» 82 Year old white female with ischemic

cardiomyopathy and severe peripheral vascular
disease by IMEX scan. Unable to walk 1 block due
to leg pain and dyspnea. She was scheduled for
femoral artery bypass, but started on HeartBar.
Three months later, without surgery or other
medical changes, she was walking 2 miles daily
and continues to do so, without symptoms, 15
months later.
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* 0 ok ok %k

* 86 Year old white male with CHF due to ischemic

cardiomyopathy and severe leg pain on walking
over 50 feet. Started on HeartBar BID, no other
changes in medical regime. A month later he
repaired his roof by himself without any symptoms.
He felt well for 4 months then stopped HeartBar.
He rapidly became more dyspneic; restarted
HeartBar BID with prompt improvement and went
deer hunting this past fall.

4. Doctor’s Corner

Peter Gray

90 South St.
Glens Falls, NY 12801

Great Results—Reducing Angina Episodes,
Claudication...

Great results regarding:

* 0 ok ok %k

* Reducing claudication.

I'm now using it with my father for claudication with

excellent results.

(Ex. C at 8-13) (Ex. C consists of webpages from the
cookepharma.com website dated March 26, 2002).

K. The following testimonials from HeartBar customers have
appeared on the cookepharma.com website:
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1. Mary R. Gompf from OH
“It was just like my Doctor said. After only 2 weeks of

taking the HeartBar, I noticed a dramatic reduction in my
... leg pain. ...Thank you.”

2. Mr. Barry Dangler from FL
“...My Cardiologist has taken me off of Imdur for my
angina pain now that I'm taking the HeartBar. I feel great.”

3. Ms. Betty Burke from CA
“I had severe burning pain in my left leg when I ran up

hills. My AB Index, done by Stanford Research, in my left
leg was only .5. I read on the Internet that a .4 Index might
require amputation. After 2 weeks taking the HeartBar, the
burning pain is gone! I can run with no pain. I also don't
have any leg pain when playing tennis. [ was seen by a
vascular surgeon who proclaimed that [ had excellent
circulation in both legs. HeartBar has really changed my
life!”

4. Mr. Sam Roska from CA

“I have atherosclerosis in both legs. After 2 angioplasties

on my legs, my doctor put me on HeartBar. Further
angioplasty presented a 20% risk of amputation. I had
been able to walk only up to about 3 minutes before
debilitating leg pain forced me to stop. After about a
month on the HeartBar, I was able to walk 10 minutes with
no pain! I now have much less pain than before.”

5. Thomas Overbeek from MI
“I have had leg pains for about 10 years. The pain in my

left leg became especially bad in the last 6 months. I could
barely walk from the bedroom to the bathroom. I couldn’t
stand up without pain. Because of my worsening
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condition, I was scheduled for bypass surgery in my leg.
My doctor told me my pain would remain, however. But,
after 2 weeks taking the HeartBar, the pain in my leg
disappeared. It was unbelievable! As scheduled, I went
into see my surgeon the day before my surgery; he
cancelled the surgery. I haven’t felt this good in 10 years.
I can walk and climb stairs with no pain now, and can
stand for half an hour. ...”

6. Al White from MI

“I am almost an Octogenarian (in 6 months).... I have not

had to use my Nitro-Stat pills since I started using
HeartBars—not a single one. I got my Doctor’s OK first
to use the HeartBars.”

(Ex. C at 16-18) (Exhibit F consists of webpages from the
cookepharma.com website dated March 26, 2002).

Packaging:

L. Front panel:

HeartBar

Plus

6g L-Arginine per Bar

Clinically Proven Results

* * * 3k
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Reduces angina and leg pain

(Ex. C at 2) (Ex. C consists of webpages from the
cookepharma.com website dated March 26, 2002; page 2
depicts packaging for HeartBar Plus).

M. Front panel:

HeartBar

* ok ok %k

Recommended by Doctors for Daily Use

L S

» Helps Reduce... Leg Pain

k ok ok ok

Back panel:

If you have heart disease, take two
HeartBars

a day to feel a difference within two
weeks.

Eating two HeartBars a day helps ... with the following
results:
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* Reduces painful symptoms of heart disease such as ... leg pain

ok skok

 Helps improve ability to exercise without pain, discomfort ...

skokskok

(Ex. E at 1-2; citation omitted) (Ex. E is a copy of the
packaging for HeartBar).

N. Front Panel:

HeartBar

Sport
Dietary
Supplement

3g L-Arginine per Serving

Clinically Proven Results

Improves endurance... and energy/]

(Ex. F; citation omitted) (Ex. F is a copy of the front of the
packaging for HeartBar Sport from 2002).
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Other Promotions:

O.

Is HeartBar® Right for You?

* ok ok %k

If you are elderly, you might want to consider that as we
age, our need for arginine in the diet increases. Eaten in the
right amount, arginine can help prevent a variety of age-
related vascular problems, including “hardening of the
arteries” and plaque formation, and prevent or reverse the
symptoms associated with them. ...

(Ex. G at 2) (Ex. G is an excerpt from the jewel case insert
for The Heart of the Classics musical Compact Disc given
to HeartBar distributors).

. ...|E]ating HeartBar® products ... can improve your

aerobic performance. For these reasons, even those who are
not experiencing heart disease or age-related symptoms
choose to make HeartBar® part of their daily regimen.

Clinical Research Confirms that HeartBar®

* * * *

Relieves painful symptoms such as angina and leg pain.

L S

(Ex. G at 3) (Ex. G is an excerpt from the jewel case
insert for The Heart of the Classics musical Compact
Disc given to HeartBar distributors).
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Q. See Results in Two Weeks!

In clinical studies, after only two weeks of eating two
HeartBarse daily, patients showed significant
improvement in angina scores ...!! In patients
suffering from PAD (peripheral artery disease),
HeartBare was shown to significantly improve the
ability to walk pain free.!! After the initial two weeks,
one HeartBar» a day may be sufficient to maintain
these results.

* * * *
70% reduction in angina pain

66% increase in ability to exercise

(Ex. G at 4; citations omitted) (Ex. G is an excerpt
from the jewel case insert for The Heart of the
Classics musical Compact Disc given to HeartBar
distributors).

R. “In my experience, recommending Heart Bar has
helped to stop heart disease in my patients.”

Joe Predergast, M.D.
Diabetes Specialist

(Ex. H. at 2; Ex. K is an excerpt from the 2001 United
Therapeutics Corporation Annual Report).

S. HeartBar

... Clinical studies conducted by Cooke Pharma have
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demonstrated the ability of the HeartBar to reduce
painful symptoms associated with cardiovascular
diseases .... Randomized, double-blinded clinical
studies published in medical journals and presented at
the 2000 American Heart Association meeting have
shown that the HeartBar works. ...

(Ex. I. at 2; Ex. I is an excerpt from the 2000 United
Therapeutics Corporation Annual Report).

T. United Therapeutics Acquiring Cooke
Pharma,

Expanding into Angina and
Coronary Artery Disease

Silver Spring, MD and Belmont, CA, December 18, 2000 —

% % % %

...Clinical studies conducted by Cooke Pharma have
demonstrated convincingly the ability of the HeartBar to reduce
painful symptoms of cardiovascular disease.... ...

(Ex. J at 1; Ex. J is a December 18, 2000, press
release from the unitedtherapeutics.com website).

5. Through the means described in Paragraph 4, respondents
have represented, expressly or by implication, that:

A. HeartBar substantially decreases leg pain for
people with cardiovascular disease;
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B. HeartBar reverses damage or disease to the heart
caused by high cholesterol, smoking, diabetes, or
estrogen deficiency;

C. HeartBar prevents age-related vascular problems,
including “hardening of the arteries” and plaque
formation, and reduces the risk of developing
cardiovascular disease;

D. HeartBar reduces or eliminates the need for
surgery, such as a coronary bypass or angioplasty,
and medications, such as nitroglycerin, in patients
with cardiovascular disease; and

E. HeartBar Sport improves endurance and energy for
the general population.

6. Through the means described in Paragraph 4, respondents have
represented, expressly or by implication, that they possessed and
relied upon a reasonable basis that substantiated the
representations set forth in Paragraph 5, at the time the
representations were made.

7. In truth and in fact, respondents did not possess and rely upon a
reasonable basis that substantiated the representations set forth in
Paragraph 5, at the time the representations were made. Several
of the representations are not supported by any clinical studies on
humans. Other representations are based on results reported in
studies that suffer from various flaws, including the failure to
account for the placebo effect and extremely small sample sizes,
such that the experience of a single or a few subjects account for
the benefits purportedly experienced by the active group as a
whole. Therefore, the representation set forth in Paragraph 6 was,
and is, false or misleading.
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8. Through the means described in Paragraph 4, respondents have
represented, expressly or by implication, that clinical studies,
research, and/or trials show that:

A. HeartBar decreases angina pain, including by as much as
70% within two weeks;

B. HeartBar decreases leg pain while walking or exercising,
including by as much as 66% within two weeks, for people
with peripheral artery disease;

C. HeartBar reverses the effects of high cholesterol, smoking,
diabetes, and estrogen deficiency on the heart; and

D. HeartBar Sport improves endurance and energy for the
general population.

9. In truth and in fact, clinical studies, research, and/or trials do
not show that:

A. HeartBar decreases angina pain, including by as much as
70% within two weeks;

B. HeartBar decreases leg pain while walking or exercising,
including by as much as 66% within two weeks, for people
with peripheral artery disease;

C. HeartBar reverses the effects of high cholesterol, smoking,
diabetes, and estrogen deficiency on the heart; or

D. HeartBar Sport improves endurance and energy for the
general population.

Therefore, respondents’ representations set forth in Paragraph 8§,
above, were, and are, false or misleading.

10. The acts and practices of respondents as alleged in this
complaint constitute unfair or deceptive acts or practices, and the
making of false advertisements, in or affecting commerce in
violation of Sections 5(a) and 12 of the Federal Trade
Commission Act.
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THEREFORE, the Federal Trade Commission this twenty-
second day of July, 2003, has issued this complaint against
respondents.

By the Commission.



FREE Help for
Heart Disease Sufferers

Get one HeartBar® FREE for EVERY HeartBar You Buy! Or save $10 00

ona16- bar carton.

Ask your doctor about
taking two HeartBars
daily. It can start
making a big
difference in

just two weeks.

For more informatios about Heartflar of to order directly from a3, cal
tob free (888] B08-6838 or visit ow website 2t www.COOREDAIITA.COM.

- f Use sacer the supervision of 2 piysician. Ask your pharmacist
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Today people with heart disease are discovering that takmg two HeartBars a day is bringing welcome rehef
from heart disease symptoms such as fatigue, chest pain, and leg pain - usually within the first two weeks..

What people are saying
about HeartBar...

“I haven't felt this good in 10 years. | can
walk and climb stairs with no pain now...
My energy level is also up and | can't wait
to get out and do things.” - Thomas O., Ml

“After taking two HeartBars a day for two
weeks, the discomiort in my chest is gone...
I’'m not afraid to walk alone any more. It's
sensationai! I'm full of energy.” - Mary S., PA

“Several months ago, | was introduced to
HeartBars by my cardiologist. | am convinced
that this product has greatly improved my
quaiity of life.® - Mary Ann D., CA
Visit our web site at www.cookepharma.com
to read what more people are saying.
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Iumurmmcoumlmnmmml ]

FREE HeartBar:

|
1
: Get one HeartBar FREE for EVERY HeartBar you buy!
1
1

Uummwdam [T Y
¥ HcartBar

tm JARIIRR T

W ion (e sum po om0
WDRIE (oo Pwen bu od mmnrs s fo e we
o 0n e s & oy ¢ ¢ EBAID w (e
Pove rewwee b Ges snidh & sem Pa
o e
%% m @ pactesry puin (s 0 W I Satied
-

T—-—-

'_ = o o - o -

One HeartBar a day thereafter may be sufﬁcnent to
maintain resuits.

HeartBar's exclusive formula is based on the science
that won the 1998 Nobel prize in medicine. It is the
result of ten years of clinical research at America’s
leading medical institutions. Studies show that taking
two HeartBars.a day helps open blood vessels and
improves circulation to:

v Help you feel more active and energetic

¢/ Reduce pamful symptoms such as angina
and leg pain

" ¢/ Improve your tolerance for activnty, so you can

do more of the things you’ve always enjoyed

If you have heart disease or a family history of heart
disease, ask your doctor about HeartBar, the only
medical food for the dietary management of heart and
vascular disease. And use the valuable coupons below
to try HeartBar and feel the difference for yourself.

Recommended by thousands
of cardiologists for relief
of heart disease symptoms.
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If you have heart disease or are at risk for heart d:sease...

Free

HeartBar Samples‘
Call 1-888-808-6838

P,

o
w-" o

HL'II‘[B_I:'()TJDC

N If any of these describe you... o ' |
" v Diagnosed with heart disease. Delicious new choices

v High blood pressure o New low-calorie HeartBar Orange Drink mix
v Smoker ' (only 40 calories per serving)

v Estrogen deficiency * New great tasting HeartBar fiavors

v High cholesterol . N e

v Weight problem (obesity) : @__@arj

v Diabetes - e v
v Family history of heart disease o H@_L__I_B_m",

Here’s what HeartBar can do... === S

v Improve circulation and heart heaith Cenvenient \ : 4
v Help you feel more active and energetic home delivery RS i
v Reduce painful symptoms such as angina and leg pain * To order, simply call the toll-free -
v Improve your stamina, so that you can do more of the number below or visit our web site 4
- things you've always enjoyed ' ~ atwwwheantbarnet. @

. . * Your order sent via Priority Mail
Based on Nobel Prize wmning science . ThIS is now the easiest and oply way to get HeartBar

e Exclusive, patented formula based on the science

that won the 1998 Nobel Prize in medicine -~ For your free samples, .
* The result of 15 years of clinical research at America’s to order HeartBar, or talk WItI'I a
‘Tead'"g medical institutions HeartBar Counselor, call toll-free:
* The only medical food for the dietary management of
heart and vascular disease 1 '888'808'6838
* Recommended by thousands of cardiologists Or visit our web site at www.neartbar.net

Answermg Amenca’s call for lmproved heart health
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Unither Pharma - HeartBar® Plus, Medical Foods

Unither Phazma
Tieatth for « New Generativa
HeartBar® Products . .

4 About HeartBar® HeartBar® Plus - Medical Food .

# ingradients/ .
¥ Medical Food

+ Dietary Supplement

+0r .

Ex.

Company information
< About Unither Pharma
* ifl

+ Coatact

Science Library

# Definition of Terms

Doctor's Corner The HeartBar® Plus Product Line - Six Delicious Flavored Bars and an Orange-

& Frequently Asked Flavored Powdered-Drink.

Questions

@ Testimenials ‘ . . . . .

4 MD Mentors Locator HeartBar® Plus is a line of L-arginine-based medical foods,

Customer's Corner clinically proven o be safe and effective in the dietary

# Frequently Asked management of people with or at risk of developing.

wmmummmw " cardiovaqscular disease. It is the first medical food to be listed in i
Testimonials the Physician's Desk Reference. . _ w

A United Therapeutics v

Corporation Company
Imm..ﬁm@ﬂcm contains 6 grams of arginine per serving, and it : ’

has been shown in clinical trials to be effective in enhancing
exercise capacity while decreasing angina while improving the
quality of life in patients with coronary artery disease. In addition,
HeartBar® Plus may be of benefit to selected at-fisk population of
developing cardiovascular disease.

Normal dietary sources of L-arginine include nuts, red meat, and
seafood; they are usually high in fat content, not desirable for
daily consumption by patients with heart disease.

HeartBar® Plus is a convenient dietary source of L-arginine,
suitable for daily consumption. For example, a single serving of
HeartBar® Plus contains 6 g of L-arginine, which is equivalent to
consuming three steaks, or two lobsters, or twelve 500 mg

I S




o 4R e e

P LR T LTI

e

L RSl -

Lo aane

-Unither Pharma - HeartBar® Plus, Zm&nm_.mcoam

arginine puis.

Cardiovascular disease is a serious condition. Patients should not
undertake any type of self-diagnoses or self-treatment without the
active supervision of a physician. Heartbar® Plus is a medical
food, not a conventional food, and is intended for use by patients
who are under the care of a physician. ‘
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mq you have any questions, please feel free to contact us.
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Unither Pharma - Heartbar® Sport, Dietary Supplements

Home | Shop HeartBar

Unither Pharma

Health for a New Generafion
HeartBar® Products

# About HeartBar® HeartBar® Sport - Dietary Supplement

¥ Ingredients(Nutritions

# Medical Food

# Dietary Supplement

-# Qrder HeartBar Products
Company Information
@ About Unither Pharma

+ Scientific Advisory Board
® Contact

Science Library

'The HeartBar Sport® Product Line - Six Delicious
Orange-Flavored Powdered-Drink.

Doctor's Corner

# Frequently Asked :
wﬁmwmmm_m Jals HeartBar Sport is a line of L-arginine dietary supplements

P ghﬁmpcﬁwrnmaﬁ developed from our experience with HeartBar Plus. HeartBar
Customer's Corner * Sport contains 3 grams of arginine per serving, and it has been
4 Frequently Asked shown in clinical trials to improve endurance and energy.
D.cb&_m:m ‘

M_WWWMW_M@EM Millions of Americans are looking for ways to remain fitand
Carporation Cainpany - healthy for their entire lifetime, and age should not be a barrier to

Flavored Bars and an

living a full and productive life. Adding HeartBar Sport to your diet

may help you lead a more active lifestyle.
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If you have any questions, please feel free to contact us.
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Unither Pharma - Science Library (About Heart Diseases)

hot dogs, fatty
red meats
e butter, egg yolks,
and cheese
o organ meats like"
liver, sweetbréads,
“ kidney, and brain
e whole milk, cream,

and ice cream

margarine, and
lard

baked goods made
with egg yolks

and saturated fats
saturated olls like
coconut, palm, and
palm kernel oil
fried foods

Certain vitamins have been shown to be beneficial when included
“in a healthy diet. Antioxidants which are found in vegetables and
fruit may reduce the chance of having a heart attack. They work
by preventing the damaging effects of free radical
damage cells and cause cholesterol buildup. Niacin, when taken
in high doses, lowers triglycerides (fat) and cholesterol as it raises

the levels of high-density lipoprotein (HDL). HDL attach

themselves to excess cholesterol in the lining of the blood vessels
and pass it out of the body. Finally, there’s folic acid. This lowers

homocysteine (an amino acid) levels in the blood, which
factor in clogging arteries. Folic acid should be ta

vitamin B12.

Heart Bar™ raises the bar on the dietary management of

cardiovascular disease

HeartBar® is the first medical food in
management of cardiovascular disea
Administration (FDA) has defined a medical food as “a food which
is formulated to be consumed or administered enterally under the
supervision of a physician and which is intended for the specific

dietary management of a disease or condition for which
distinctive nutritional requirements, based on recognize
principles, are established by medical evaluation.
360ee(b)(3)}. It is intended for use under the supervision of a

physician.

“While this new category of dietary management of
disease is very exciting to the medical community,

" about new HeartBar® are even more s0. Not to be mistaken for
haalth har Innk-alikas nAw HaartRar® enntains A aciantificallv

tended for the dietary
se. The US Food and Drug

s, which can

maybea
ken along with

d scientific
"[21U.S.C.§

cardiovascular
the specifics
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Unither Pharma - Science Library (About Heart Diseases)
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proven ingredient to reduce the pain and fatigue associated with
vascular disease, helping patients feel better and become more
active after only 2 weeks. How can new HeartBar® do all that?
Here's how: . _ o

HeartBar® contains a patented formulation designed to increase
the body’s production of nitric oxide. Research has shown that
many patients with heart disease have deficient levels of nitric
oxide. The body uses nitric oxide to dilate or widen the blood
vessels and allow blood to flow more freely. Nitric oxide also
helps prevent cholesterol and platelets from sticking to the blood
vessels’ walls, which would further inhibit free blood flow.

Fifteen years of scientific research at major Sm.z.:no:m reveal that
in certain patients the dietary use of the nutritional ingredients in

- HeartBar®:

o Helps reverse the effects of high cholesterol, smoking,
diabetes, and estrogen deficiency on the heart

« Promotes better circulation for better heart health

« Restores blood vessel function for those at risk for or with
heart disease

Daily use of this chewy, delicious HeartBar® may be able to help
you take a bite out of the painful and life-limiting symptoms. of
cardiovascular disease. Patients may also benefit from its many
other nutrients, which include antioxidants like [such as] vitamins
C, E, B6, and B12, as well as potassium, folic acid, niacin, and
fiber.

Ask your doctor whether adding HeartBar® to your diet can raise
the bar for your cardiovascular health.

If you have any questions or want more information about
cardiovascular health, talk with your doctor or health care
professional. This general information on cardiovascular disease
presented was adapted from information presented by the
American Heart Association (AHA) and American Dietetic
Association (ADA).
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Unither Pharma - Frequently Asked Questions for Doctors

their arginine from red .Bmma. which is not a desirable

‘source of L-arginine.

[back to top]

_._oi does :mm:mm:@ Work?

HeartBar® is based on a unique biological marker
(indicator). Rather than using high cholesterol as a
biological rparker of the development of atherosclerosis,
Unither has developed a new approach measuring the
endothelial production of nitric oxide. Endothelial nitric

oxide production is often reduced in people with

.cardiovascular and peripheral arterial disease as well as

those with risk factors for these diseases. The active
ingredients in HeartBar® have been clinically proven, in
properly selected patients, to restore nitric oxide
production, improve vascular function and increase pain-
free exercise performance. HeartBar® Plus, the medical’
food, is intended for use under the supervision ofa
physician.

[back to top]

Why can't patients just take an L-arginine pill?

Heart disease patients and healthy individuals CAN take
arginine supplement pills, but taking arginine pills are not
as convenient as taking a single serving of the
deliciously-flavored HeartBar® product. For example,
arginine pills usually contain 500 to 750 mg of L-arginine,
and a single serving of HeartBar® Plus contains as much
L-arginine as twelve 500 mg arginine pills (see table
below.) As you can see, HeartBar® products are a more
convenient supplemental dietary source of L-arginine.

I 1 HeadRar® Snnit 1 HearRar® Plus 1
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Unither Pharma - Doctor's Corner

, | ’ %Bm_mwpubnmnﬁﬁ.
‘ Unither Pharma

Heulth for a New Generativn

HeartBar® Products
# About HeartBar@ Doctor's Corner
# |ngredients/Nutritions o
ﬂ%ﬁ&ﬁm_mgwh.h%%.wg John P. Cooke
¥ Order HeartBar Products Vascular Medicine
Company Information Stanford University School of Medicine
# About Unither Pharma Stanford, CA .
+ Sclentific Advisory Board
¥ Contact e .

- - A Nutritional Approach to a Healthy Endothelium: Case
Wo_ojn.w_ Library . Histories
¢ Reviews - . C
+ Journal Abstracts I have been studying the endothelium for the better part of two
# Clinical Studles decades, first at Mayo where I was trained, then as an Assistant
M_:Ieoﬂﬁmw_..mrﬁ_wn Professor at Harvard, and now as Associate Professor and Director

EE. of the NIH-funded Vascular Medicine Program at Stanford. The
WonSq S n_“ozhmq endothelial lining of blood vessels is only one cell layer thick, but
EEE it exerts tremendous control over vessel tone, by producing Nitric
@ Testimonials Oxide(NO), prostacyclin, and other vasodilators. An endothelial
4 MD Mentors Locator enzyme known as NO synthase, produces NO and citrulline from

the amino acid L-arginine. In patients with atherosclerosis, or

Customer's Corner €
with risk factors for atherosclerosis, the production of NO is

¥ Frequently Asked

Questions reduced. Vasodilation is impaired in these individuals, and this
+ Testimonlals. impairment of endothelial function contributes to reduced

A United Therapeulics coronary and peripheral blood flow. My group was the first to
Corporation Company chow that the impairment of NO synthesis could be reversed

simply by administering exogenous L-arginine. Since then a
number of groups including our own, have shown that high doses
of arginine(6-9 grams daily) can improve coronary and peripheral
blood flow, improve exercise tolerance and relieve symptoms of
angina and intermittent claudication . However, it is difficult for
patients to take 12-18 capsules of L-arginine daily, which is why 1
developed the arginine-enriched HeartBar®

The HeartBar® has now been tested in rigorous, double-blind,
placebo-controlled trials and has been shown to improve exercise
tolerance and reduce pain in patients with coronary and
peripheral arterial disease. Although these clinical trials are very
gratifying, what I find even more satisfying are the positive
results that I have observed in my own clinic. Here are a few
representative anecdotes: .
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Unither Pharma - Doctor's Comner | -

A 65 y/o male with chest pain

‘M. M. is the chief executive officer of an educational company. His

job is stressful, and his hypertension, hypercholesterolemia, and

diabetes have, over the years, taken a toll on his heart. In 1975 ,
he underwent coronary artery bypass grafting X3 (at that time he ;
stopped sroking). ‘Since then he has had two myocardial - ’ .
infarctions and multiple angioplasties. He presented to my clinic

in 1995, with an exacerbation of his angina. I Increased his.

medical therapy, getting his blood pressure, diabetes and high

" cholesterol under control. However, despite the best medical

therapy he showed up in my clinic again in 1998 with more chest :
pain. Coronary angiography at that time shiowed that his bypass . :
grafts were diffusedly diseased, and the severity of disease in his : N_
native vessels would make revascularization difficult. He was o
already on maximal medical therapy, and he was taking i
nitroglycerin about 3-6 times daily for breakthrough chest pain. I .
told Mr. M. that he would need to make some lifestyle changes ,
(exercise, stress reduction, diet) to enhance his heart (and- :
endothelial) health. I also asked him to try the HeartBar. »

At his next visit to me a couple of weeks later, Mr. M. was
radiant. The angina had improved markedly. He rarely needed to
use nitroglycerin. He was even able to get back to his old work
schedule. At the time of this writing, Mr. M. is enjoying life with
less pain. )

A 78 y/o male with intermittent claudication

L. M. is a vigorous 78 year old man who looks younger than his

_stated age. As an alpine biologist, one of his classes each year

involved a month of hiking over the heights of Yosemite and

King's Canyon. Now, in retirement he is still an outdoorsman, and

enjoys outdoor activities with his son.

For the last few years though, he had noticed cramping in his legs

after walking up a hill. The discomfort would subside if he stood

still for a moment, and then he could go on. But about two years

ago, the cramping became a real disability for him. He was ;
tightening up after walking a half-mile, and he could only go that

far if he walked slowly. The great outdoors was getting farther

away for LM.

He came to my Vascular Medicine clinic at Stanford in the spring
of 1999. I prescribed Trental 400 tid. He returned to me 6 weeks
later with little improvement. At that point I stooped the Trental
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Unither Pharma - Doctor's Comer

and introduced him to the HeartBar. LM began taking two bars
daily. It wasn't long before he noticed an improvement, and over
time, he continued to improve. At the time of this writing, LM is
able to walk faster, without pain, and-considers himself uniimited.
He Is even able to jog a quarter of a mile before he needs to slow
down. He's back to the hills, and enjoying the outdoors again with

his son.

I hor2 that you found these anecdotes interesting. I welcome you
to send in your own anecdotes regarding your experience with
this autritional therapy.

With warmest regards,
John P. Cooke, MD Ph.D.
Associate Professor and Director

Section of Vascular Medicine

Stanford University School of Medicine

If you have any questions, please feel free to nbEmhFFm

All Rights Reserved, Unither Pharma 2001, 2002
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Unither Pharma - Doctor's Comer

Home | Shop HeartBar

Doctor's Corner

Alan S. Bailer
Cardiovascular Diseases
1330 Cottman Ave.
philadelphia, PA 19111

patient Success Story

My 77 year old father had a triple coronary artery bypass grafting
procedure in 1984. He was angina free for approximately 10
years. Gradually, since that time, he has experienced progressive
‘angina with exertion. His medications include Norvasc, Imdur,
Atenolol, and sublingual Nitroglycerin.

Understandably, he is not anxious to undergo repeat
revascularization. Approximately 18 months ago, 1 read studies
‘which confirmed that L-Arginine, in the form of the HeartBar,
increased the blood flow through the coronary arteries
substantially. 1 suggested that my father try one HeartBar twice
daily. After approximately 6 weeks of adding two HeartBars daily
to his regimen, he is rarely experiencing angina and has.none at
rest presently.

I am convinced that, without the HeartBars, my father would
have had to undergo another revascularization. Thank you, Cooke
Pharma, for this wonderful product. .

1f you have any questions, please feel free to contact us.

All Rights Reserved, Unither Pharma 2001, 2002
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Unither Pharma - Doctor's Corner

HeartBar® Products
# About HeartBar®

+ Ingredients/Nutritions
@ Medical Food

¥ Dietary Suppiement

¥ Order HeartBar Products
Company Information
¥ About Unither Pharma
# Sclentific Advisory Board
# Contact

Science Library

4 Definition of Terms

¥ Reviews

¥ Journal Ahstracts

+# Clinical Studies

¥ Pre-Clinical Studles

# About Heart Diseage
Doctor's Corner

¥ Frequently Asked
Questions

# Testimonials

4 MD Mentors Locator
Customer's Corner

# Frequently Asked
Questions

¥ Testimonials

A United Therapeulics
Corporation Company

Home | Shop HeartBar

Doctor's Corner

Marcus S. Kryger
" Box 280
Forsyth, MO 65653

PVD Patient Success Stories

.o 82 Year old white female with ischemic cardiomyopathy

and severe peripheral vascular disease by IMEX scan.
‘Unable to walk 1 block due to leg pain and dyspnea. She
was scheduled for femoral artery bypass, but started on
HeartBar. Three months later, without surgery or other
medical changes, she was walking 2 miles daily and
continues to do so, without symptoms; 15 months later.

e 50 Year old male with persistent polymorphic ventricular

ectopy and paroxysmal dyspnea, 4 months after
PTCA/stent placement (with good angiographic resuits).
Two weeks after starting HeartBar, all symptoms resolved,
and remains asymptomatic and fully functional 18 months
later on'1 HeartBar daily. .

e 86 Year old white male with CHF due to ischemic

cardiomyopathy and severe leg pain on walking over 50
feet. Started on HeartBar BID, no other changes in medical
regime. A month later he repaired his roof by himself
without any symptoms. He felt well for 4 months then
stopped HeartBar. He rapidly became more dyspneic;
restarted HeartBar BID with prompt improvement and
went deer hunting this past fall.

If you have any questions, please feel free to Bc.ﬁhh.cm

All Rights Reserved, Unither Pharma 2001, 2002
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Home | Shop HeartBar

Unither Phar

Health for & New Generatipa

HeartBar® Products . . . N

MBE HeartBar® Doctor's Corner . : ;
R 2 d - . i
Q_Mw&.mﬁ.ﬁpnl tary Supplement Peter Gray

# Order HeartBar Products 90 South St.

Company Information Glens Falls, NY 12801

@ About Unither Pharma

M Scientific Advisory Board . Great Results--Reducing Angina Episodes, Claudication,

Contact , Improving Exercise Capacity

Science Library

Great results regarding: L

e Improving exercise capacity in patients with stable angina,
¢ Reducing anginal episodes, and .
e Reducing claudication. . : i

Doctor's Corner

¥ Frequently Asked .
Questions . I'm now using it with my father for claudication with excellent
¥ Testimonlals resuits

4+ MD Mentors Locator :

Customer's Corner
@ Frequently Asked -

Questions .
# Testimonials If you have any questions, please feel free to contact us.

A Upited Therapeutics ’ ,

Corporation Company All Rights Reserved, Unither Pharma 2001, 2002 .
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Unither Pharma - Frequently Asked Questions for Patients

Home | Shop HeartBar

Unither Pharm:
Health for 4 New Generativa

:em:wm:@ Products

wEEBm% © Frequently Asked Questions for Patients
ingredients/Nutritions . .
# Medical Food .

+ Dietary Supplement . : .

- Order HeartBar Products Don't see an answer to your question, please contact us.
Company Information

¥ About Unither Pharma

* Scientific Advisory Board ‘

¥ Conjast Table of Contents
~Science Library .

# Definition of Terms :

+ Reviews « Whatis HeartBar@? ,
. “%E....m_%wm_ﬁam e Who are  HeartBar® products for?

¢ Clinical Studies e What's in HeartBar®?
_ : .MW%L ?%mm“:u lsease « What s L-arginine?

Doctor's Corner _ e How does HeartBar® Work? o )

# Frequently Asked o Is HeartBar® Plus a replacement for existing medical
- Questions approaches lo treating coronary artery and vascular
OEW%MMWW%MW « What are the contraindications for HeartBar@?

Q:mm_ eouently Asked « What foods do you have to eat to get a lot of L-arginine?
Questions . « What s the scientific justification for the roduct?

4 Testimonlals e Are there any adverse effects from eating HeartBar®@?
. A United Therapeulics . EEM@E@WM:B@QB@._‘HOOQmQ

Corporation Company « What are other examples of medical foods?

What is HeartBar®?

See What is HeartBar®?

[back to :.UE_

Who are HeartBar® products for?

HeartBar® products are designed for different
individuals:
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Unither Pharma - Frequently Asked Questions for Patients

HeartBar® Plus, the medical food, is intended for
cardiovascular patients who are under the active care of
a physician. It is a safe, effective and convenient way
that may significantly increase nitric oxide production for
an estimated 16 million people who have been
diagnosed with coronary and peripheral artery disease.
Extensive scientific research shows that nitric oxide is
deficient in people with these diseases as well as those
with risk factors for heart disease such as high
cholesterol,*high blood pressure, diabetes, estrogen
deficiency and tobacco use.

HeartBar® Sport, the dietary supplement, is intended for
older adults or at-risk individuals who wish to maintain
good cardiovascular health, as well as benefit from

_increased energy and endurance.

_cunx to top]

What's in HeartBar®?

See Nutritional Content.

[back to top] ,
What is L-arginine?
See L-arginine.

{back to top]

How does HeartBar® Work?

" The active m:ma&m:, of all HeartBar® products is L-

arginine, m:.mBSo acid used by the human body to

Page 2 of 6
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Unither Pharma - Customer’s. Testimonials

It was just like my Doctor said. After only 2 weeks of taking the
HeartBar, 1 noticed a dramatic reduction in my angina pain and
leg pain. My energy level also increased, allowing me to do more
things with my great-grand children that I previously lacked the

[Mary R. Gompf from OH - - , 4

energy to do. Thank you."

Ms. Jean Lariscy from GA

“I have had so many tests done by the hospital for the burning
and pain in my feet and legs. I have taken so many different
kinds of medication and nothing has helped. My Cardiologist
found I had mild atherosclerosis and pelleved the HeartBar would
help. Within 2 weeks I noticed an improvement. My circulation
has improved, my energy has increased, and the burning in my
legs and feet and hip is so much better. Thanks to HeartBars. 1
have told my friends about the HeartBar and suggested they talk
to their cardiologist.”

Ms. Jeree Perry from KY J

"] have lots of ‘Natural Energy’. Instead of 52 years of age. 1 feel
32. I walk 3 to 5 miles a day after working 8 to 10 hours. It can
be a 'Life Change'. Thanks."

Bernadette Reid from NY

*] don't expect a cure, but it is just so good not to have that leg
pain any more. I can walk so much further.”

lnow have. 1 was very tired and sleeping a lot. Now I'm back

Mr. Barry Dangler from FL

"My Cardiologist recommended the HeartBar to me. After about 2
weeks, people at work were asking me, ‘Barry, what's going on?"
{ told them about the HeartBar and how much more energy 1

doing things, like yard work, that I haven't done in 2 years. My
Cardiologist has taken me off of imdur for my angina pain now
that I'm taking the HeartBar. I feel great."

Ms. Betty Burke from CA

] had severe burning pain in my left leg when I ran up hills. My
AB Index, done by Stanford Research, in my left leg was only .5.

I _.,mmn on the _:n.mn:m” .n:m.” a .4 Index 363 require amputation.

e

Page 3 of 8
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Unither Pharma - Customer's Testimonials

After 2 weeks taking the HeartBar, the burning pain is gonel I
can run with no pain. 1 also don't have any leg pain when playing
tennis. I was seen by a vascular surgeon who proclaimed that I

f had excellent circulation in both legs. HeartBar has really
|changed my lifel*

e —————————————e e

william E. Doxon from KS

[*My name is William E. Doxon. I would like to give you a short
overview of my heart and subsequent diabetes history and my
experience with HeartBar. 1 had open-heart surgery in November
of 1976. Since then I have had 3 balloonings; 1 had a light heart
attack during the last ballooning. The doctors told me I probably
would have'a 'major attack at some point. One month later 1 did.
After aking various heart medications for years, 1 developed
diahezes. My legs and feet have been icy cold for some time. My
hips =nd legs hurt whether working or at rest. In my work, I
unload freight loads of chemicals used in commercial
dishwashers. I also service the machines.

In July of 1999 my doctor couldn't find a pulse in either foot. I
went to a vascular specialist who put in 2 stents, one in each
groin area. Still no pulsel! In December of 1999 I went back to
the same specialist who then put three more stents in the same
area. Still no pulse in my feetl!

About two weeks after the last stents, my doctor called and
asked me to try a new product called HeartBar. 1 was to eat two
a day. I used them as my midmoring and midafternoon snacks.
Within two weeks, I had a weak pulse in both feet. Since then,
the pulse has gotten stronger. In fact, I've had to take my shoes
off sometimes because my feet were so warm. 1 can now work or
walk without pain. I firmly believe that anyone with vascular
problems wiil benefit from eating two HeartBars a day. I get tired
of having to remember to eat anything twice a day. But this is,
after all, a medication and should be treated as such. Thanks
Cooke Pharmalll."

Ms. Dorothy Johnston from CA

»Before taking the HeartBar, I had to stop haif way up the 15
stairs to my house. I also had to stop part way up an incline to
the building where 1 did my pool therapy because of my angina
pain. Now I can walk the stairs and to the pool without stopping
and with no pain. I'm also walking 20 minutes to half an hour .

with a friend at least once a week with no problem. HeartBar has
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“1 have ath
legs, MY doctor, put me on HeartBar. Further m:oﬂov_mmi
Emmm:nma a 20% risk of amputation- 1 had peen able 1@ walk
to about 3 minutes pefore debilitating leg pain forced me
t a month on the HeartBar, 1 was able to walk
ow have much less pain than
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really increased. 1've more ’

My energy level has .
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ed. I've also started lifting w

el like @ kid again.

energy-
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Al White from M1
jan (in 6 months). My angina pains
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About HeartBars

If you have heart disease, take two HeartBars a oay
to feel a difference within two weeks!

Recommended by doctors for daily use
Based on ‘Nobe! Prize medical science and clinical research

Eating two HeartBars a day helps open blood vessels and improves
circulation with the following results:

o Reduces painful symptoms of heart disease such as angina
and Ieg pain

» Helps increase mobility

» Helps improve ability to exercise wnthout pain, dlscomfort or-

- fatigue

« Increases energy levels to help you live.a more active and
enjoyable life

Results are usually experienced within the fi rst two weeks. Aﬂer two
weeks, one HeartBar® a day may be sufficient to maintain results.

HeartBar® was developed followmg ten years of extensive research
at Stanford Unlversny and other leading medical centers

Based on the science that won the 1998 Nobel Prize in mediéine,
HeartBars feature a patented formula containing L-argenine, which

helps improve circulation and create smoother, more efficient blood
flow.

Ask you doctor or medical. professional about HeartBars, and leamn

how it helps people with heart disease to live @ more active and
enjoyable life.

If you have any questions; plégse feel free to contact Us.

All Rights Reserved, Cooke Pharma 2001.
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" CookePharma - Frequently Asked Questions for Doctors

108w v we -

Thie price for 32 servings any combination of HeartBar® products is
as follows!

. $50.99 for a single 92-serving order, plus shipping & handling
. $40.99 fora 32-serving subscription order, plus shipping &
handling -

[back to top]

e e e

How many HeartBars should 2 consumer eata day to receive all
of the heart and vascular benefits? -

Clinical research shows that, for best results, significant
improvement in blood circulation, significant improvement (66%) in
pain free walking distance and reduction in total and LDL cholesterol
by 10%-15%, are achieved by eating two bars a day. :

Check out the HeartBar® ) product line for the new and exciting
flavors!

[back to top]

e e———

Who regulates medical foods?

The U.S. Food and Drug Administration regulates medical foods. By
law, medical foods are products specially formulated to supplement.
oral intake as part of the diet in the overall medical management of a
condition or disease for which distinct nutritional requirements are
established by medical evaluation. Medical foods are only for use
under the supervision of a physician. HearBar® meets the '
requirements of a medical food.

[back to top]

What are other examples. of medical foods?

HeartBar® meets the requirements of 2 medical food product.

~ According to the FDA, other examples of medical foods include
products for kidney and liver disease-,»i'f:ompromisgq immune
functions, diabetes, burns, Crohn's Disease and short bowel
syndrome. They are not intended for use like conventional food.

[back to top]

When was Cooke Pharma established?

http://www.cookepharma.com/fails.asp?FAQTypeID=2 E IR £/20/2001
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Medical Food for the Dictary Managemeant of

Vaseslar Bizease

Use under the Supervision of a physician.

Ask your pharmacist.

Recommended by Doctors for Daily Use
® Improves Circulation
e Helps Reduce Angina & Leg Pain

*® Provides Increased Energy

| 16 509 (1.76 02) HeartBars
NET WT. 800g (28.2 0Z [1 LB 12.2 0y4)
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“If you have heart disease, take two HeartBars
a day to feel a difference within two weeks. ' .

Eating two HeartBars a day helps open blood vessels
and improves circulation with the following results: ‘

* Reduces painful symptoms of heart disease
such as angina and leg pain
* Helps increase mobility
* Helps improve ability to exercise without pain,
« discomfort, or fatigue
* Increases energy levels to help you live a
more active and enjoyable life

Results are usually experienced within the first two weeks.
After two weeks, one HeartBar® a day may be sufficient to maintain results.

Use under the supervision of a physician. Ask your pharmacist.

Distributed by Cooke Pharma Inc., Belmont CA 94002
For tnore information about HeartBar”,
call us toll free at (888) B08-6838

COORE PHARMA - oryisit our web site at www.cookepharma.com _
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Is HeartBar® Right For You?

Anyone concerned about the health of their heart will appreciate the
benefits of adding HeartBar to his or her diet..Because HeartBar is
high in protein, vitamins, and minerals, and also low in fat and calories,
it is an ideal snack food or meal Teplacement for those who are on the
go or are watching their weight.

If you are elderly, you might want to consider that as we age, our need
for arginine in the diet increases. Eaten in the right amount, arginine
can help prevent a variety of age-related vascular problems, including
“hardening of the arteries” and plaque formation, and prevent or reverse
the symptoms associated with them. If you have any of the following risk
factors or symptoms of heart disease, HeartBar may be an important
part of your daily heaith program:

Risk Factors Symptoms
¥ High Cholesterol ) ¥ Chest pains
~ % High Blood Pressure v Leg Pains
¥ Obesity ¥ Winded When Climbing Stairs
¥ Diabetes ¥ Low Energy
v Low Estrogen 5
v Smohker : ’ H%Bar
v

Family History is the smart choice

Call HeartBars Toll Free t 888 808 6E38

Ex. G.¢- o~




HeartBar® Improves Your Blood Flow.

Because the key ingredient in HeartBar improves the elasticity of your

piood vessels and helps to keep vessels open, eating HeartBar products

can contribute to better blood fiow throughout your body-and can improve .
y.our‘ aerobic-performance.*For these reasons, €ven those who are not
experiencing heart disease or age-related symptoms choose to make
HeartBar a part of their daily regimen.

Clinical Research Confirms that HeartBare... -

« Improves circulation and blood flow for o
petter heart health. . If you are...

» Increases exercise ability and improves » Athletic
energy levels. ¥ Under Stress
» Relieves painful symptoms such as angina ¥ Dieting
and leg pain. v Elderly

v Has been proven safe and effective.

YOU WOULD NEED TO TAKE UP TO 12 LARGE,
ARGININE PILLS PER DAY TO EQUAL THE H@,tBar )
AMOUNT OF ARGININE IN JUST 2z HEARTBARS:.

is the smart choice

Call HeartBare Toli Free 8§88 808 6838

Fx- (~. b. q




See Results in Two Weeks!

In clinical studies, after only two weeks
of eating two HeartBars' daily, patients
showed significant.improvement in
angina scores and quality of life! In
patients suffering from PAD (peripheral
artery disease), HeartBar'was shown to
significantly improve the ability to walk
pain free.? After the initial two weeks,
one HeartBar' a day may be sufficient
to maintain these results.

v 150% improvement in coronary
blood flow response

¥ 70% reduction in angina pain

w 66% increase in ability to exercise

For More Information,
Or To Order HeartBare,
Call Us Today!

Free Sample Kit Available.
Ask Us About Our Special Discount Program.

Call HeartBare Toll Free 1

886 808

Change in Pain-Free
Walking Distance

1. Maxwell AJ. Zapein MP. Caoke JP. Endothelial
ysfunction in hyp hok ia is reversed by a

nutritional product designed ta enhance nitric avide
activity. Candiovuse Drug Ther, 200060 |15

2, Data available, Cooke Pharma. Inc.

Try HeartBare Today... it really works!

“] couldnt even walk a hole on the
golf course without a golf cart. And,
1 couldn’t walk over a quarter mile
without pain in my legs. Now | have
no pain.” — Gary Martinelli, California

6838
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rofessor Baruch S. Professor Raymond A. Dwek, Louis J. ignarro, Ph.D. Lewis Rubin, M.D. Sir John Vene, D.Sc., FR.S.

lumberg, Ph.D. F.R.S. Professos, Molecular and Director, Pulmonary/Critical 1982 Nobel Laureate in

976 Nobel Loureate in Director, University of Oxiord Medical Pharmacology Care Division Physiology or Medicine

hysiology or Medicine Glycobiology Institute, Jerome J. Belzer, M.D., University of California, Chairman of the

ox Chase Distinguished Chairman of the Distinguished Professor of - - San Diego Scientific Advisory Board

cientist, Fox Chase Department of Biochemistry Pharmacology, UCLA

.ancer Center 1998 Nobel
Laureste in '~ G s
Physiology or -~ { ,
Medicine UCSD Medical Center WILLIAM H;.ARVE‘.I

QU RESEARCH FOUNDATION

United Therapeutics benefits from having an advisory board that comprises 2 renowned group of experts. Chaired by
the discoverers of the prostacyclin molecule, our Scientific Advisory Board includes three Nobel Laureates: Sir John
Vane, D.Sc., F.R.S., co-discoverer of prostacyclin; Professor Baruch S. Blumberg, Ph.D., discoverer of the hepatitis B
virus marker; and Professor Louis J. Ignarro, Ph.D., co-discoverer of nitric oxide's role in the cardiovascular system. Our
Scientific Advisory Board provides valuable vision, product guidance, and industry contacts. The Board's medical
acumen is provided by thought-leaders Robyn J. Barst, M.D., Professor of Pediatrics, Columbia University College of
Physicians and Surgeons, Director, Pulmonary Hypertension Center, New York Presbyterian Hospital; Professor John
Eric Deanfield, M.B., BChir, FR.C.P., Senior Lecturer at St. Bartholomew's Hospital, London; Professor Raymond A.
Dwek, FR.S., Director, University of Oxford Glycobiology Institute, Chairman of the Department of Biochemistry;
Professor Victor J. Dzau, M.D., Chairman of the Department of Medicine of Brigham & Women's Hospital, Harvard
Medical School; Professor Salvador Moncads, M.D., Ph.D., D.Sc., co-discoverer of prostacyclin and Vice Chairman of
the Scientific Advisory Board; Urban Remstedt, Ph.D., Virus Research Institute in Cambridge, Massachusetts; Lewis
Rubin, M.D., Director, Pulmonary/Critical Care Division, University of California, San Diego; and Professor Sir Magdi
Yacoub, M.D., FA.C.S., England's National Heart and Lung Institute.
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UNITED THERAPEUTICS ACQUIRING COOKE PHARMA,
EXPANDING INTO ANGINA AND CORONARY ARTERY DISEASE

Silver Spring, MD and Belmont, CA, December 18, 2000 — United Therapeutics
Corporation (NASDAQ: UTHR) announced today that its wholly owned subsidiary,
Unither Pharmaceuticals, Inc., is acquiring all of the assets of Cooke Pharma, Inc., the
exclusive maker of the HeartBar®, the first and only medical food for angina and other
cardiovascular conditions. Medical foods are regulated by the FDA.

The HeartBar relieves the symptoms of heart disease by increasing the diameter of blood
vessels and thereby increasing blood flow. Clinical studies conducted by Cooke Pharma
have demonstrated convincingly the ability of the HeartBar to reduce painful symptoms

of cardiovascular disease, increase exercise tolerance and improve the quality of life.
Privately held Cooke Pharma is the only company that owns the patent rights to use the
HeartBar’s key ingredient, arginine, in a food product for cardiovascular diseases. Cooke -

Pharma sold over four million HeartBars as an over-the-counter product during 1999-
2000. S '

The HeartBar, which is included in the Physicians Desk Reference, increases the relaxing
effect of nitric oxide produced by blood vessels. In 1998, three American scientists
received the Nobel Prize for their discovery that healthy blood vessels make nitric oxide,
which keeps them relaxed and open. Randomized, double-blinded clinical studies
published in Jeading medical journals and presented at the 2000 American Heart
Association conference have shown that the HeartBar reduces angina and significantly
improves exercise ability as compared to placebo. Cooke Pharma has other products in
development based on its issued and pending patents targeting those at risk of heart
disease and for overall cardiovascular health.

The Cooke Pharma Scientific Advisory Board includes two Nobel Laureates in Medicine, -
Sir John Vane and Dr. Louis lgnarro, as well as the Chairman of Medicine of Harvard -
Medical School, Dr. Victor J. Dzau, among other experts in cardiology. ‘The-founder of
Cooke Pharma, Dr. John Cooke, is the Director of Vascular Medicine at the Falk Center

for Cardiovascular Research at Stanford I_Jniversity.

"With the acquisition of Cooke Pharma's impressive technology platform, United
Therapeutics gains a pioneering medical food product with dynamic growth potential in .
the $13 billion heart disease market, as well as the larger market of 60 million Americans
who are at risk of developing heart disease," said Dr. Barry Kanarek, President and 600]
of Unither Pharmaceuticals. "Cooke Pharma complements United Therapeutics' mission

!
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to develop highly effective, clinically proven therapies to combat cardiovascular disease,”
Dr. Kanarek said.

The acquisition is structured as a taxable stock-for-assets purchase with a residual royalty
stream. United Therapeutics will issue approximately 300,000 shares of its common
stock to Cooke Pharma, subject to adjustment within a year, and Unither Pharmaceuticals
agreed to pay a single-di git cash royalty to Cooke Pharma on sales of Cooke Pharma
products up to an additional $49 million, subject to possible reduction. Unither
Pharmaceuticals will create a new wholly owned subsidiary which will operate under the
Cooke Pharma name and will be managed by Cooke Pharma's existing management team.
Closing of the asset purchase agreement is contingent upon several consents and

approvals, including approval of the transaction by Cooke Pharma's shareholders by
IDecember 31, 2000.

"This transaction will create a winning combination that can benefit millions of
consumers and patients who have or are at risk of developing heart and vessel disease,"
said John Cooke. "Both United Therapeutics and Cooke Pharma share a strong
commitment to improving cardiovascular health and saving lives. We believe United

Therapeutics has the vision, clinical expertise and resources to make the HeartBar and
future formulations market leaders worldwide," continued Dr. Cooke.

Dr. Kanarek added, "Led by Dr. Cooke, Cooke Pharma has a respected record of . .
combining medical science with product innovation. We expect the HeartBar could
become an important weapon against heart disease."

Through his own extensive research at Stanford University, Dr. Cooke pioneered the use
of arginine and other nutrients to improve vessel function and relieve symptoms in '
patients with peripheral vascular disease and with coronary artery disease. Dr. Cooke
formulated these nutrients into medical foods and founded Cooke Pharma in 1995 to
produce and market the products. The HeartBar is available over-the-counter at

pharmacies nationwide. Cooke Pharma has plans to launch a second product, a drink, in
2001. '

United Therapeutics is a biotechnology company focused on combating cardiovascular,

inflammatory and infectious diseases with unique therapeutic products.

Fx T 2.3
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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, 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. Respondent Unither Pharma, Inc. (“Unither Pharma”) is a
Delaware corporation with its principal office or place of business
at 1110 Spring St., Silver Spring, Maryland 20910. Unither
Pharma is a wholly owned subsidiary of Unither Pharmaceuticals,
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Inc., which is wholly owned by respondent United Therapeutics
Corporation.

2. Respondent United Therapeutics Corporation (“United
Therapeutics”) is a Delaware corporation with its principal office
or place of business at 1110 Spring St., Silver Spring, Maryland
20910.

3. 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. “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.

2. Unless otherwise specified, “respondents” shall mean United
Therapeutics Corporation, Unither Pharma, Inc., and their
successors, assigns, officers, agents, representatives and/or
employees.

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

4. “Food” and “drug” shall mean as defined in Section 15 of the
Federal Trade Commission Act, 15 U.S.C. § 55, and “over-the-
counter” shall mean available without a prescription.
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5. “L-Arginine product” means any food, over-the-counter drug,
medical food, or dietary supplement which contains as an
ingredient the amino acid L-arginine.

L

IT IS ORDERED that respondents, directly or through any
corporation, subsidiary, division, or other device, in connection
with the labeling, advertising, promotion, offering for sale, sale, or
distribution of HeartBar, HeartBar Plus, HeartBar Sport
(collectively “HeartBar”), or any other L-Arginine product used in
or marketed for: (1) the treatment, cure, or prevention of
cardiovascular disease, or (2) the improvement of cardiovascular
or vascular function, in or affecting commerce, shall not make any
representation, in any manner, expressly or by implication, that
such product:

A. substantially decreases leg pain for people with
cardiovascular disease;

B. reverses damage or disease to the heart caused by high
cholesterol, smoking, diabetes, estrogen deficiency, or any
other medical condition or health risk;

C. prevents age-related vascular problems, including
“hardening of the arteries” and plaque formation, or reduces
the risk of developing cardiovascular disease;

D. reduces or eliminates the need for surgery, such as a
coronary bypass or angioplasty, or for medications, such as
nitroglycerin, in patients with cardiovascular disease; or

E. improves endurance, circulation, and energy for the general
population;

unless, at the time the representation is made, respondents possess
and rely upon competent and reliable scientific evidence that
substantiates the representation.
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IL

IT IS FURTHER ORDERED that respondents, directly or
through any corporation, subsidiary, division, or other device, in
connection with the manufacturing, labeling, advertising, promotion,
offering for sale, sale, or distribution of any food, medical food, or
dietary supplement used in or marketed for: (1) the treatment, cure,
or prevention of cardiovascular disease, or (2) the improvement of
cardiovascular or vascular function, shall not make any
representation, in any manner, expressly or by implication, about the
health benefits, performance, or efficacy of such product, unless, at
the time the representation is made, respondents possess and rely
upon competent and reliable scientific evidence that substantiates the
representation.

III.

IT IS FURTHER ORDERED that respondents, directly or
through any corporation, subsidiary, division, or other device, in
connection with the manufacturing, labeling, advertising, promotion,
offering for sale, sale, or distribution of any food, medical food, or
dietary supplement used in or marketed for: (1) the treatment, cure,
or prevention of cardiovascular disease, or (2) the improvement of
cardiovascular or vascular function, shall not misrepresent, in any
manner, expressly or by implication, the existence, contents, validity,
results, conclusions, or interpretations of any test, study, or research.

IV.

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 drug
application approved by the Food and Drug Administration.
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V.

Nothing in this order shall 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.

VL

IT IS FURTHER ORDERED that respondents shall, within
thirty (30) days after the date of service of this order, send by first
class certified mail, return receipt requested, to each distributor,
seller, or purchaser for resale of any HeartBar product with whom
respondents, or their agents, successors, or assigns, have done
business since January 1, 2001, notice of this order in the form
attached as Attachment A. The mailing shall not include any
other documents.

In the event that respondents receive any information that,
subsequent to its receipt of notice of this order, any distributor,
seller, or purchaser for resale is using or disseminating any
advertisement or promotional material containing claims about
HeartBar prohibited by Parts I, I1, or III of this order, respondents
shall: (1) immediately send such distributor, seller, or purchaser
for resale a letter requesting that it stop using or disseminating any
such advertisement or promotional material and notifying it that
any such use or dissemination will be reported to the Commission;
and (2) within thirty (30) days notify the Associate Director for
Advertising Practices, Bureau of Consumer Protection, Federal
Trade Commission, in writing, of the identity of such distributor,
seller, or purchaser for resale and its use or dissemination of any
advertisement or promotional material containing claims about
HeartBar prohibited by Parts I, II, or III of this order.
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VIL

IT IS FURTHER ORDERED that respondents, and their
successors and assigns, 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 including videotape recordings of all such
broadcast advertisements;

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.

VIIL

IT IS FURTHER ORDERED that respondents, and their
successors and assigns, shall deliver a copy of this order to all
current and future officers, directors, and managers, and to all
current and future employees, and agents 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, for a period of five (5) years after the
date of service of this order, to future personnel within thirty (30)
days after the person assumes such position or responsibilities.
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IX.

IT IS FURTHER ORDERED that respondents, and their
successors and assigns, shall notify the Commission at least thirty
(30) days prior to any change in the corporation that 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 respondents learn less than
thirty (30) days prior to the date such action is to take place,
respondents 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, NW, Washington, D.C.
20580.

X.

IT IS FURTHER ORDERED that respondents, and their
successors and assigns, shall, within sixty (60) days after the date
of 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.

XL

IT IS FURTHER ORDERED that this order will terminate on
July 22,2023, 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
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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 respondents 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

BY CERTIFIED MAIL, RETURN RECEIPT REQUESTED
[To be printed on letterhead of Unither Pharma, Inc. or
United Therapeutics Corporation]

[date]
Dear [distributor, seller, or purchaser for resale]:

We write to announce Unither Pharma’s new advertising policy

for HeartBar related products. As you may be aware, on
, 2003, the Federal Trade Commission (“FTC”)

announced a settlement and consent agreement with Unither
Pharma, Inc. and United Therapeutics Corporation related to the
marketing of HeartBar products. This agreement requires that the
claims we make when marketing HeartBar products must be
accurate and grounded in competent and reliable scientific
evidence.

We are committed to obeying fully the requirements of this
settlement agreement with the FTC, while, at the same time,
vigorously supporting sales of HeartBar products. To better
explain how this advertising policy change may affect you, we
briefly summarize the agreement with the FTC and ask for your
full cooperation in ensuring that HeartBar products are sold in a
manner consistent with this policy.

The Settlement Agreement

In its complaint accompanying the consent order, the FTC
alleged, among other things, that our advertisements made
unsubstantiated claims that: (1) HeartBar substantially decreases
leg pain for people with cardiovascular disease; (2) HeartBar
reverses damage or disease to the heart caused by high cholesterol,
smoking, diabetes, or estrogen deficiency; (3) HeartBar prevents
age-related vascular problems, including “hardening of the
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arteries” and plaque formation, and reduces the risk of developing
cardiovascular disease; (4) HeartBar reduces or eliminates the
need for surgery, such as a coronary bypass or angioplasty, and
medications, such as nitroglycerin, in patients with cardiovascular
disease; and (5) HeartBar Sport improves endurance and energy
for the general population.

The FTC’s complaint further alleged that our advertisements
falsely claimed that clinical studies, research, and/or trials show
that: (1) HeartBar decreases angina pain, including by as much as
70% within two weeks; (2) HeartBar decreases leg pain while
walking or exercising, including by as much as 66% within two
weeks, for people with peripheral artery disease; (3) HeartBar
reverses the effects of high cholesterol, smoking, diabetes, and
estrogen deficiency on the heart; and (4) HeartBar Sport improves
endurance and energy for the general population.

We deny the FTC’s complaint allegations and do not admit to
any wrongdoing or violation of law. However, in order to resolve
this matter, Unither Pharma, Inc. and United Therapeutics
Corporation have entered into a settlement agreement with the
FTC. Pursuant to the consent agreement, Unither Pharma, Inc.
and United Therapeutics Corporation are required to request that
our distributors and sellers stop using or distributing
advertisements, packaging, or promotional materials containing
claims challenged by the FTC. We are sending you this letter,
because you are one of our distributors, sellers, or purchasers for
resale.

Unless we have competent and reliable scientific evidence to
support our claims, the consent agreement prohibits us from
representing that any HeartBar product:

 substantially decreases leg pain for people with
cardiovascular disease;

+ reverses damage or disease to the heart caused by high
cholesterol, smoking, diabetes, estrogen deficiency, or any
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other medical condition or health risk;

* prevents age-related vascular problems, including
“hardening of the arteries” and plaque formation, or reduces
the risk of developing cardiovascular disease;

 reduces or eliminates the need for surgery, such as a
coronary bypass or angioplasty, or for medications, such as
nitroglycerin, in patients with cardiovascular disease; or

* improves endurance, circulation, and energy for the general
population.

The consent agreement also prohibits us from misrepresenting
the existence, contents, validity, results, conclusions, or
interpretations of any test, study, or research regarding any
HeartBar product.

Our Commitment

Unither Pharma, Inc. and United Therapeutics Corporation are
committed to the continued study of the health benefits of the
HeartBar product and L-arginine through scientifically valid, well-
controlled clinical testing. It is the companies’ hope that such
testing will produce competent and reliable scientific evidence
necessary to support additional claims that supplemental L-
arginine provides certain health benefits. However, Unither
Pharma, Inc. and United Therapeutics Corporation wish to
emphasize that it is critically important that claims made
pertaining to such health benefits only be made based upon such
competent and reliable scientific evidence.

Your Assistance

We request your assistance in complying with the consent

agreement. Please discontinue using, distributing, or relying on
any of our advertising or promotional material, including
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packaging, for any HeartBar product that makes any of the claims
mentioned above. Please also notify any of your customers who
resell these products and who may have such materials to
discontinue using such promotional materials. If we receive
information that you are continuing to use materials that do not
comply with the consent agreement, we will notify the FTC of
your failure to comply with this request.

We very much look forward to our mutual continued success
and thank you very much for your assistance.

Sincerely,
[name]

President
Unither Pharma, Inc./United Therapeutics
Corporation
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Analysis of Proposed Consent Order to Aid Public Comment

The Federal Trade Commission has accepted, subject to final
approval, an agreement containing a consent order from Unither
Pharma, Inc. and its parent company, United Therapeutics
Corporation (collectively “Unither”).

The proposed consent order has been placed on the public
record for thirty (30) days for receipt 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 or make
final the agreement's proposed order.

This matter involves allegedly misleading representations
about Unither’s HeartBar products, chewy food bars and powders
enriched with L-Arginine, vitamins, and minerals. HeartBar’s
labeling describes the product as the only “medical food” for the
dietary management of heart and vascular disease.

According to the FTC complaint, Unither failed to have
substantiation for the claims that HeartBar: (1) substantially
decreases leg pain for people with cardiovascular disease; (2)
reverses damage or disease to the heart caused by high cholesterol,
smoking, diabetes, or estrogen deficiency; (3) prevents age-related
vascular problems, including “hardening of the arteries” and
plaque formation, and reduces the risk of developing
cardiovascular disease; (4) reduces or eliminates the need for
surgery, such as a coronary bypass or angioplasty, and
medications, such as nitroglycerin, in patients with cardiovascular
disease; and (5) improves endurance and energy for the general
population. Among other reasons, several of the representations
are not supported by any clinical studies on humans. Other
representations are based on results reported in studies that suffer
from various flaws, including the failure to account for the
placebo effect and extremely small sample sizes, such that the
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experience of a single or a few subjects account for the benefits
purportedly experienced by the active group as a whole.

The complaint further alleges that, contrary to Unither’s
claims, clinical studies, research, and/or trials do not show that
HeartBar: (1) decreases angina pain, including by as much as 70%
within two weeks; (2) decreases leg pain while walking or
exercising, including by as much as 66% within two weeks, for
people with peripheral artery disease; (3) reverses the effects of
high cholesterol, smoking, diabetes, and estrogen deficiency on
the heart; or (4) improves endurance and energy for the general
population.

The proposed consent order contains provisions designed to
prevent the Unither from engaging in similar acts and practices in
the future.

Part I of the order prohibits claims that HeartBar (HeartBar,
HeartBar Plus, or HeartBar Sport), or any other L-Arginine
product used in or marketed for the treatment, cure, or prevention
of cardiovascular disease, or the improvement of cardiovascular or
vascular function: (1) substantially decreases leg pain for people
with cardiovascular disease; (2) reverses damage or disease to the
heart caused by high cholesterol, smoking, diabetes, estrogen
deficiency, or any other medical condition or health risk; (3)
prevents age-related vascular problems, including “hardening of
the arteries” and plaque formation, or reduces the risk of
developing cardiovascular disease; (4) reduces or eliminates the
need for surgery, such as a coronary bypass or angioplasty, or for
medications, such as nitroglycerin, in patients with cardiovascular
disease; or (5) improves endurance, circulation, and energy for the
general population, unless the claims are substantiated by
competent and reliable scientific evidence.

Part II of the order requires that Unither possess competent and
reliable scientific evidence to support any future claims about the
health benefits, performance, or efficacy of any food, medical
food, or dietary supplement used in or marketed for: (1) the
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treatment, cure, or prevention of cardiovascular disease, or (2) the
improvement of cardiovascular or vascular function. For the same
products covered in Part IL, Part I1I of the order prohibits Unither
from misrepresenting the existence, contents, validity, results,
conclusions, or interpretations of any test, study, or research.

Parts IV and V of the order permit drug claims permitted in
labeling under any tentative final or final standard promulgated by
the FDA, or under any new drug application approved by the
FDA, and any representation for any product permitted in labeling
by the FDA pursuant to the Nutrition Labeling and Education Act
of 1990.

Part VI of the order mandates that the respondents notify their
distributors as to the claims the Commission has challenged and
report to the Commission any distributors who continue to make
claims that the Commission’s order prohibits.

Parts VII, VIII, IX, and X of the order require Unither to keep
copies of relevant advertisements and materials substantiating
claims made in the advertisements, to provide copies of the order
to certain of its personnel, to notify the Commission of changes in
corporate structure, and to file compliance reports with the
Commission. Part XI provides that the order will terminate after
twenty (20) years under certain circumstances.

The purpose of this analysis is to facilitate public comment on
the proposed order, and it 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

SNORE FORMULA, INC,, ET AL.

CONSENT ORDER, ETC., INREGARD TO ALLEGED VIOLATIONS OF
SEC. 5 AND SEC. 12 OF THE FEDERAL TRADE COMMISSION 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 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. The order also requires
Respondent Harris to possess 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. 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 IIl 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.,



FEDERAL TRADE COMMISSION DECISIONS 215
VOLUME 136

Complaint

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. 40"
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.

sk

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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skeksk

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.

skeksk

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.

skeksk

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.

skeksk

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.

skeksk

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.

skekesk

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.

skeksk

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.

skeksk

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. [’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.

sk

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

skeksk

86% of those using this formulation had good to excellent
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ek sk
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.

skekesk

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.

sk

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.

skekesk

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.

skeksk

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
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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.

. 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.

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.

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.
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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.

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.

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.

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.

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.

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.

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.

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.

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.

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.

The acts and practices of respondents as alleged in this
complaint constitute unfair or deceptive acts or practices,



226 FEDERAL TRADE COMMISSION DECISIONS
VOLUME 136

Complaint

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.



Exhibit A

Audiocassette Tape: "The True Facts About Snoring" by
Dennis H. Harris, M.D.
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PROCEEDTINGS
THE TﬁUE FACTS ABOUT SNORING

(Music playing.)

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 causes4and treatments for snoring.

And now, here’s our host, Chris McKay.

CHRIS McKAY: Welcome to the program. Did'you
tosé and turn last night because your partnexr has that
irritating habit? If so, YOu’ll want to stay tuned.
Wheﬁher you were the perpetrator or the victim/ you
should know that you’re not alone.

"Millions and millions of Americans are affected
by snoring. That’s why I asked Dr; Dennis Harris to join
us today. Dr. Harris will tell us why we snore, and
better yet, what we can do to stop it. Dr. Harris is a
graduate of Ohio State University and berformed a
rotating internship at Grant Hospital in Columbus. He
also established the Department of Physical Medicine and
Rehabilitation at Scottsdale Memorial Hospital.

Dr. Harris, thanks for joining us today.

For The Record, Inc.
Waldorf, Maryland
(301)870-8025
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DR. DENNIS HARRIS: Well, good morning, Chris.
I'm delighted to be here.

CHRIS McKAY: Doctor, why do people snore?

DR. DENNIS HARRIS: Well, snoring is‘really
kind of fun to describe because people can actually
visualize the'prdcess when I talk about it. If you get
this mental image of the'cqlumn of air that we bring in
along the back of the noise and throat when we Breath, if
that goes éown smoothly, then, of course, there’s no
sﬁoring and no problem.

On the other hand, if that column of air hits
any little partial obstruction along the way, then that
airflow becomes turbulent and that disturbed air begins
to vibrate those soft tissues that lie in the back of the
throat.

CHRIS McKAY: Hmm.

DR. DENNIS HARRIS: And then you get (making
snoring sound) .

CHRIS McKAY: (Laughter).

DR. DENNIS HARRIS: Or the noise we not so
fondly know as snoring in some cases. You know, it’s
only in the last few yvears that we really have started to
understand what causes that 1ittie partial obstruction.
And now we know that in about 90 percent of all of the

people who are chronic snorers, that partial obstruction

For The Recérd, Inc.
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is caused by the nightly accumulation of a lot of
respiratory secretions that end up coming uﬁ from the
lungs and the bronchi and Coming down from the sinus
cavity and the nasal cavity, and guess where they end up,
in the back of the throat.

CHRIS McKAY: Hmm.

DR. DENNIS HARRIS: Not only does that cause
this mass of secretions that can, by itself, cause a

little partial obstruction to the airflow, but in

addition to that, what happens is that it irritates the

tissues, they beéome swollen and congested and that
narrows down the airway, and that makés the problem occur
a whole lot easier.

CHRIS McKAY: You know, Doc, that makes a lot
df sense because I’'ve noticed lately that if I fall
asleep on my back in the middle of the night, my wife
will nudge me and tell me I'm snoring, and I don’t really
consider myself a snorer.

DR. DENNIS HARRIS: Gee, I’'ve got to tell vyou,

you’'re a brave guy admitting that you snore on the radio.

CHRIS McKAY: (Laughter). I know it, I know
it. My friends will never let it down now. (Laughter).
DR. DENNIS HARRIS: (Laughter). Well, you

know, I’'ve got to tell you, you’re not alone, Chris. We

keep revising our figures all the time and I have to tell

For The Record, inc.
Waldorf, Maryland
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you that our new figures show that up to 40 percent of
the entire population are chronic regular snorers. I
mean, stop and think about that.

CHRIS McKAY: Wow.

DR. DENNIS HARRIS: Right, yeah. This is
absolutely incredible. That means that two out of every
fi#e people that walk down the street are snorers or 100
million people in the United States alone.

CHRIS McKAY: That'’s uhbelievable.

DR. DENNIS HARRIS: Absolutely incredible.

CHRIS McKAY: Wow. You know, the -- I know
you'’ve déne a ton of research in this area, Doctor. What
really got you involved, were you a snorer?

DR. DENNIS HARRIS: Well, no, I was never a
snorer fortunately, but I’'ve got to tell you, not only is
my wife a snorer, but I have a daughter, who’s now 12,
who has been~an unbelievable snorer for years.

CHRIS McKAY: . (Laughter) .

DR. DENNIS HARRIS: I mean, thiskkid, you can
hear her through the entire house, through the walls,
through the doors, nothing matters.

CHRIS McKAY: Wow, really sawing the wood, huh?

DR. DENNIS HARRIS: Oh, like yéu wouldn’t |
believe.

CHRIS MCKAY: (Laughter). You know, we often

For The Record,'Inc.
Waldorf, Maryland
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joke around about this stuff, but it really isn’t a
joking matter, is it?

DR. DENNIS HARRIS: Oh, no, no; It’'s not a
joking matter at all. I mean, yes, you’re right, it’s
been the subject of a lot Qf cartoons. You know, through

all the years that ‘-I've been working with snoring, I

still have this little image in one corner of my mind of

Dagwood Bumstead lying on his side on the couch with the

Zs coming up.
| CHRIS McKAY: Right, right.

DR. DENNIS HARRIS: So, we always do think
about it from the funny side. But I’ve got to tell you,
it is really an absolutely incredible problem. And that
prbblem can be unbelievable in families.

CHRIS McKAY: Oh, yeah, yeah.

DR. DENNIS HARRIS: Because this is a
significant social problem and much more than people ever
realized before. Stop and think about something. You
know, I literally talk to people every day about snoring
and I talk to families and couples from all over. I talk
to thousands of couples every year that have not been

able to stay together in the same room with their mate

- for sometimes anywhere up to five years or even more than

that.

Well, what happens in relationships -- you
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know, we live in such a tense time anyway.

CHRIS McKAY: Sure.

DR. DENNIS HARRIS: So, relationships are kind
of tough.

CHRIS McKAY: Right.

DR. DENNIS HARRIS:- But, you know, when do we
really repair our relationships from all the stresses of
normal life is at night. /

CHRIS McKAY: Absolutely.

DR. DENNIS HARRIS: And, you know, that’s when
we hold our mate, that’s when we touch, when we talk
about the little things that bring us closer. 1It’s when
we make love. All these things are a little hard to do
when you’re three doors down the hall.

CHRIS McKAY: (Laughter). Yeah, that’s very
trﬁe. Very true.

DR. DENNIS HARRIS: You know, I’'ve always known
it was a problem because of dealing with couples and with
people who snore. But something really focused this in.
About two months ago there was an article that appeared
in the popular presé that talked about a survey that was

done of all the divorces in the country in 1995. You

"know, we have about six million divorces in the country.

CHRIS McKAY: Yeah.

DR. DENNIS HARRIS: Every year. So, what they
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did was to go through all the applications to find out
what the causes were. Amazingly enough, in 2 percent of
all the divorce applications, the main cause of the‘
divorce was listed as snoring.-

CHRIS McKAY: No.

DR. DENNIS HARRIS: Absolutely blew me away.

CHRIS McKAY: Really?

DR. DENNIS HARRIS: Yeah, really. And, you
know, stop and think about this, this is unbelievable. I
mean, this is in one year, 120,000 divorces occur.
That’s 120,000 marriages wiped out because of snoring in
one year. And if that was what was listed as the main
cause in all those, in how many others was it a
contributing cause or in how many others was it not
listed because it wasn’'t an acéeptable reason for divorce
in that state? |

CHRIS McKAY: Well, you raise a‘good point.

DR. DENNIS HARRIS: I mean, it’s just
absolutely unreal.

CHRIS McKAY: Wow. Wow. You know, the -- but
I'11 tell you, I experienced firsthand ekactly what
you’'re talking about. And I’'ll tell you, the first time
that, you know, I stayed with my wife in her parents’
home, I was amazed -- I was actually awakened in the

middle of the night by her younger brother. And, Doc, I
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got to tell you, it was unbelievable. He was snoring so

loud, and he was two rooms down. And I can’t even

imagine having to stay there every night and listen to
that.

\

DR. DENNIS HARRIS: Hey, I’11l tell you what,
you know, you bring up a real good point, Chris, because
you were talking about her younger brother, and I have to
tell you, we think of people that snore as being older
and maybe overweight and, you know, having a six-pack of
beer every night --

CHRIS McKAY: Right.

DR. DENNIS HARRIS: -- and all that type of
thing.

CHRIS McKAY: Exactly.

DR. DENNIS HARRIS: But, you know, tﬁat is a
stereotype that is really not true. I mean, first of
all, younger people snoré. Second of all, thin people
gnore. We always think,of this being a guy type of
thing. Well, that’s not totally ﬁrue. You know, we talk
about 100 million people in the United States being |
snorers.

CHRIS McKAY: Right.

DR. DENNIS HARRIS: Well, guess what, 60
percent of those are men, but 40 percent are women.

CHRIS McKAY: Really? That many women?
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DR. DENNIS HARRIS: Yeah. 1I mean, that’s 40

- million women that are snorers in the United States.

CHRIS McKAY: Now, see, I wouldn’t have thought
that. I thought this was mostly a male thing.

DR. DENNIS HARRIS: Yeah,-I think that most
people feel the Way -~ the way that you did. That’s one
of the reasons I like to bring this out. The other point
that you brought out was a real good one, about kids,
because in the old days, we used to take out theirv
tonsils and adenoids all the timé. Now, we don’t do that
and because of that, 25 percent of all pre-adolescent
children in the United States are snorers.

CHRIS McKAY: Twenty-£five peréent?

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 abéut that 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.

CHRIS McKAY: Wow. I didn’t realize that
either.

: DR. DENNIS HARRIS: Um-hum.
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CHRIS McKAY: (Laughter) .

DR. DENNIS HARRIS: Hey, listen, we’re going to

‘bring out all kinds of incredible things during this show

that your listeners have never been aware of before.

CHRIS McKAY: Well, that's gfeat. That's
exactly why we booked you fbé this show, Doctor.

DR. DENNIS HARRIS: (Laughter) .

CHRIS McKAY: We know that you have all kinds
of information that we may or may not want to hear.

DR. DENNIS HARRIS: Well, there are some bad
news things, but we’ve got some good news things, too

CHRIS McKAY: Well, Ddctor, I'm going to |
interrupt yéu fight there for just a minute. We’re going
to have to take a break and we’re going to come back with
some good news from Dr. Dennis Harris right after this
break.

(Brief pause.)

CHRIS McKAY: _And we’re back. Before the
break, we talked a little bit about the difference
between men and women. Men do snore more than women, but
a lot of women snore, and it can be a problem for
youngsters, too. Most of the time, as we get older, it
becomés more of a problem. |

Dr. Dénnis Harris is with us today and we

talked about, and Dr. Harris has addressed, what causes
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many of us to snore. And now, we’re going to talk about
some good news out there ﬁhat can help. Before'the
break, again, we had mentioned a little bit about the
number of people that snore and the difference between
men and women.

Doctor, you touched on an interesting thought
in that I really thought it was only older people that.
were affected. |

DR. DENNIS HARRIS: You know, you bring up a
very good point. - We do tend to snore more and more
people snore the older we get. Let me give you an
example, though. TIf you took a group of 100 people, 50
men and 50 women, phat were age 20, 20 years old, and you
assesgsed all of them, what you would really find
typically is that 5 percent of women Were chronic snorers
and 29 percent of the mén were chronic snorers. So,
there’s a big difference at that age.

CHRIS McKAY: .So, there’s definitely more men.

DR. DENNIS HARRIS: Right. By a long ways. AS
you follow that group up to age 50, by that age, 40 |
percent of all of the women will now be chronic snorers
and 60 percent of all the men will be chronic snorers,
and by age 70, 70 percent of both sexes will be chronic
regular snorers.

CHRIS McKAY: Wow.
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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 one.

CHRIS McKAY: So, there is -- that’s what I was
just going to ask you. There’sla progression then to
snoring: |

DR. DENNIS HARRIS: Oh, yeah, no gquestion about
it. You know, we used to think -- that’s a major point
that I want to bring out. We used to think that there
were a lot of different kinds of snorers. For example,
Chris, you talked earlier in the show about the fact that
you snore on and off, you know.

CHRIS McKAY: Right.

DR. DENNIS HARRIS: And usually just on your

back.

CHRIS McKAY: . Right.

DR. DENNIS HARRIS: But let me tell you, you
are an amateur. (Laughter).

CHRIS McKAY: (Laughter).
Dﬁ. DENNIS HARRIS: You’'re a beginning snorer.
CHRIS McKAY: Okay. (Laughter) .
DR. DENNIS HARRIS: And typically, that is the
way people start to snore. They typically snore only
For The Record, Inc.
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occasionally, usually on their backs and usually with
their mouth open and the snoring is kind of mild to
moderate.

CHRIS McKAY: Um-hum.-

DR. DENNIS HARRIS: There are- times when it
gets a little worse. But most of the time it’s mild to
moderate. Well, snoring is kind of like playing the
violin, you know, the more you practice, the better you
get. |

CHRIS McKAY: (Laughter). |

DR. DENNIS HARRIS: (Laughtér). And sure

enough, as time-goes on, that individual will begin to

snore more nights out of a week, the time during each

'night that that person will snore will become longer. It

will become louder, and eventually, that pérson will be
able to snore iﬁ any position.

CHRISZMCKAY: (Laughter) .

DRT DENNIS HARRIS: Yeah. I mean, even on
their stomach, no question. 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.

CHRIS McKAY: Now, I’'ve heard of this. As a
matter of fact, a friend of mine has‘this.

DR. DENNIS HARRIS: Oh, yeah, it’s a very, very
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serious medical problem, and it’s been recognized in that
regard for many, many years. It is, for your listeners
who aren’t familiar with it, it is the condition in which‘
the snorer actually stops breathing for periods oﬁ
anywhere from 10 or 15 seconds all the way up to even a
minute or more, and does it %any times every hour.

CHRIS McKAY: ~ And this is very scary. This is
a serious, serious problem.
DR. DENNIS HARRIS: When you said scary, it’s

not only scary for the person, but stop and think of the

person’s mate. I mean, I have talked to men or women who

literally stay up almost the entire night because every

time their mate stops breathing, they are absolutely
scared to death that they won’'t start again.

We used to think in medicine that peéple‘
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 apneé.

CHRIS McKAY: Yeah (inaudible).

DR. DENNIS HARRIS: Yeah.

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? You’ve created
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a product that can help with snoring?

DR. DENNIS HARRIS: I héve, and it has this
very unique name. It’s called Dr. Harris’ Snore Formula.
(Laughter) .

CHRIS McKAY: (Laughter). Imagine that.

DR. DENNIS HARRIS: It took a whole crew to
figure this one out. (Laughter).

CHRIS McKAY: (Laughter) .

DR. DENNIS HARRIS: Anyway, it’s really neat.
It -- not because I created the product, but because of a
number of other things. First of all, it is 100 percent
natural, and I want to bring this out. It is not a

medication. A medication -- you know, I’ve been a doctor

"for 30 years. I’'ve prescribed my share of medications

for sure.
| CHRIS McKAY: Sure.

DR. DENNIS HARRIS: .But, you know, through the
years, we’ve always been aware of the fact that .
medications have become stronger and stronger, they’ve
become more and more effective, but they also have become
more dangerous.

CHRIS McKAY:» Hmm.

DR. DENNIS HARRIS: What do I mean by that?
Well; there are more side effects. The side effects have

typically become more serious through the years, and
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interestingly enough, people become more and more
alleréic to medicineé. So, even medicines that we use
for allergies, sometimes people become allergic to.

- CHRIS McKAY: Right, right. Many side effects
from what I understand.

DR. DENNIS HARRIS: Oh, yeah.

CHRIS McKAY: Yeah.

DR. DENNIS HARRIS: And I -- I’m going to
interrupt and break my train of thought for one reason.

CHRIS McKAY: Okay.

DR. DENNIS HARRIS: I have to tell you that
there was a recent publication -- in fact, it was
Newsweek, that had printed a special edition at the end
of the 1997, kind of summarizing the year and all that.

CHRIS McKAY: Um-hum.

DR. DENNIS HARRIS: And they were talking
about, in one section, medicine. They brought out the
fact that in the United States, every year, approximately
21,000 people die of AIDS --

CHRIS McKAY: Um-hum.

DR. DENNIS HARRIS: -- approximately 24,000
people die of homicide. 63,000 people die every year
from medications.

CHRIS McKAY: From medications?

DR. DENNIS HARRIS: From medications that they
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1 take.

2  CHRIS McKAY: Wow.

3 DR. DENNIS HARRIS: TUnbelievable.

4 CHRIS McKAY: And these aren’t overdoses?

5 DR. DENNIS HARRIS: No, no. Thése are people
6 who take it in the normal dosage.‘

7 CHRIS McKAY: Wow.

8 DR. DENNIS HARRIS: 63,000 people every year.
9 Thét’s more people than die in automobile accidents, you'
10 know. We only have 50,000 -- that’s more people than

11 that died in the entire Vietnam War. |

12 CHRIS McKAY: Oh, that puts it in perspective.
13 DR. DENNIS HARRIS: Yeah. And we do -- and

14 that’s how many people die from taking their normal

15 medication every year. So, when I say this is é natural
16 . product, that has a lot of implications, you know. We
17 don’t get the kind of side effects and allergies with

18 natural products that we see with medications.

19 ' CHRIS McKAY: Yeah.
20 DR. DENNIS HARRIS: You know, for example, in
21 Dr. Harris’ Snore Formula, we’ve had over 100,000 people
22 using the product. We have never yet had the first
23 report of any kind of éide effects or allergies.
24 | CHRIS McKAY: Oh, that’s great. How long has
25 - the product been out, Doc?
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DR. DENNIS HARRIS: 1It’s been out about two
years on the marketplace.

CHRIS McKAY: Um-hum.

DR. DENNIS HARRIS: And as I said, we’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 v
éffective it really was.

CHRIS McKAY: Sure. And the results are?

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 réally good
to excellent résults. |

CHRIS McKAY: . Oh, that’s fantastic.

DR. DENNIS HARRIS: Yeah.v 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.

CHRIS McKAY: So, these are capsules that you
take?.

DR. DENNIS HARRIS: Well; they’re actually a

little tablet.
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CHRIS McKAY: Okay.

DR. DENNIS HARRIS: It’s taken by weight. It’s
really a convenient way, an easy way to solve the
problem. You just take them about 30 minutes before you
go to bed so thét they can be absorbed and be ready to
work when you go to sleep. And the Way it works is
absolutely neat. It is composed of four natural
digestive enzymes and a variety of herbs. The enzymes
begin to do their job. They literally start to digest or
breakdown all of these respiratory secretions that are in
the back of the throat and they allow the body to absorb
them and remove them, and the herbs reduce the tissue
swelling.

‘So, between the>two things, what we’ve been
able to do is to open ﬁp the airway and smooth out the
airflow and then the snoring goes away.

CHRIS McKAY: Interesting. We’'re going to take
a break right here and come back with more from Dr.
Harris right after this break.

(Brief pause.)

CHRIS McKAY: We're back with Dr. Dennis
Harris, who has introduced help for millions and millions
of Americans who have a problem or the husband or wife or
somebody they live with has a problem with sﬁoring.

‘Doctor, I'd like to go back and touch on
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something that we had talked about just a bit earlier,
and that was about really the -- you had talked briefly
about the progression of snoring. And I got to tell you,
I had mentioned earlier, has sleep apnea. And he
actually wears a breéthing apparatus to -- as I
understand, to keep the airwéy open.

DR. DENNIS HARRIS: That'’'s called a CPAP

machine and that stands for continuous positive airway

pressure. Let me -- let’s talk -- let’s go back and talk

for a moment about this progression again.

CHRIS McKAY: Um-hum.

DR. DENNIS HARRIS: And what happens
mechanically té people when they snore.

CHRIS McKAY: Because that can bebthe result‘at
the end, right? |

DR. DENNIS HARRIS: Yeah.

CHRIS McKAY: Having to wear something like

that?

DR. DENNIS HARRIS: Yeah, it really is. And
let me tell you, we talked about what’s -- you know, how
snoring -- what causes snoring and all that and then

about the partial obstruction.
Well, what really happens is that -- and you
can imagine this if you’ve ever heard somebody snore.

When that air hits that little partial obstruction,
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you’re really straining to try and get air past that.
And when you’re doing that, you cause a little bit of a
vacuum at that point of obstruction. " And since that
point of obstruction is the same almost every time you
snore, that strain -- that mechanical strain that’s
caused by the vacuum is put on the airway at the same
place every time you snore.

CHRIS McKAY: So, the result is it starts to
cdllapse?

DR. DENNIS HARRIS: Yes, that’s exactly right.

CHRIS McKAY: Wow.

DR. DENNIS HARRIS: Over the years, you start
to get structural weakness in the airway and it begins to
literally start to collapse and that’s why it progresses
to sleep apnea, because when it gets to the point where
it is so weak it literally collapses down and absolutely
blocks the airflow.

CHRIS McKAY: . Wow.

DR. DENNIS HARRIS: Yeah. It’s absolutely
unreal. And, you know, when I describe it like this, it
becomes very logiéal to people and it’s amazing to me
that medically we never saw this for so many years. But
that is exactly what occurs.

And when you get to that point where the sleep

apnea 1is due to this kind of a structural weakness, which
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then gets worse and worse --
CHRIS McKAY: Um-hum.
DR. DENNIS HARRIS: -- then, you know, it’s not
a matter of taking anything for it, it’'s a matter of

doing something about it. And the one thing that is the

most common remedy is the CPAP machine.

CHRIS McKAY: Hmm.

DR. DENNIS HARRIS: And you put that in L~ it's
a mask that is wbrn over the face. Air is forced under
pressure continuously ali the way down through the
airway, and what yéu’re doing is forcing air down with
enough pressufe that it pﬁshes the airway open and keeps
it that way.

Well, as you can imagine, that’s not exactly
the most wonderfui thing to have to do every night all
night.

CHRIS McKAY: I can’t imagine having to sleep
with that. Now, DoctorJhwill your product help in those
instances? |

DR. DENNIS HARRIS: What we find is that in the
early stages of sleép‘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
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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’é 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 yéu
can stop this. You can absolﬁtely stop this progression.
If you go ahead and -- well, let’s ﬁalk about éome of the
medical things that go on with snoring. Can we do that
for a moment?

CHRIS McKAY: Sure; sure.

DR. DENNIS HARRIS: Okay. We didn’t realize
for many years that snoring was a real medicaliproblem.
All we thought about was what happened to people once
they had developed sleep apneé and we didn’t think any of
these other problems occurred in just the snorer.

Now, for the first time last year, medical
organized medicine actually came out and said, snoring is
a true medical problem.

CHRIS McKAY: So --

DR. DENNIS HARRIS: Because they’re finally
beginning to understand the progression.

CHRIS McKAY: So, it’s taken this long?
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DR. DENNIS HARRIS: Yeah. Only about 4,000
years, but that’s all right. (Laughter).

CHRIS McKAY: (Laughﬁer).

DR. DENNIS HARRIS: We're a little slow in
organized medicine. (Laughter).

CHRIS McKAY: (Lauéhter).

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 thgre 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 percent increase in the
level of risk of developing heart attacks, strokes and
high blood pressure compared to non-snorers. |

CHRIS McKAY: Wow.

DR. DENNIS HARRIS: I mean, this is a huge risk
factor. That’s almost at a rate equivalent to smoking a
couple of packs of cigarettes a day or something like
that, okay? So, this is.a big risk factor.

N CHRIS McKAY: Yeah.

DR. DENNIS HARRIS: Well, they started coming
out with these statistics and they said, holy cow, why is
this happening. Well, what they began to do is to

measure and investigate various aspects of the problem
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and they found that when people snore, the level of
oxygen in the blood stream droés down significantly in a
vast majority of theselsnorers. And so, what’s
happening, all of the blood goes to all the vital organs,
the brain, the heart, the liver, the kidneys and so
forth, and guess what, there;s a lower than normal level
of oxygen that occurs.

Well, that meahs that those organs are being
oxygen-deprived and oxygén, of course; is our critical
element for -- to keep the cells functioning normglly and
alive. |

CHRIS McKAY: Right.

DR. DENNIS HARRIS: So, over a period of time,
little bité of damage begin to occur and as they
accumulate more and more, then évehtually the pérson
becomes symptomatic and develops either heart attacks or
a stroke or high blood pressure.

CHRIS McKAY: Wow.

DR. DENNIS HARRIS: Yeah, it’s a big thing.
They just did a big study that was published in a medical
journal called Sleep, which is where all thewsleep
disorder reports come out, and this study demonstrated
that chronic snorers have a 300 percent higher risk of
being involved in an automobile accident in a five-year

period compared to non-snorers, and a 700 percent higher
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risk of being involved in multiple automobile accidents
over a five-year period.

CHRIS McKAY: Well, great. (Laughter).

DR. DENNIS HARRIS: I mean, yeah, you know,
that’s not the good news. That’'s the bad news.
(Laughter) .

CHRIS McKAY: (Laughter). Well --

DR. DENNIS HARRIS: (Laughter). But again, you
know, the 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. 1I’d encourage my listeners to do the

same. What an easy solution. No surgery and the result

is a peaceful night’s sleep and it sounds like you’re
going to continue living after that as @ell.

We’'re out of time. Doctor, any parting
thoughts?

DR. DENNIS HARRIS: One real parting fhought.
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
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of this damage repairs itself and you get back to normal.

Don’t wait. Pick up the phone Eoday, try our
product. It is absolutely without risk to you because we
have a 100 percent money back guarantee. You have -
nothing to lose buﬁ 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. Doc, we’re going to have

you back again. We covered a lot of material, I know

‘there’s a lot more. Have a great day and take care.

Agd that’s it for this week’s show. We’ll be
back next week.

(Music playing.)

(Both sides of the‘audiotape contain the same

recording.)

(The taping was concluded.)
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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. Snoring also leads to serious social
problems and broken relationships.

DIRECTIONS:

Take 30-45 minutes before bedtime.
Take by weight as follows:

125 Ibs or less, take one tablet.
125-220 Ibs, take two tablets.
‘Over 220'Ibs, take three tablets.

Fast Results:

Take double the usual dose for the first 3
weeks. When maximum results are obtained,
lower the nightly dosage by Y2 caplet each
week to achieve the lowest dose that controls
snoring. Keep out of reach of children. If
pregnant, check with your physician before
use.

INGREDIENTS:

Acerola, Amylase, Cayenne Pepper, Cellulase,

Echinacea, Elderberry, Eucalyptus, Fenugreek,. <

-Lipase, Protease, Red Clover, Rose Hips,
Slippery Elm, Yarrow.

Snore Formula, Inc.

4015 North 40th Place
Phoenix, AZ 85018

(800) 442-7436 * Fax (602) 955-3504
- 3

MADE IN USA * Patent # 5,618,543

Snore Formula, Inc.

Dr. Harris’ Original Snore Formula

A UNIQUE COMBINATION OF ALL
NATURAL HERBS AND ENZYMES
THAT GENTLY WORK TOGETHER TO
PREVENT SNORING-

B 100% Natural
Easy to take tablet

86% of those using
this formulation had |

good to excellent
results

Exhibit B
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A REPORT FROM:
DENNIS H. HARRIS, M.D.

OCCURRENCE:

‘Statistics have proven that over 40% of
the adult population are chronic, regular
snorers!

DANGERS OF SNORING:

e Snorers have a markedly higher risk
of developing heart attacks, high
blood pressure, or strokes.

o 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, hyper-
irritability, decreased memory, and
poor concentration.

SOCIAL IMPACT OF
SNORING:

¢ Snoring often causes resentment
between partners, leading to a loss of
intimacy and  deterioration of
relationships.

» Increased irritability leads to failing

relationships at home and among co-

workers. :

e Poor memory and concentration
produce decreased work
performance.

CAUSE OF SNORING:

Most cases of snoring are due to the nightly
accumulation of secretions in the back of the
throat and the associated tissue swelling. These
factors produce a partial airflow obstruction and
narrowed airway, allowing vibration of the soft
tissues in the throat.

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,
zmooth 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.  Good Housekeeping magazine also
performed an  independent study  that
demonstrated a marked improvement in the vast
majority of users. Over 40,000 people have used
the product over the past 12 months with good
results.




Dr. Harris’ Original

SNORE FORMULA

Product Information -Booklet
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WHY SHOULD | 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. By keeping the snoring under control, the risk factors
for all of these serious medical conditions gradually decrease toward normal over
a period of years. ) .

In addition, studies done at Stanford University and other institutions have shown
that snorers have a higher rate of automobile accidents than non-snorers! Why
would this happen? Snoring is known to cause reduced oxygen flow to the brain
and other organs, resulting in daytime fatigue or sleepiness, slower reflexes and
reduced attention span. These factors cause. impairment of our ability to
concentrate on road and traffic conditions.

WHAT ARE SOME OF THE OTHER EFFECTS OF SNORING?

Snoring is often a significant factor in relationships, causing disturbed sleep
patterns, daytime fatigue and hyper-irritability in the non-snoring partner. In
- more extreme cases, the partners have to sleep in separate bedrooms. This
produces increasing resentment, loss of intimacy and, eventually, deterioration of
the relationship.

These factors also cause anxiety and depression, often leading to failing
. relationship with friends and co-workers, as well as reduced work performance.

WHO SNORES?

Medical authorities have estimated that up to 40% of the entire population are
chronic, regular snorers.

Snoring increases in severity and prevalence with increasing age. For example,
an average 20 year old group would include 5% of females and 29% of males
. that are chronic snorers; an average 50 year old group would include 40% of
females and 60% of males that are chronic snorers; and an average 70 year old
group would include 70% of all males and females that are chronic snorers.




WHAT CAUSES SNORING?

Our respiratory system constantly produces secretions in the nasal cavity,
sinuses, bronchi and lungs. Although we easily dispose of these secretions
during the day, the secretions begin to accumulate in the back of the throat at
night when we lie down in the horizontal position. These secretions begin to
irritate the surrounding tissues, producing congestion and swelling. These
factors produce a partial obstruction to the airflow, resulting in airflow turbulence
which vibrates the soft tissues in the back of the throat and produces the sound
of snoring. The narrowing of the airway due to the tissue swelling causes further
relaxation of the soft tissues, allowing snoring-to occur easier. More than 85% of

- the cases of snoring are due to these factors! '

The remaining cases of snoring are due to other conditions such as deviation of
the nasal septum, nasal polyps, malformations of the mandible (lower jaw),
excessively long uvula or excessively long tongue.

- WHAT MAKES SNORING WORSE?

There are many factors that have been identified which may increase the
frequency and/or severity of snoring. These include the following:

1. Obesity. - Excess weight gain results in the deposition of fat in all
tissues, including those around the mouth and throat. This produces
narrowing of the airway, loosening of the soft tissues and allows
snoring to occur easier.

2. Alcohol Consumption at Night. Consuming the equuvalent of more
than 2 drinks through the evening results in excess relaxation of the
“soft tissues in the back of the throat. These tissues then vibrate easier,
producing more frequent and more severe snoring. -

3. Increased Respiratory Secretions. This condition may arise because
of many factors, including cigarette smoking, chronic bronchitis,
allergies, chronic sinusitis, chronic rhinitis (nasal congestion) and
mucous-producing foods eaten in the evening, such as dairy products.

HOW DOES DR. HARRIS’ ORIGINAL SNORE FORMULAe WORK?

This unique formulation includes a secret combination of 100% natural enzymes
and herbs. These compounds are all extracted from plants and are repeatedly
tested to insure the highest quality and potency.




The enzymes act to digest the secretions, allowing the body to metabolize and
absorb them. The herbs reduce the tissue swelling and congestion. - The result is
that the airway is opened, the airflow is smoothed out and the snoring is
markedly decreased or eliminated. ' :

'HOW SHOULD | TAKE DR. HARRIS’ ORIGINAL SNORE
FORMULAe?

If you are to derive the maximum benefits from the product, it must be taken
correctly.

The dosage is initially determined by weight. If you weigh 125# or less, take 1
caplet, 125#-220# takes 2 caplets, and over 220# take 3 caplets.

We have found that each individual is unique, and therefore the dosage will vary
considerably. To obtain the fastest and best results, we highly recommend that
you take double the usual starting dosage for the first three weeks. After the
maximum benefit is obtained, lower the dosage by one half caplet each week
until you achieve the lowest dose at which satisfactory results are still
maintained. Continue using that lower dosage as your maintenance dosage
indefinitely. ' ' ' '

Higher dosages may produce some dryness in the nose and throat. This only
- indicates that Dr. Harris’ Original Snore Formulae is working well for you! A
humidifier will relie\(e the dryness.if it is a concern.

There are many things that you can do to increase the effectiveness of the
product, including the following:

1. Take Dr. Harris’ Original Snore Formula® 30-45 minutes before
bedtime. .

2. Be sure to take Dr. Harris' Original Snore Formulae on an empty
stomach. Do not eat for two hours before taking the product.

3. Avoid dairy products, such as milk, butter, cheese, etc. for four hours
before bedtime, as they may increase the production of respiratory
secretions. ' v :

4. Severe allergies, smoking or evening alcohol consumption tend to make
snoring worse. These conditions may require you to increase the
recommended dose of Dr. Harris’ Original Snore Formulae by one half to
one caplet in order to obtain satisfactory results.

Life style changes, including weight loss, stopping cigarette smoking and reducing
evening alcohol consumption, will not only improve snoring control but also lead to
better health!




HOW SAFE IS DR. HARRIS’ ORIGINAL SNORE FORMULAe ?

Since Dr. Harris’ Original Snore Formulae is a 100% natural formulation, we have
experienced none of the all too frequently seen side effects and allergic reactions
commonly associated with over the counter and prescription medications. In fact,
after two years of clinical studies and tens of thousands of satisfied users, we have
no reports of side effects, allergies or intolerance of the product.

Furthermore, thousands of people now using the product are taking other
medications as well. To date, we have received no reports of cross-reactions with
any other medication. However, if this is a concern, please check with your
physician.

Although the product is extremely safe, you should check with your physician prior
to taking the product if you are pregnant or a nursing mother. '

CAN | GIVE ,DR.‘ HARRIS’ ORIGINAL SNORE FORMULAe 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 Formulae is being taken by hundreds of children across
the country and appears to be quite safe.

The recommended dosage for children. weighing 65-100# is one caplet and for
those weighing less than 65#, one half caplet.

We advise you to check with your physician before giving Dr, Harris’ Original
Snore Formulae to children younger than six years of age.

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.

Good Housekeeping, in an independent study, demonstrated that the formulation
used in Dr. Harris’ Original Snore Formulae produced major improvement in the
vast majority of test subjects.

Reports from those using the product indicate a similar level of satisfaction.




WILL | HAVE TO TAKE DR. HARRIS’ ORIGINAL SNORE
| FORMULAe FOREVER?

Like many medical problems, such as heart disease, hypertension and diabetes,
snoring is a condition that can be controlled but not cured. Therefore, once you
have determined your maintenance dosage level, you must take that dosage
regularly and indefinitely.

We have found that many users of Dr. Harris’ Original Snore Formulae, after
raintaining good results for 5-6 months, are able to either gradually reduce their
dosage even further, take Dr Harris’ Original Snore Formula® every other night, or
both.

It is vitally important that you keep your snoring under control indefinitely. The
longer your snoring is controlled, the lower your risk factors for heart attacks,
strokes and high blood pressure.

ARE THERE ANY OTHER BENEFITS OF DR. HARRIS’ ORIGINAL
SNORE FORMULAe ? |

The top quality variety of herbs and enzymes used in Dr. Harris’ Original Snore

_ Formulae have many other significant benefits.

Recent studies suggest that protease may actually help rehove cholesterol from
partially clogged arteries, thereby restoring circulation.

‘Protease lipase and amylase work together to help relieve heartburn and gastrlc

irritation, improving digestion.
The herbs are known to produce the foII.owing benefits:

1. Acerola. This South American cherry contains the highest concentration
of natural Vitamin C known. It is helpful in reducing inflammation,
preventing and treating upper respiratory infections, acts as a stimulant
to the immune system and is a powerful anti-oxidant.

2. Eucalyptus. Studies have shown that this herb is effective in killing the
flu virus and many types of bacteria. It is also widely used in the
treatment of respiratory conditions.

3. Elderberry. This herb is widely used to reduce fever, reduce
inflammation, induce pain relief, treat colds, bronchitis and asthma, and
decrease allergic symptoms. "

4. Yarrow. This herb is known to help cleanse the blood of impurities,
including uric acid. It is useful in the in the treatment and prevention of




gout, digestive problems, nausea, and fever. It is a powerful virus
inhibitor, and it is used in the treatment of colds and flu.

5. Slippery EIm. This herb is used to promote digestion, treat intestinal
ulcers, neutralize excess stomach acidity and absorb foul gases. It is
also used in the treatment of bronchitis and cough.

6. Echinacea. This marvelous herb is a natural antibiotic, anti-viral and
anti-inflammatory compound. It is also a potent blood cleanser and

~ rebuilder, as well as a powerful immune system stimulant.

7. Red Clover. This herb has been used by some physicians in the
treatment of cancer. It is an excellent blood purifier and is widely used
in the treatment of liver congestion. -

8. Rose Hips. This herb contains high levels of Vitamin C and
bioflavonoids. It is an excellent natural anti-oxidant, builds and
strengthens body tlssues and is useful in building and mamtalmng a
good blood vascular system.

9. Cayenne. This herb has many beneficial effects. It aids in lowering
serum cholesterol and serum triglycerides, also decreasing LDL
cholesterol and therefore decreasing the risk of heart attacks and
strokes. It speeds fat metabolism, burning off excess fat more rapidly. it
increases heart action without increasing blood pressure, thereby
improving circulation and acting as a general body stimulant. It has high.
Vitamin A content, promoting normal vision and healthy immunity. It
increases the effectiveness of all other herbs by aiding in the more
complete and rapid absorption of those herbs. It aids in the removal and
cleaning of stomach tissue, .and is helpful in healing stomach and
intestinal ulcers.

WHAT OTHER TREATMENTS ARE .
AVAILABLE FOR SNORING?

Many attempts to treat snoring have been made through the years without much
success. From the standpoint of medications, antihistamines, sedatives, anti-
inflammatories, anti-depressives and anti-anxiety preparations have been notably
unsuccessful in controlling the problem.

Various types and shapes of pillows have been tried with little succéss.
Homéopathic medications have a very poor record of success.

Dental appliances that shift the lower jaw forward or pull and hold the tongue
forward have only met with limited success.




Finally, the newer surgical procedures using conventional or laser surgery that
remove large amounts of tissue from the back of the mouth have proven far less
than ideal. They cause pain which may linger for up to-3 months following surgery.
Several deaths have now been reported as directly resulting from the procedure.
Many complications have also been reported, including the development of nasal
speech, difficulty in swallowing, change in taste sensation and nasal regurgitation, -
due to the removal of large amounts of tissue, occurs when food or liquid that you
intend to swallow goes up instead of down, exiting through the nose. The worst
problem, however, is that not only does surgery almost never completely eliminate
snoring, but when patients having had these surgical procedures were evaluated
13 months after surgery, only 46% even obtained a moderate decrease in snoring!
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All orders are shipped by the U.S. Postal System. Orders are usually shipped within 48 hours of
confirmation and delivery within the U.S. is normally 5 to 7 working days, excluding weekends.

kiwsnoreformulu.com

LinkExchange
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Snore Formula, Inc.

www.snoreformula.com

As heard on radio in the U.S. and Canada with Dennis H. Harris, M. D,

Snore Formula is a unique one of a kind patented remedy with a combination of all natural herbs and
digestive enzymes that gently work together to eliminate snoring symptoms and problems.

100% Guaranteed or your money refunded!

Advertised on the radio in the US and Canada featuring Dr. Harris as an authority and guest speaker.

Scott writes...

Let me take this opportunity to thank you for your wonderful product and tell you how much my wife, Diane, and I
appreciate the quiet nights we have enjoyed since discovering it. It's very rare when a product actually delivers what it
promises but Snore Formula truly does. We have tried most of the other advertised remedies without any satisfaction and I am
very pleased to be able to write and say that this product is as close as you can get to an absolute ""Miracle''.

Beverly writes...
I can't believe how great your product is. I have been using Snore Formula for over 6 months and it has made a world of

difference since I have stopped snoring and I really feel better when I wake up. It is well worth the price that you offer. I
almost didn't buy it, now I'm glad I did. Thank you Dr Harris!

Complete information on Snore Formula follows below:

A 100% natural product which can markedly reduce or eliminate snoring. This unique combination of
digestive enzymes and natural herbs metabolizes excess drainage and shrinks nasal and respiratory *
membranes, thereby opening air passages to eliminate snoring.

Select and click on a link for information

2 Snore Formula Bibliography

 Dangers of Snoring ,. |» Cause of Snoring

ge Social Impact of Snoring I«a How Snore Formula Works

¢ Directions __ |+ Ingredients

eTestxmomals , { Click and Place your Secure Order here
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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 160,000 people have used the product over the past 36 months
with good to excellent results.

Over 350,000 bottles sold to radio listeners over the last 3 years!
Note: *This formulation is safe for children as long as they can take the tablet. Children age 6 or under,

may have difficulty in swallowing the tablet. For children who weigh under 65 pounds it is recommended
to give them 1/2 of a tablet.

Sleep quite, peaceful and wake up feeling better!

This is a very unique and effective patented formula that will give you complefe
satisfaction: Guaranteed!

100% Satisfaction Guarantee or your Money Back
Click Here to Read

Pricing
Excellent Quality - Fast Service
Buy Now! Try it tonight!

* Notice of Price Change

The company has received notification from our manufactor that the prices for raw material and labor
has gone up. Due to this increase in labor and material costs we regret that we have to raise our prices on
our products. This price increase will be effective on March 1, 2001.
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New Prices Effective March 1, 2001

1 60 tablet bottle $39.95
Buy 2, Get 1 Free! $79.90
S bottles= $99.00 (Internet Special)

12 bottles = $199.00

With your purchase:

¢ A7 page product information brochure and audio cassette tape on Snore Formula is sent with each
order

¢ In addition, free samples and a 11 page product information brochure on Allergy Formula is sent to
you.

*Buy 2... Get 1 FREE!

*We offer Secure Credit Card Online Service. You may also send a Check/Money Order for your purchase by mail.

# Secure Credit Card Order Form

# For Mail Order: Go Here Then Print Out The Form: Mail Order Form

Try these outstanding, effective products and see for yourself why thousands of satisfied customers keep
coming back for more.

Try it tonight!

Place your secure order here now

All orders are shipped by the U.S. Postal System. Orders are usually shipped within 48 hours of
confirmation and delivery within the U.S. is normally 5 to 7 working days, excluding weekends.

KJ Enterprises
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3321 Old Mallard Road,
Enid, Oklahoma 73703-1428

If you have questions or suggestions, please e-mail me at:
kj@snoreformula.com

Copyright © 1998/1999/2000 2000 Jerry Harris
All Rights Reserved

SNORE 24 T otrmerton
FORMULA Halural Herbal Remedies
better www naturesformulas.com '

F R E Lk
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SNORE FORMULA, INC.

KJ Enterprises

A unique combination of all natural herbs and enzymes that gently work together to prevent snoring. Statistics
have proven that over 40% of the population or 100 million people in theUnited States are chronic, regular
snorers! '

DANGERS OF SNORING:

e 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.

e 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 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.

» Causes of Snoring

Sgére Formula, Inc.

+ SECURE ORDER FORM

Directions

Social Impactof Snoring _|» How Snore Formula Works _

‘@ Testimonials
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SNORE FORMULA, INC.

KJ Enterprises

A unique combination of all natural herbs and enzymes that gently work together to prevent snoring. Statistics
have proven that over 40% of the population or 100 million people in theUnited States are chronic, regular
snorers!

SOCIAL IMPACT OF SNORING:

* Snoring often causes resentment between partners, leading to a loss of intimacy and deterioration of
relationships.

* Increased irritability leads to failing relationships at home and among co-workers.

* Poor memory and concentration produce decreased work performance.

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.

» Dangers of Snoring o Causes of Snoring

Snore Formula, Inc. e - f" How Snore Formula Works
1+ Directions | » b Ingred1ents
|» Testimonials _|»SECURE ORDER FORM _

Snore Formula Home Page
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SNORE FORMULA, INC.

KJ Enterprises

A unique combination of all natural herbs and enzymes that gently work together to prevent
snoring. Statistics have proven that over 40% of the population or 100 million people n
theUnited States are chronic, regular snorers!

DIRECTIONS:

e Take 30 to 40 minutes before bedtime.
e Take by weight as follows:
o 125 1bs or less, take one tablet.
o 125-220 Ibs, take two tablets.
o QOver 220 Ibs, take three tablets.

FAST RESULTS:

Take double the usual dose for the first 3 weeks. When maximum results are obtained, lower the
nightly dosage by 1/2 caplet each week to achieve the lowest dose that controls snoring.

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.

1o Causes of Snormg

@ Dangers of Snoring

1o Ingred1ents
1» SECURE ORDER FORM

» Snore Formula, Inc.

» Social Impact of Snoring . | How SnoreFormulaWorks

i» Testimonials

Snore Formula Home Page
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Snore Formula Testimonials

KJ Enterprises
Snore Formula Testimonials

Product History...

In 1993, Dr. Harris created and began clinically testing a natural oral remedy to eliminate snoring. With more
than 86 % good to excellent test results, commercial sales of the product, initially named Snore No More, began
in 1995. Sales were undertaken nationally and internationally via direct response radio only. To date, over
$12,000,000 in sales have occurred with more than 300,000 bottles sold. The product was recently renamed Dr.
Harris' Original Snore Formula, and is presently marketed nationally through radio direct sales via live shows,
30 and 60 second commercials and 30 minute radio informercial.

Michael writes...
I am having a good nights sleep finally. I used to wake myself up during the night which was a real bummer as I

would not always go back to sleep. Sleeping through the night is great. Thanks a lot.
PS: My girlfriend loves it as much or more than I do.

Ann writes...
My husband uses it for another reason. He has a problem with blocked nasal passages. While he's asleep the
passages close, he stops breathing and he wakes up gasping. When he takes Snore Formula his nose stays

. clearer and he's able to sleep more restfully.

Thank you for a product that helps!

Lonny writes...
The main thing I have noticed is I sleep better. No more multiple wake-ups due to breathing difficulty.

Lee writes...

For years the snoring on the other side of the bed had gotten louder and more often. It had become almost
unbearable. With the use of Snore Formula there has been an enormous improvement. What snoring has
continued is much, much lighter and much, much softer. There are many, many periods of no snoring at all.

Shirley writes...

I used to snore and snort so loud I would wake myself up. 1 haven't done that lately. I think one of the best
things about taking Snore Formula is the lack of sinus drainage in the morning. I used to hack and spit for the
first hour of each day. As my granddaughter, Brittany, tells me it was "gross and disgusting"! She's seven.

Whatever Snore Formula does or however it works, I am grateful that I have discovered it exists. My
son-in-law told me about it. '

Gregory writes...

In February 1995, I was diagnosed with severe sleep apnea. A CPAP was the suggested treatment for my
affliction, but it did not help my condition. I heard your advertisement and ordered a bottle of Snore Formula
and my sleep improved immediately. I continue to use it and my sleep has been better than it had been in years.
Thanks. :

1of2 ’ 1/8/2003 2:25 PM
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Chloe writes...

The reason I looked into Snore Formula is because my husband used to keep me up at nights with his snoring.
So I said I would give it a try and it works! I was so happy. If Snore Formula could work for him it could work
for anyone. Thank you very much.

Scott writes...

Let me take this opportunity to thank you for your wonderful product and tell you how much my wife, diane,
and I appreciate the quiet nights we have enjoyed since discovering it. It's very rare when a product actually
delivers what it promises but Snore Formula truly does. We have tried most of the other advertised remedies
without any satisfaction and I am very pleased to be able to write and say that this product is as close as you can
get to an absolute "Miracle".

Snore Formula Home Page
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SNORE FORMULA, INC.

KJ Enterprises

A unique combination of all natural herbs and enzymes that gently work together to prevent snoring.
Statistics have proven that over 40% of the adult population are chronic, regular snorers!

CAUSE OF SNORING:

Most cases of snoring are due to the nightly accumulation of secretions in the back of the throat and the
associated tissue swelling. These factors produce a partial airflow obstruction and narrowed airway, allowing
vibration of the soft tissues in the throat.

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.
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SNORE FORMULA, INC.

KJ Enterprises

A unique combination of all natural herbs and enzymes that gently work together to prevent snoring.
Statistics have proven that over 40% of the adult population are chronic, regular snorers!

HOW 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.

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.
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SNORE FORMULA, INC.

KJ Enterprises

A unique combination of all natural herbs and enzymes that gently work together to prevent snoring. Statistics
have proven that over 40% of the population or 100 million people in theUnited States are chronic, regular

snorers!

INGREDIENTS:

Acerola, Amylase, Cayenne Pepper, Cellulase, Echinacea, Elderberry, Eucalyptus, Fenugreek, Lipase,
Protease, Red Clover, Rose Hips, Slippery Elm, Yarrow

HOW 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.

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.
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Dennis H. Harris, M.D.
Biography

Dr. Harris graduated from Ohio State University Medical School in 1963 and completed his
internship at Grant Hospital, a University affiliated hospital in Columbus, Ohio in 1964. He
then entered a residency training program, specializing in Physical Medicine and
Rehabilitation at Ohio State University. Upon completion, he moved to Dallas, Texas in 1966
to become chief resident in a Physical Medicine residency program at Parkland Hospital,
Southwestern Medical School, University of Texas. He completed the last year of his
residency in 1967 and moved to Scottsdale, Arizona to begin private practice.

In 1968, Dr. Harris established the Department of Physical Medicine and Rehabilitation at Scottsdale Memorial
Hospital in Scottsdale, Arizona and was appointed Director of that department which he operated until 1984.
Dr. Harris then established the Southwest Pain Control Program and directed that program through 1974. This
program was the first chronic pain control program in the Southwest, the eighth program in the country, and the
first program to be performed on only an outpatient basis. After the efficacy of the program was well
established, the entire program was moved to Mesa Lutheran Hospital in 1974 at the hospital's request. The
hospital appointed Dr. Harris as Director of that program, and he maintained this position through 1983.

Dr. Harris subsequently maintained a practice devoted primarily to the non surgical diagnosis and treatment of
all conditions of pain. Due to the nature of that practice, many of Dr. Harris's patients were medico legal in
nature, having been involved in automobile accidents or work-related accidents. This has enabled Dr. Harris to
testify in hundreds of depositions and make countless court appearances as an expert medical witness.

T HEETEE T M

Professionally, Dr. Harris has been continually involved in lecturing and teaching, often lecturing groups of
hundreds of physicians or physical therapists. He has presented several papers at national meetings and appeared
before large medical audiences during that time.

While in residency at Ohio State University, Dr. Harris became the co-inventor of a gel pad to prevent bed
sores, negotiated a licensing agreement with The Stryker Corporation, and subsequently traveled the country,
presenting the product at hospital meetings and medical gatherings. During that time, he designed the national
sales and marketing program for The Stryker Corporation with regard to that product, and he then trained the
national and international sales staff of The Stryker Corporation prior to the introduction of the product.

During the course of his practice, Dr. Harris recognized the benefits of alternative medicine. HarGen
Distributing, Inc. was formed to manufacture and distribute natural crystal deodorant products worldwide. Dr.
Harris designed, trademarked and patented multiple improvements and new products within the industry.

T T T TR

In 1993, Dr. Harris created and began clinically testing a natural oral remedy to eliminate snoring. With more
than 86 % good to excellent test results, commercial sales of the product, initially named Snore No More, began
in 1995. Sales were undertaken nationally and internationally via direct response radio only. To date, over
$12,000,000 in sales have occurred with more than 150,000 regular users and over 300,000 bottles sold. The
product was recently renamed Dr. Harris' Original Snore Formula, and is presently marketed nationally through
radio direct sales via live shows, 30 and 60 second commercials and 30 minute radio informercials.

In 1994, after clarifying the link between snoring, allergies, sinusitis and asthmatic bronchitis, Dr. Harris created
and began testing a natural formulation for relief for allergy and sinus symptoms. 83% good to excellent test

1of2 1/8/2003 2:26 PM
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results have been obtained. Marketing of this product under the name Dr. Harris' Original Allergy Formula
began nationally during the 1st quarter of 1998. Presently, Dr. Harms continues an active research and
development program designed to improve the existing products and create new products to effectively help and
extend our lives. Dr. Harris has appeared on over 1,500 local and network radio shows and continues to be one
of the most popular and sought-after radio guests.

Snore Formula Home Page
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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:

l.a. Respondent Snore Formula, Inc., is an Arizona corporation
with its principal office or place of business at 4105 N. 40" 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.

l.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).
L

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.

IL.

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.

VL
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.

VIL

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.

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.

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.

VIIL

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.

