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Complaint

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:



