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IN THE MATTER OF

VEIN CLINICS OF AMERICA, INC., ET AL.

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

Docket C-3501. Complaint, June 24, 1994--Decision, June 24, 1994

This consent order prohibits, among other things, an Illinois-based corporation and
its officer from misrepresenting the rate of likely recurrence for any venous
disease following treatment, or misrepresenting the newness, past availability,
safety, risks or potential side-effects of any cosmetic or plastic surgery
procedure. In addition, the consent order requires the respondents to have
scientific evidence to substantiate any representations it makes about any
cosmetic or plastic surgery procedure it markets or sells in the future.

Appearances

For the Commission: Richard F. Kelly, Sondra Mills and Melissa
Feinberg.

For the respondents: Robert E. Kehoe and Daniel S. Kaplan,
Wildman, Harrold, Allen & Dixon, Chicago, IL.

COMPLAINT

The Federal Trade Commission, having reason to believe that
Vein Clinics of America, Inc., a corporation, and D. Brian
McDonagh, M.D., individually and as an officer of said corporation
(hereinafter “respondents”), have violated the provisions of the
Federal Trade Commission Act, and it appearing to the Commission
that a proceeding by it in respect thereof would be in the public
interest, alleges:

PARAGRAPH 1. Respondent Vein Clinics of America (“VCA”)
is a Delaware corporation, with its corporate headquarters at 1101
Perimeter Drive, Suite 615, Schaumburg, Illinois. Respondent has
offices in fifteen cities located in the states of California, Georgia,
Ilinois, Maryland, Kansas, and Michigan.

Respondent D. Brian McDonagh, M.D., is the Chairman of the
Board and National Medical Director of Vein Clinics of America.
His address is 1535 Lake Cook Road, Northbrook, IL.
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PAR. 2. Respondents are engaged, and have been engaged, in the
sale and offering for sale of sclerotherapy treatments for venous
disease, including varicose veins and spider veins. Sclerotherapy
involves the injection of a solution with a fine needle directly into the
vein. The solution irritates the lining of the vein, causing it to swell
and stick together and the blood to clot. The vein turns into scar
tissue that fades from view. A variety of solutions, called sclerosing
agents, may be used for this procedure. These include, but are not
limited to, hypertonic saline, Sotradecol (sodium tetradecyl sulfate),
Polidocanol (Aethoxysklerol), and sodium morrhuate. In addition to
sclerotherapy, other methods are used to treat varicose and spider
veins. These include, but are not limited to, surgical procedures,
laser treatments and electro-cautery treatments.

Respondents use the terms “MicroCure Process” or “refined
compression sclerotherapy” to refer to the procedure used at their
clinics. Doctors at respondents’ clinics limit their practice to the
treatment of varicose and spider veins. Respondents’ procedure
involves the injection of solutions of Sotradecol into the blood vessel
using an empty vein technique, followed by compression of the area
with bandages and wraps and post-procedure ambulation by the
patient. This procedure is generally referred to by the medical
profession as “compression sclerotherapy.”

PAR. 3. In the course and conduct of VCA’s business, respon-
dents have disseminated or caused to be disseminated advertisements
and promotional material for the purpose of promoting the sale of
sclerotherapy services which include the use of the drug Sotradecol.
Sotradecol 1s a “drug” within the meaning of Sections 12 and 15 of
the Federal Trade Commission Act. Respondents have placed, or
caused to be placed advertisements in various periodicals that are in
general circulation to the public to promote their treatments of
varicose and spider veins to prospective patients. Respondents
further advertise and promote their sclerotherapy services through the
use of brochures, videos, and pamphlets which are provided to
patients and prospective patients.

PAR. 4. The acts and practices of respondents alleged in this
complaint are, and have been, in or affecting commerce, as “‘com-
merce” is defined in Section 4 of the Federal Trade Commission Act.

PAR. 5. Respondents’ advertisements and promotional materials
include, but are not necessarily limited to, the advertisements and
promotional materials attached hereto as Exhibits A through H.
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PAR. 6. Respondents' advertising contains the following
statements:

(a) The recurrence rate for surgical treatment of varicose veins is “approxi-
mately 65% in 5 years” (Exhibit A); and

(b) “With surgery.... the recurrence rate is about 85% in five years. Quite
unsatisfactory.” (Exhibit B).

PAR. 7. Through the use of the statements contained in the
advertisements referred to in paragraph six, including but not neces-
sarily limited to the advertisements attached as Exhibits A azd B,
respondents represent, and have represented, directly or by implica-
tion, that the rate at which venous disease recurs following surgical
treatment is approximately 65% to 85% in 5 years.

PAR. 8. In truth and in fact, the rate at which venous disease
recurs following surgical treatment is not approximately 65% to 85%
in five years but is substantially lower than 65 percent.

Therefore, the representation set forth in paragraph seven was,
and is, false and misleading.

PAR. 9. Respondents’ advertising contains the following
statements and depictions:

(a) In a chart captioned “A Comparison of the Available Options
for Treatment of Venous Disease,” contained in the brochure “New
Solutions to an Age Old Problem” attached hereto as Exhibit A, in
the column identifying the “Recurrence rate” of venous disease
following “Surgery-(Ligation and Stripping),” “Hypertonic Saline
Injections” and “VCA-MicroCure Process”:

(1) The rate at which venous disease recurs following treatment by surgery
(ligation and stripping) is “approximately 65% in five years;”

(2) The rate at which venous disease recurs following treatment by hypertonic
saline injections is “high;” and

(3) The rate at which venous disease recurs following treatment by VCA’s
MicroCure Process is “less than 3% in five years;”

(b) “This procedure [the MicroCure Process] . . . produc[es] results not
presently available with other treatment methods.

The MicroCure Process, performed only at Vein Clinics of America, produces
more cosmetically appealing results with a higher success rate [and] lower
recurrence rate . . . .
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. .. [TThe treatment [of spider veins by the MicroCure Process] produces more
cosmetically appealing (and symptom relieving) results, with a lower recurrence
rate than any other method of treatment.” (Exhibit D); and

(c) “The MicroCure Process has been used to successfully treat these patients
[those who have had previous surgery or other modes of treatment] with virtually
no recurrences.” (Exhibit E).

PAR. 10. Through the use of the statements contained in the
advertisements referred to in paragraphs six and nine, including but
not necessarily limited to the advertisements attached as Exhibits A,
D and E, respondents represent, and have represented, directly or by
implication, that:

(a) The rate at which venous disease recurs within five years
following treatment by VCA is less than 3%;

(b) The rate at which venous disease recurs following treatment
by hypertonic saline injections is high;

(c) There is virtually no recurrence of venous disease among
patients who have undergone treatment by VCA after having
previously undergone surgery or other modes of treatment; and

(d) The rate at which venous disease, including spider veins,
recurs following treatment by VCA is lower than that following any
other method of treatment.

PAR. 11. Through the use of the statements contained in the
advertisements referred to in paragraphs six and nine, including but
not necessarily limited to the advertisements attached as Exhibits A,
B, D and E, respondents represent, and have represented, directly or
by implication, that at the time they made the representations set
forth in paragraphs seven and ten, respondents possessed and relied
upon a reasonable basis that substantiated such representations.

PAR. 12. In truth and in fact, at the time respondents made the
representations referred to in paragraphs seven and ten, respondents
did not possess and rely upon a reasonable basis that substantiated
such representations. Therefore, the representation contained in
paragraph eleven was, and is, false and misleading.

PAR. 13. Respondents' advertising contains the following
statements:

(a) “The Vein Clinics of America uses an exclusive injection treatment called
MicroCure.”(Exhibit B);
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(b) “With the development of the MicroCure Process, Vein Clinics of America
(VCA) has achieved a major breakthrough in the treatment of spider veins.”
(Exhibit D);

(¢) “This procedure [MicroCure] . . . produc[es] results not presently available
with other treatment methods.” (Exhibit D);

(d) “Until recently, satisfactory treatment of spider veins and other small
vessel disease was not possible because of an inability to successfully eradicate a
majority of the veins, a high recurrence [sic] rate, side effects and complications
such as cramping, ulcerations, and staining of the skin. However, now with the
MicroCure Process, unlike saline injections, tiny spider veins on the legs or face
can disappear.” (Exhibit D);

(e) “The MicroCure Process, performed only at Vein Clinics of America,
produces more cosmetically appealing results with a higher success rate, lower
recurrence rate, and virtually no side-effects or complications.” (Exhibit D);

() “The development of the MicroCure Process by Vein Clinics of America
(VCA) has resulted in a major breakthrough in the treatment of varicose veins and
small vessel disease.” (Exhibit E);

(g) “Until the success of Vein Clinics of America, surgery was the only
treatment for large varicose veins.” (Exhibit E); and

(h) “Painful procedures that leave surgical scars are no longer your only
options. Vein Clinics of America offers a safe, non-surgical injection treatment
administered by licensed M.D.’s.” (Exhibit F).

PAR. 14. Through the use of the statements contained in the
advertisements referred to in paragraph thirteen, including but not
necessarily limited to the advertisements attached as Exhibits B, D,
E and F, respondents represent, and have represented, directly or by
implication, that:

(a) The procedure respondents employ for treating varicose and
spider veins, which they sometimes refer to as the “MicroCure
Process,” is a unique mode of treatment that is exclusively available
from VCA and that differs materially from the procedures generally
used by other physicians to treat varicose and spider veins;

(b) The procedure respondents employ for treating varicose and
spider veins, which they sometimes refer to as the “MicroCure
Process,” is a newly discovered and previously unavailable method
of treating varicose and spider veins; and

(c) Prior to the opening of Vein Clinics of America, surgery was
the only available treatment for large varicose veins.

PAR. 15. In truth and in fact;
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(a) The procedure respondents employ for treating varicose and
spider veins, which they sometimes refer to as the “MicroCure
Process,” is not a unique mode of treatment, is not exclusively
available from VCA and does not differ materially from the proce-
dures used by physicians to treat varicose and spider veins. The
procedure used by respondents, known within the medical commu-
nity as compression sclerotherapy, can be, has been, and is regularly
performed by other physicians;

(b) The procedure respondents employ for treating varicose and
spider veins, which they sometimes refer to as the “MicroCure
Process,” is not a newly discovered or previously unavailable method
of treating varicose and spider veins; and

(c) Prior to Vein Clinics of America, surgery was not the only
available treatment for large varicose veins.

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

PAR. 16. Respondents’ advertising contains the following
statements and depictions:

(a) In a chart captioned “A Comparison of the Available Options
for Treatment of Venous Disease,” contained in the brochure “New
Solutions to an Age Old Problem” attached hereto as Exhibit A, in
the column identifying the “Risks/Complications” of “Surgery-
(Ligation and Stripping),” “Hypertonic Saline Injections” and “VCA-
MicroCure Process”:

(1) “Surgery (ligation and stripping)” presents the “[a]ssociated risks of
anesthesia, post-op complications with infections and multiple scars;”

(2) “Hypertonic saline injections” present the “[p]ossibility of burns on the
skin - unsuitable for extensive disease;” and

(3) “VCA-MicroCure Process” presents the risk of a “[m]ild allergic reaction
in approximately 1 in 1000 patients.”

(b) “There are other options besides surgery. These include electrocautery,
laser and various saline based injections. Problem is, these methods can burn the
skin and leave marks. There is a better way.” (Exhibit B);

PAR. 17. Through the use of the statements contained in the
advertisements referred to in paragraph sixteen, including but not
necessarily limited to the advertisements attached as Exhibits A and
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B, respondents represent, and have represented, directly or by
implication, that:

(a) Respondents’ method of sclerotherapy does not result in
burning, marking or scarring the skin;

(b) The only significant risk to health presented by respondents’
method of sclerotherapy is that of a mild allergic reaction in 1 in
1,000 patients; and

(c) The only significant risk of allergic reaction presented by
respondents’ method of sclerotherapy is that of a mild allergic
reaction in 1 in 1,000 patients.

PAR. 18. In truth and in fact:

(a) Respondents’ method of sclerotherapy can result in burning,
marking and scarring the skin. As described in paragraph eighteen
(b), injections of Sotradecol may cause ulcers to form, leaving scars
on the skin. Moreover, potentially permanent post-sclerosis pigmen-
tation may occur following injections of Sotradecol;

(b) The risk of a mild allergic reaction in 1 in 1,000 patients is
not the only significant risk to health posed by respondents’ method
of sclerotherapy. In addition to the possibility of severe allergic
reactions described below in paragraph eighteen (c), Sotradecol may
cause ulcers, or open sores, to form if it extrudes onto the surface of
the skin when it is injected; and

(c) The risk of a mild allergic reaction in 1 in 1,000 patients is
not the only significant risk of allergic reaction presented by
respondents, method of sclerotherapy. Sotradecol, the drug respon-
dents inject, can cause severe allergic reactions, including anaphylac-
tic shock.

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

PAR. 19. Respondents’ advertising contains the following
statements and depictions:

(a) Ina chart captioned “A Comparison of the Available Options
for Treatment of Venous Disease,” contained in the brochure “New
Solutions to an Age Old Problem” attached hereto as Exhibit A, in
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the column identifying the “Risks/Complications” of “Hypertonic
Saline Injections” and “VCA-MicroCure Process”:

(1) Hypertonic saline injections present the "[p]ossibility of burns on the skin -
unsuitable for extensive disease;” and

(2) VCA-MicroCure Process presents the risk of a "[m]ild allergic reaction in
approximately 1 in 1000 patients.”

(b) “There are other options besides surgery. These include electrocautery,
laser and various saline based injections. Problem is, these methods can burn the
skin and leave marks. There is a better way.” (Exhibit B); and

(c) “The MicroCure Process produces the most complete symptomatic relief
of pain and discomfort and superior cosmetic results compared to other modes of
treatment such as saline injections, laser, electrocautery or surgery.” (Exhibit C);

(d) “The MicroCure Process, performed only at Veins Clinics of America,
produces more cosmetically appealing results with a higher success rate, lower
recurrence rate, and virtually no side-effects or complications.” (Exhibit D).

PAR. 20. Through the use of the statements contained in the
advertisements referred to in paragraph nineteen, including but not
necessarily limited to the advertisements attached as Exhibits A, B,
C and D, respondents represent, and have represented, directly or by
implication, that:

(a) Respondents’ method of sclerotherapy presents fewer
significant risks to health than other non-surgical methods of treating
venous disease;

(b) Respondents’ method of sclerotherapy produces fewer risks
of adverse cosmetic side-effects than other methods of treating
venous disease.

PAR. 21. Through the use of the statements contained in the
advertisements referred to in paragraphs sixteen and nineteen,
including but not necessarily limited to the advertisements attached
as Exhibits A, B, C and D, respondents represent, and have repre-
sented, directly or by implication, that at the time they made the
representations set forth in paragraphs seventeen and twenty,
respondents possessed and relied upon a reasonable basis that
substantiated such representations.

PAR. 22. In truth and in fact, at the time respondents made the
representations referred to in paragraphs seventeen and twenty,
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respondents did not possess and rely upon a reasonable basis that
substantiated such representations.

Therefore, the representation contained in paragraph twenty-one
was, and is, false and misleading.

PAR. 23. 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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EXHIBIT A
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A Comparison of the Available Options for Treatment of Vewous Disease
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BEFORE YOU HAVE YOUR VARICOSE VEINS TREATED,
KNOW THESE IMPORTANT FACTS
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EXHIBIT C
The MicroCure Process

The development and introduction of the MicroCure Process by Vein Clinics of
America in the early 1980's marked a major breakthrough in the treatment of vein
disorders.

The MicroCure Process involves a series of micro-injections which are adminis-
tered over several treatment sessions. There are three important steps in the
treatment program: injection, compression, and ambulation. After injection of the
varicose veins, individualized therapeutic compression is applied with dressings
custom made in Europe. Walking for a prescribed period of time concludes the
treatment session.

The MicroCure Process produces the most complete symptomatic relief of pain and
discomfort and superior cosmetic results compared to other modes of treatment
such as saline injections, laser, electrocautery or surgery. Even among patients who
have undergone previous alternative methods of treatment, the MicroCure Process
has an extraordinary level of patient acceptance and preference. In addition, VCA
accomplishes these results without disruption of daily activities or time lost from
work.

The MicroCure Process produces cosmetically appealing results in the treatment of
spider veins. Dramatic changes are noticed on even the largest rope-like varicose
veins within a few days. Both spider and varicose vein treatments are administered
on an out-patient basis, allowing patients to return immediately to their normal
activities. The significant advantages over surgery include no incisions or scars, no
pain, no risk of infection, no immobilization, and no recuperation time or lost
income from work. The MicroCure Process is safe, effective and less expensive
than surgery. One of the major advantages of the MicroCure Process over
alternative treatments is the attention to detail. Successful concentration on even
the smallest abnormal veins is the key to obtaining the lowest recurrence rate, the
most normal or psychologic return of circulation, the most symptomatic relief and
the best looking finish.

Varicose veins require treatment. Successful treatment relieves associated painful
symptoms by improving the circulation in the legs. Even patients who have had
previous surgery or other treatment methods for varicose veins greatly benefit from
the MicroCure Process, which is available only at Vein Clinics of America.



VEIN CLINICS OF AMERICA, INC., ET AL. 1065
1049 Complaint

EXHIBIT D

Treatment of Spider Veins
by the Microcure Process
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or face can aisappear. The MicroCure Process. performeg only at Vein
Climics of Amenica. proguces more cosmetically appeanng resuits with a
higher success rate. lower recurrence rare. ang winually nos Je-eflects ot
compncations. Vein Chnics of Amenca s success In treatng spiger veins 1s
parually gue 10 the tact that the MicroCure Process is sutable for the enure
leg or face ana can treal exiensive. difuse small vessel disease.
Furthermore. by lreaung both the spider veins and the venules from wnich
the spicer veins onginate. the trealiment proouces more cosmetically
appealing (and symplom reheving) resuits. with a lower recurrence rate tnan
any other method of treatment

Trealment of spiger veins 15 congucied unger the direction of hignly
quanfied. prolessionally trained and hcenseo physicians in 3 pleasant.
comtonable oul-panent setting Since the Procegure 1s NON-surgical n
nalure. panents can return to NormMat actviies immegiately following
freatment A brie! waik lollowing each treaiment session 1§ recommenaed IC
improve crrcutation ang 10 promote heating
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EXHIBITE

Treatment of Varicose Veins
by the Microcure Process

Tne geveiopment o' ine MicroCure Process Dy Ven Chnics O America
(VCA) has resutec in a major Dreakinrougn in Ine lreatment of vancese
veins ang small vesser disease

What ars Varicose Veing?

BWhen aiscussing vancose vens. it 15 best 10 Dreak these abnormat veins
10 1WO categones spider vens (lelangiectasia) ang vancose vemns They
vary in size lrorm very smai 1o very farge. 10NUoUS. ropelike varicose
vens,

B Varcose veins are abnormally enlargea veins, engorgea with bloog aue
lo the breakoown ano leakage of some of the vaives in tne
communicanng veins. Vancose veins are usually recognizea as the ‘asge
ofien unsiQnily anc SvMDIOManC component of vein Qisease. As you
®NOw. Oxvgenaieo CIOCO 1§ Carned througnout the BOCy from 1ne 1ungs
ang hean Dy anenes Veins iranspon the geoxygenaled blooo back 10
tne hearl ano fungs. The venous system of the legs works againsi gravity
wnen it carnes plood from the legs back up to the hean The veins are
successtul in 1his 1ask due 1o the Nteraction between muscuiar
contracuons of the leg ano a system of one-way vaives in the veins The
valves when operatng propeny. provide uni-girectional blood flow oy
aliowing the blood to fiow only loward the heart. !f the vaives of the veins
mailunclion. the force of gravity predominates ang the bicogd will poor
ang collect n the superlicial veins. causing them to wigen. buige.
elongate ano become tonwous. Valvular failure s usually locatea in one
or more of the approximately Iwo hundred communicaing vemns

W Vvancose veins can cause painful. swollen. heavy. aching legs by
severely retaroing the flow ot blood as i leaves the legs. An estmalec
17 percent of Amerncans sutter trom iarge vancose veins More women
are atficlea than men. probably due 10 the nteraction of taclors causeo
by pregnancy.

Untit the success of Vein Clinics of Amernica. surgery was the only treaiment
for large vancose veins. Now with the MicroCure Process. there 1s no neeg
10 constder conventional surgery In companson with the MictoCure
Process. surgery is less eflective. more paintul. more expensive reauires a
lenginy recovery penog. anc leaves permanent scars. Treatment al Ven
Clinics of Amenca. on the oiner hand. 1S pertormed on an out-patient basis
There are no surgical Incisions or scars Furthermore. panents can return 1o
most NorMai actkviies immegiately lollowing treatment. A brief walk
feCOMMengea 10 iMmprove circulalion and 10 Dromote more 1apio heaing

Ten 10 twenty percent of the patiems who come to Vein Clinics of Amernca
have hao previous surgery of other moaes of treatment as an afiemp! ic
treat therr vancose veins, The MictoCure Process has been used 10
successtully treat these pavents with vinually no recurrences. These

[0 TeLure
panents. as well as all 0! our panents. have been gehghleg with the
symptomauc rerel among other aovaniages Of Our micro-inieccn reatment

117 E.T.C.
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EXHIBITF

HAVEN'T YOU
SUFFERED LONG
ENOUGH WITH

VARICOSE VEINS?

Proven, non-surgical treatment has

worked for thousands.
Make the decision today to finally ger rid of your
uncomionable varicose veins. Painful procedures that
eove surgxccl scarsore no longer your only options. Vein
Clinics of Americ offers o sate, non-surgical injection
‘regtment administered by licensed M.D.'s. It eliminates
varicose veins of all sizes as weil as the smallest spider
veins without hospirgiization. Normat treatment takes four
' six weeks and will not interfere with your busy schedule.
Coverea by mostinsurance pians.
Limited time offer: Free physician consuitation

(213) 852-0605 (818) 784-1818
BEVERLY HILLS ENCINO

(714)553-0204  (818)445-8688 (714) 889-0502
IRVINE

| IT"STIME TO DO SOMETHING ABOUT YOUR VARICOSE VEINS.

ARCADIA SAN BERNARDINO

Vein Clinics of America

_Chicago's Los Angeles © Atlana © Detron  Washington V'C. « Balumore -
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EXHIBIT G

GET RID OF

VARICOSE VEINS
WITHOUT SURGERY OR
HOSPITALIZATION.

No matter how bad vou think vour varicose
veins are. Ve Clinics of America has
successfully treated thousands of cases that
may have been much worse We offer a
proven. safe and effective injection method
that ehiminates varicose veins of all sizes
including the smaliest spider veins—without
y hospitaiization and without the fimitations of
saline. And we ofler the iatest ultrasound
techniques.

The nation’s largest group of hicensed M Ds
speciahizing 1n vein disease Covered by most

AFTER insurance plans.
Call for a comprehensive
physician consultation.
Owings Mills
(301) 356-1133

Vein Clinics Of America

Los Angeles ® San Francisco ® Chicago
Wiashington D.C. ® Atlanta ® Detron

BEFORE
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EXHIBIT H

THERE IS
STILLTIME
TO PUT YOUR
LEGS HERE
THIS
SUMMER.

UWREDIATE
APPOTNTIENTS AVAIABLE
Hove voncoss vers been

YOu e vour igei
Our s, proven MicoCus
TVecion Bectuer & fon,
S ONG WOn't everiem weh
your e schechie.
inloct, the mom aorve you
o, the benee. We'l elirenon
VONCTae vers Ond oier
vere=both kKnge OO SOl
withous the UGl KON RSO0~
oled with sumery. Narma
NoowRer » 44 wesln,
10 4 vou cosl doY YOur e
con sl desl bener ono took
et the nsrowec.

r T
Free physaon conmsoson
bR

vt
T
z-ﬂ
IT'S TIME TO DO SOMETHING
ASOUT YOUR VARICOSE VEINS.

Vein Clinics

of Amenca

- Aluns o i o |m--mnr
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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 Protec-
tion 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 the 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 an agreement on the public record
for a period of sixty (60) days, and having duly considered the
comments filed thereafter by interested persons 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 Vein Clinics of America, Inc. 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 1101 Perimeter Drive, (#615), Schaumburg,
Illinois.

Respondent D. Brian McDonagh, M.D. is the Chairman of the
Board and National Medical Director of Vein Clinics of America,
Inc. He formulates, directs and controls the policies, acts and
practices of said corporation. His address is 1535 Lake Cook Road,
Northbrook, Illinois.
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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. “Sclerotherapy”’ means the treatment of venous disease by
injecting a solution into a vein with a needle.

2. “Compression sclerotherapy” means the treatment of venous
disease by injecting a solution, including but not limited to
Sotradecol (sodium tetradecyl sulfate), into a vein with a needle,
followed by compression of the injected area with bandages or wraps
and post-procedure ambulation by the patient.

3. “Any substantially similar service” means compression
sclerotherapy in which a solution of Sotradecol (sodium tetradecyl
sulfate) is injected into a vein.

4. “Venous disease treatment procedure” includes, but is not
limited to, sclerotherapy, compression sclerotherapy, laser treat-
ments, electrocautery and surgery.

5. “Competent and reliable scientific evidence” means tests,
analyses, research, studies or other evidence based on the expertise
of professionals in the relevant area, that have 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.

It is ordered, That respondents Vein Clinics of America, Inc., a
corporation, its successors and assigns, and its officers, and D. Brian
McDonagh, M.D., individually and as an officer and medical director
of said corporation, and respondents’ agents, representatives and
employees, directly or through any corporation, subsidiary, division
or other device, in connection with the advertising, promotion,
offering for sale or sale of any venous disease treatment procedure or
any other cosmetic or plastic surgery procedure in or affecting
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commerce, as ‘commerce’ is defined in the Federal Trade Commis-
sion Act, do forthwith cease and desist from, in any manner, directly
or by implication:

A. Representing that the rate at which varicose veins recur
following surgery is approximately 65% to 85% in five years, or
otherwise misrepresenting the rate at which venous disease is likely
to recur or return following treatment by any venous disease
treatment procedure;

B. Representing that prior to the opening of Vein Clinics of
America, surgery was the only available treatment for large varicose
veins;

C. Representing that the sclerotherapy practiced at respondents’
clinics as of the date respondents sign this order, sometimes referred
to as the “MicroCure Process,” or any substantially similar service,
is a newly discovered and/or previously unavailable method of
treating varicose and spider veins;

D. Misrepresenting that the sclerotherapy practiced at respon-
dents’ clinics as of the date respondents sign this order, sometimes
referred to as the “MicroCure Process,” or any substantially similar
service, is exclusively available at respondents clinics;

E. Misrepresenting the newness of, or the past or present
availability of, any cosmetic or plastic surgery procedure, including
any venous disease treatment procedure;

F. Representing that the sclerotherapy practiced at respondents’
clinics as of the date respondents sign this order, sometimes referred
to as the “MicroCure Process,” or any substantially similar service:

1) Does not present the risk of burning, marking, or scarring the
skin; or
2) Presents no possibility of significant risks to health;

G. Misrepresenting the safety, risks, or potential side-effects of
any cosmetic or plastic surgery procedure, including any venous
disease treatment procedure.

II.

It is further ordered, That respondents Vein Clinics of America,
Inc., a corporation, its successors and assigns, and its officers, and D.
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Brian McDonagh, M.D., individually and as an officer and medical
director of said corporation, and respondents' agents, representatives
and employees, directly or through any corporation, subsidiary,
division or other device, in connection with the advertising, promo-
tion, offering for sale or sale of any venous disease treatment
procedure or any other cosmetic or plastic surgery procedure, in or
affecting commerce, as “commerce” is defined in the Federal Trade
Commission Act, do forthwith cease and desist from making any
representation, in any manner, directly or by implication, regarding:

A. The success rate or the rate at which a condition is likely to
recur or return following treatment by any cosmetic or plastic surgery
procedure, including any venous disease treatment procedure; or

B. The rate or nature of risks to health or of adverse cosmetic
side-effects presented by any cosmetic or plastic surgery procedure,
including any venous disease treatment procedure;

unless, at the time of making such representation, respondents
possess and rely upon competent and reliable scientific evidence that
substantiates the representation.

III.

It is further ordered, That for five (5) years after the last date of
dissemination of any representation covered by this order, respon-
dents, or their successors and assigns, shall maintain and upon
request make available to the Federal Trade Commission for
inspection and copying:

A. All materials that were relied upon in disseminating such
representation; and

B. AII tests, reports, studies, surveys, demonstrations or other
evidence in their possession or control that contradict, qualify, or call
into question such representation, or the basis relied upon for such
representation, including complaints from consumers.

IV.

It is further ordered, That respondents shall distribute a copy of
this order to each of their operating divisions, to each of their
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managerial employees, and to each of their officers, agents, represen-
tatives, or employees engaged in the preparation or placement of
advertising or other material covered by this order and shall secure
from such person a signed statement acknowledging receipt of this
order.

V.

It is further ordered, That respondents shall notify the Commis-
sion at least thirty (30) days prior to any proposed change in the
corporation such as dissolution, assignment, or sale resulting in the
emergence of a successor corporation, the creation or dissolution of
subsidiaries or any other change in the corporation which may affect
compliance obligations arising out of this order.

VI

It is further ordered, That, for a period of ten (10) years from the
date of entry of this order, the individual respondent named herein
shall promptly notify the Commission of the discontinuance of his
present business or employment, with each such notice to include the
respondent’s new business address and a statement of the nature of
the business or employment in which the respondent is newly
engaged as well as a description of respondent’s duties and responsi-
bilities in connection with the business or employment.

VII.

It is further ordered, That respondents shall, within sixty (60)
days after service upon them of this order and at such other times as
the 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 the requirements of this order.



