NISSAN NORTH AMERICA, INC. 1159

Complaint

IN THE MATTER OF
NISSAN NORTH AMERICA, INC.

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

Docket No. C-4454; File No. 122 3010
Complaint, May 1, 2014 — Decision, May 1, 2014

This consent order addresses Nissan North America, Inc.’s advertising,
marketing, and sale of the Nissan Frontier pickup truck. The complaint alleges
that respondent has marketed the Nissan Frontier to consumers through the
“Hill Climb” advertisement, which depicts a Nissan Frontier pickup truck
rescuing a dune buggy that is trapped in sand on a steep hill. The complaint
further alleges that respondent falsely represented that the Hill Climb
advertisement accurately represents the performance of an actual, unaltered
Nissan Frontier pickup truck under the depicted conditions. The consent order
prohibits respondent from misrepresenting, in the context of the advertisement
as a whole, any material quality or feature of any Nissan-branded pickup truck
through the depiction of a test, experiment, or demonstration.

Participants
For the Commission: Matthew D. Gold and Evan Rose.
For the Respondent: Dominick Cromartie, Stuart Friedel,
Joseph Lewczak, and Ronald Urbach, Davis & Gilbert LLP, and
Amanda Reeves, Latham & Watkins LLP.

COMPLAINT

The Federal Trade Commission, having reason to believe that
Nissan North America, 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 Nissan North America, Inc., is a California
corporation with its principal office or place of business at One
Nissan Way, Franklin, Tennessee 37067.
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2. Respondent has manufactured, advertised, labeled,
offered for sale, sold, and distributed products to the public,
including the Nissan Frontier pickup truck.

3. 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.

4. Respondent has disseminated or has caused to be
disseminated advertisements for the Nissan Frontier pickup
truck, including “Hill Climb,” a commercial that was
disseminated on television and over the internet. (Exhibit A,
transcript, and Exhibit B, DVD containing ad)

5. The Hill Climb advertisement depicts a Nissan Frontier
pickup truck rescuing a dune buggy that is trapped in sand on a
steep hill. The Nissan Frontier speeds up the sand dune and
stops immediately behind the dune buggy. The Nissan Frontier
then pushes the dune buggy up and over the top of the hill.
Onlookers are portrayed observing the feat in amazement. A
narrator subsequently states, “The mid-size Nissan Frontier with
full-size horsepower and torque. Innovation for doers,
innovation for all.” The demonstration is portrayed in a realistic,
“YouTube” style, as if shot with a mobile phone video camera.
A statement appears onscreen in small type for the first three
seconds of the thirty-second advertisement and disappears before
the Nissan Frontier enters the frame. The statement reads,
“Fictionalization. Do not attempt.”

6. Through the means described in Paragraph 5, respondent
has represented, expressly or by implication, that the Hill Climb
advertisement accurately represented the performance of an
actual, unaltered Nissan Frontier pickup truck under the depicted
conditions.

7. In truth and in fact, the Hill Climb advertisement did not
accurately represent the performance of an actual, unaltered
Nissan Frontier pickup truck under the depicted conditions. In
truth, both the Nissan Frontier pickup truck and the dune buggy
were dragged to the top of the hill by cables, and the sand dune
was made to appear to be significantly steeper than it actually
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was. The Nissan Frontier pickup truck is incapable of
performing the feat depicted in the Hill Climb advertisement.
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 practice in or
affecting commerce in violation of Section 5(a) of the Federal
Trade Commission Act.

THEREFORE, the Federal Trade Commission this first day
of May, 2014, has issued this complaint against respondent.

By the Commission, Commissioner McSweeny not
participating.
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Exhibit A
TEWAMCHIATIDAY BROADCAST COPY
$30 TV
HATIOWAL CLIENT: HISSAN
HISSAN FRONTIER WO R FHNTR-11=-T53343
*Hill Climb® DATE: September 1%, 2011
THWATEIAT, DAY AF FROTALS
VIDED AUDIO

©2011 Hissan Worth America Inc.

OPEN TO A DUNE BUGGY STRUGGLING TO
MAFE IT UP UP A SAND DUNE.

LEGAL DISCLATMER: Dramatization — Do
Mot Attempt.

CUT TO SPECTATOR WITH A PUZILED LOOE
OF HIS FACE.

CUT TO A SHOT OF A FRONTIER DRIVING UP
THE SRND MINE.

FRONTIER CONTINUES UP THE SAND DUNE
AND HELPS THE DUNE BUGGY OVER THE TOP
OF THE HILL.

FRONTIER COMES BACK AROUND AND PERCHES

ON THE TOF OF THE SAND DUNME,
TRIUMPHANT.

CUT TO NISSAN BADGE

SUPER: NISSAN BADGE
SHIPT the way you move.

Spectator: Gun it bro!

Spectateor: What's this guy
daing?

Vo: The midsize Wissan Frontier
with full size horsepower and
torque.

Innovation for Doers. Inmovatlon
for all.

Exhibit A

5353 GROSVENOR BLVD, LOS ANGELES, CA 90066-6913 TEL: (310) 305-5000 FAX: (310) 305-6000
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Exhibit B

Exhibit B:

DVD of NISSAN FRONTIER
“HILL CLIMB” TV Commercial
(See attached)
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DECISION AND ORDER

The Federal Trade Commission (“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 a
complaint which the Western Region-San Francisco proposed to
present to the Commission for its consideration and which, if
issued, would charge the respondent with violations of the Federal
Trade Commission Act; and

The respondent, its attorney, and counsel for the Commission
having thereafter executed an Agreement Containing Consent
Order (“consent agreement”), which includes: a statement by
respondent that it neither admits nor denies any of the allegations
in the draft complaint except as specifically stated in the consent
agreement, and, only for purposes of this action, admits the facts
necessary to establish jurisdiction; 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 Federal Trade Commission Act, and that a
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 comments received from
interested persons pursuant to Commission Rule 2.34, 16 C.F.R. §
2.34, now in further conformity with the procedure prescribed in
Commission Rule 2.34, the Commission hereby issues its
complaint, makes the following jurisdictional findings and enters
the following order:

1. Respondent Nissan North America, Inc., is a
California corporation with its principal office or place
of business at One Nissan Way, Franklin, Tennessee
37067.
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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:

A Unless otherwise specified, “respondent” shall mean
Nissan North America, Inc.,, a corporation, its
successors and assigns and its officers, agents,
representatives, and employees.

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

IT IS ORDERED that respondent, directly or through any
corporation, subsidiary, division, or other device, in connection
with the manufacturing, advertising, promotion, offering for sale,
sale, or distribution of any Nissan-branded pick-up truck in or
affecting commerce, shall not misrepresent, in the context of the
advertisement as a whole, any material quality or feature of the
advertised pick-up truck through the depiction of a test,
experiment, or demonstration.

Provided, however, that nothing in this order shall be deemed to
preclude the use of any production techniques that do not
misrepresent a material quality or feature of the advertised truck.

IT IS FURTHER ORDERED that respondent Nissan North
America, Inc., 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, within thirty (30) days of any
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written request, make available to the Federal Trade Commission
for inspection and copying:

A. All advertisements and promotional materials
containing the representation;

B. Any and all video, in complete and unedited form, and
any and all still images taken during the production of
any advertisement depicting a demonstration,
experiment, or test; and

C. Any and all affidavits or certifications submitted by an
employee, agent, or representative of respondent to a
television network or to any other individual or entity,
which affidavit or certification affirms the accuracy or
integrity of a demonstration or demonstration
techniques contained in an advertisement.

IT IS FURTHER ORDERED that respondent Nissan North
America, Inc., and its successors and assigns shall deliver a copy
of this order to all current and, for the next five (5) years, all
future Nissan North America Vice Presidents of Marketing and
Nissan North America Directors of Marketing (“Personnel”)
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. Respondent Nissan
North America, Inc., and its successors and assigns 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.

V.

IT IS FURTHER ORDERED that respondent Nissan North
America, Inc., and its successors and assigns shall notify the
Commission at least thirty (30) days prior to any change in the
corporation(s) that may affect compliance obligations arising
under this order, including but not limited to a dissolution,
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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. Unless otherwise directed by a representative of
the Commission in writing, all notices required by this Part shall
be emailed to Debrief@ftc.gov or sent by overnight courier (not
the U.S. Postal Service) to: Associate Director for Enforcement,
Bureau of Consumer Protection, Federal Trade Commission, 600
Pennsylvania Avenue NW, Washington, DC 20580. The subject
line must begin: In the Matter of Nissan North America, Inc., FTC
File Number 122 3010.

V.

IT IS FURTHER ORDERED that respondent Nissan North
America, Inc., and its successors and assigns, within sixty (60)
days after the date of service of this order, shall each file with the
Commission a true and accurate report, in writing, setting forth in
detail the manner and form of their own compliance with this
order. Within ten (10) days of receipt of written notice from a
representative of the Commission, they shall submit additional
true and accurate written reports.

VI.

This order will terminate on May 1, 2034, or twenty (20)
years from the most recent date that the United States or the
Federal Trade Commission files a complaint (with or without an
accompanying consent decree) in federal court alleging any
violation of the order, whichever comes later; provided, however,
that the filing of such a complaint will not affect the duration of:

A. Any Part in this order that terminates in less than
twenty (20) years;
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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, Commissioner McSweeny not
participating.

ANALYSIS OF CONSENT ORDER TO AID PUBLIC
COMMENT

The Federal Trade Commission (“FTC” or “Commission”)
has accepted, subject to final approval, an agreement containing
consent order from Nissan North America, Inc. (“respondent™).

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 and take
appropriate action or make final the agreement’s proposed order.

This matter involves the advertising, marketing, and sale of
the Nissan Frontier pickup truck by respondent. Respondent has
marketed the Nissan Frontier to consumers through the “Hill
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Climb” advertisement, which respondent disseminated on
television and over the internet.  According to the FTC
complaint, the Hill Climb advertisement deceptively
demonstrated the capabilities of the Nissan Frontier.

Specifically, according to the FTC complaint, the Hill Climb
advertisement depicts a Nissan Frontier pickup truck rescuing a
dune buggy that is trapped in sand on a steep hill. The Nissan
Frontier speeds up the sand dune and stops immediately behind
the dune buggy. The Nissan Frontier then pushes the dune
buggy up and over the top of the hill. Onlookers are portrayed
observing the feat in amazement. A narrator subsequently states,
“The mid-size Nissan Frontier with full-size horsepower and
torque. Innovation for doers, innovation for all.” According to
the complaint, the demonstration is portrayed in a realistic,
“YouTube” style, as if shot with a mobile phone video camera.

According to the complaint, respondent represented that the
Hill Climb advertisement accurately represents the performance
of an actual, unaltered Nissan Frontier pickup truck under the
depicted conditions. The complaint further alleges that this
claim is false, and thus violates the FTC Act, because the Nissan
Frontier pickup truck is incapable of performing the feat depicted
in the Hill Climb advertisement. In truth, according to the
complaint, both the Nissan Frontier pickup truck and the dune
buggy were dragged to the top of the hill by cables, and the sand
dune was made to appear to be significantly steeper than it
actually was.

The proposed consent order contains provisions designed to
prevent respondent from engaging in similar acts or practices in
the future. Specifically, Part | prohibits respondent from
misrepresenting, in the context of the advertisement as a whole,
any material quality or feature of any Nissan-branded pickup
truck through the depiction of a test, experiment, or
demonstration. Part | specifies that nothing in the order shall be
deemed to preclude the use of any production techniques that do
not misrepresent a material quality or feature of the advertised
truck.
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Part Il of the proposed order requires respondent to maintain,
and make available to the Commission upon written request,
copies of relevant advertisements, as well as any and all unedited
video and still images taken during the production of any
advertisement depicting a demonstration, experiment, or test.
Under Part Il, respondent must also maintain any and all
affidavits or certifications submitted by an employee, agent, or
representative to any television network or other individual,
where such affidavit or certification affirms the accuracy or
integrity of a demonstration contained in an advertisement.

Parts 111, 1V, and V of the proposed order require respondent
to provide copies of the order to its personnel; to notify the
Commission of changes in corporate structure that might affect
compliance obligations under the order; and to file compliance
reports with the Commission. Part VI provides that the order
will terminate after twenty (20) years, with certain exceptions.

The purpose of this analysis is to facilitate public comment
on the proposed order. It is not intended to constitute an official
interpretation of the proposed order or to modify its terms in any
way.
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IN THE MATTER OF

TBWA WORLDWIDE, INC.

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

Docket No. C-4455; File No. 122 3010
Complaint, May 1, 2014 — Decision, May 1, 2014

This consent order addresses TBWA Worldwide, Inc.’s advertising and
marketing of the Nissan Frontier pickup truck. The complaint alleges that
respondent created the “Hill Climb” advertisement, which depicts a Nissan
Frontier pickup truck rescuing a dune buggy that is trapped in sand on a steep
hill in a realistic, “YouTube” style, as if shot with a mobile phone video
camera, to promote the Nissan Frontier pickup truck. The complaint further
alleges that respondent falsely represented that the Hill Climb advertisement
accurately represents the performance of an actual, unaltered Nissan Frontier
pickup truck under the depicted conditions. The consent order prohibits
respondent from misrepresenting, in the context of the advertisement as a
whole, any material quality or feature of any pickup truck through the depiction
of a test, experiment, or demonstration.

Participants
For the Commission: Matthew D. Gold and Evan Rose.
For the Respondent: Dominick Cromartie, Stuart Friedel,
Joseph Lewczak, and Ronald Urbach, Davis & Gilbert LLP, and

Corey Roush, Hogan Lovells.

COMPLAINT

The Federal Trade Commission, having reason to believe that
TBWA Worldwide, 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 TBWA Worldwide, Inc., is a Delaware
corporation with its principal office or place of business at 488
Madison Avenue, New York, New York 10022.
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2. Respondent, at all times relevant to this complaint, was an
advertising agency of Nissan North America, Inc., and prepared
and disseminated advertisements to promote the sale of the Nissan
Frontier pickup truck.

3. 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.

4. Respondent has disseminated or has caused to be
disseminated advertisements for the Nissan Frontier pickup truck,
including “Hill Climb,” a commercial that was disseminated on
television and over the internet. (Exhibit A, transcript, and
Exhibit B, DVD containing ad)

5. The Hill Climb advertisement depicts a Nissan Frontier
pickup truck rescuing a dune buggy that is trapped in sand on a
steep hill. The Nissan Frontier speeds up the sand dune and stops
immediately behind the dune buggy. The Nissan Frontier then
pushes the dune buggy up and over the top of the hill. Onlookers
are portrayed observing the feat in amazement. A narrator
subsequently states, “The mid-size Nissan Frontier with full-size
horsepower and torque. Innovation for doers, innovation for all.”
The demonstration is portrayed in a realistic, “YouTube” style, as
if shot with a mobile phone video camera. A statement appears
onscreen in small type for the first three seconds of the thirty-
second advertisement and disappears before the Nissan Frontier
enters the frame. The statement reads, “Fictionalization. Do not
attempt.”

6. Through the means described in Paragraph 5, respondent
has represented, expressly or by implication, that the Hill Climb
advertisement accurately represented the performance of an
actual, unaltered Nissan Frontier pickup truck under the depicted
conditions.

7. In truth and in fact, the Hill Climb advertisement did not
accurately represent the performance of an actual, unaltered
Nissan Frontier pickup truck under the depicted conditions. In
truth, both the Nissan Frontier pickup truck and the dune buggy
were dragged to the top of the hill by cables, and the sand dune
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was made to appear to be significantly steeper than it actually
was. The Nissan Frontier pickup truck is incapable of performing
the feat depicted in the Hill Climb advertisement. Therefore, the
representation set forth in Paragraph 6 was, and is, false or
misleading.

8. Respondent knew or should have known that the
representation set forth in paragraph 6 was, and is, false or
misleading.

9. 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 Section 5(a) of the Federal Trade Commission Act.

THEREFORE, the Federal Trade Commission this first day of
May, 2014, has issued this complaint against respondent.

By the Commission, Commissioner McSweeny not
participating.
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Exhibit A
TEWAMCHIATIDAY BROADCAST COPY
$30 TV
HATIOWAL CLIENT: HISSAN
HISSAN FRONTIER WO R FHNTR-11=-T53343
*Hill Climb® DATE: September 1%, 2011
THWATEIAT, DAY AF FROTALS
VIDED AUDIO

©2011 Hissan Worth America Inc.

OPEN TO A DUNE BUGGY STRUGGLING TO
MAFE IT UP UP A SAND DUNE.

LEGAL DISCLATMER: Dramatization — Do
Mot Attempt.

CUT TO SPECTATOR WITH A PUZILED LOOE
OF HIS FACE.

CUT TO A SHOT OF A FRONTIER DRIVING UP
THE SRND MINE.

FRONTIER CONTINUES UP THE SAND DUNE
AND HELPS THE DUNE BUGGY OVER THE TOP
OF THE HILL.

FRONTIER COMES BACK AROUND AND PERCHES

ON THE TOF OF THE SAND DUNME,
TRIUMPHANT.

CUT TO NISSAN BADGE

SUPER: NISSAN BADGE
SHIPT the way you move.

Spectator: Gun it bro!

Spectateor: What's this guy
daing?

Vo: The midsize Wissan Frontier
with full size horsepower and
torque.

Innovation for Doers. Inmovatlon
for all.

Exhibit A

5353 GROSVENOR BLVD, LOS ANGELES, CA 90066-6913 TEL: (310) 305-5000 FAX: (310) 305-6000
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Exhibit B

Exhibit B:

DVD of NISSAN FRONTIER
“HILL CLIMB” TV Commercial
(See attached)
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DECISION AND ORDER

The Federal Trade Commission (“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 a
complaint which the Western Region-San Francisco proposed to
present to the Commission for its consideration and which, if
issued, would charge the respondent with violations of the Federal
Trade Commission Act; and

The respondent, its attorney, and counsel for the Commission
having thereafter executed an Agreement Containing Consent
Order (“consent agreement”), which includes: a statement by
respondent that it neither admits nor denies any of the allegations
in the draft complaint except as specifically stated in the consent
agreement, and, only for purposes of this action, admits the facts
necessary to establish jurisdiction; 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 Federal Trade Commission Act, and that a
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 Commission Rule 2.34, 16 C.F.R. §
2.34, now in further conformity with the procedure prescribed in
Commission Rule 2.34, the Commission hereby issues its
complaint, makes the following jurisdictional findings and enters
the following order:

1. Respondent TBWA Worldwide, Inc., is a Delaware
corporation with its principal office or place of
business at 488 Madison Avenue, New York, New
York 10022.
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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:

A Unless otherwise specified, “respondent” shall mean
TBWA Worldwide, Inc., a corporation, its successors
and assigns and its officers, agents, representatives,
and employees, but shall not include any corporation,
subsidiary, or division that does not operate under the
name TBWA/Chiat/Day, Chiat/Day, or any
substantially similar name.

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

IT IS ORDERED that respondent, directly or through any
corporation, subsidiary, division, or other device, in connection
with the manufacturing, advertising, promotion, offering for sale,
sale, or distribution of any pick-up truck in or affecting
commerce, shall not misrepresent, in the context of the
advertisement as a whole, any material quality or feature of the
advertised pick-up truck through the depiction of a test,
experiment, or demonstration.

Provided, however, that nothing in this order shall be deemed to
preclude the use of any production techniques that do not
misrepresent a material quality or feature of the advertised truck.

Provided, further, that it shall be a defense hereunder that the
respondent neither knew nor had reason to know that the test,
experiment, or demonstration misrepresented a material quality or
feature of the advertised truck.
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IT IS FURTHER ORDERED that respondent shall, for five
(5) years after the last date of dissemination of any representation
covered by this order, maintain and, within thirty (30) days of any
written request, make available to the Federal Trade Commission
for inspection and copying:

A. All advertisements and promotional materials
containing the representation;

B. Any and all video, in complete and unedited form, and
any and all still images taken during the production of
any advertisement depicting a demonstration,
experiment, or test; and

C. Any and all affidavits or certifications submitted by an
employee, agent, or representative of respondent to a
television network or to any other individual or entity,
which affidavit or certification affirms the accuracy or
integrity of a demonstration or demonstration
techniques contained in an advertisement.

IT IS FURTHER ORDERED that respondent shall deliver a
copy of this order to all current and, for the next five (5) years, all
future account directors and creative directors having direct and
supervisory or managerial responsibilities with respect to the
subject matter of this order (“Personnel”), and shall secure from
each such person a signed and dated statement acknowledging
receipt of the order. Respondent TBWA Worldwide, Inc., and its
successors and assigns 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.

V.

IT IS FURTHER ORDERED that TBWA Worldwide, Inc.,
and its successors and assigns shall notify the Commission at least
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thirty (30) days prior to any change in the corporation(s) 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 TBWA
Worldwide, Inc., learns less than thirty (30) days prior to the date
such action is to take place, TBWA Worldwide, Inc., shall notify
the Commission as soon as is practicable after obtaining such
knowledge. Unless otherwise directed by a representative of the
Commission in writing, all notices required by this Part shall be
emailed to Debrief@ftc.gov or sent by overnight courier (not the
U.S. Postal Service) to: Associate Director for Enforcement,
Bureau of Consumer Protection, Federal Trade Commission, 600
Pennsylvania Avenue NW, Washington, DC 20580. The subject
line must begin: In the Matter of TBWA Worldwide, Inc., FTC
File Number 122 3010.

V.

IT IS FURTHER ORDERED that TBWA Worldwide, Inc.,
and its successors and assigns, within sixty (60) days after the
date of service of this order, shall each file with the Commission a
true and accurate report, in writing, setting forth in detail the
manner and form of their own compliance with this order. Within
ten (10) days of receipt of written notice from a representative of
the Commission, they shall submit additional true and accurate
written reports.

VI.

This order will terminate on May 1, 2034, or twenty (20)
years from the most recent date that the United States or the
Federal Trade Commission files a complaint (with or without an
accompanying consent decree) in federal court alleging any
violation of the order, whichever comes later; provided, however,
that the filing of such a complaint will not affect the duration of:
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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, Commissioner McSweeny not
participating.

ANALYSIS OF CONSENT ORDER TO AID PUBLIC
COMMENT

The Federal Trade Commission (“FTC” or “Commission”)
has accepted, subject to final approval, an agreement containing
consent order from TBWA Worldwide, Inc. (“respondent”).

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 and take
appropriate action or make final the agreement’s proposed order.



TBWA WORLDWIDE, INC. 1181

Analysis to Aid Public Comment

This matter involves the advertising and marketing of the
Nissan Frontier pickup truck by respondent. Respondent is an
advertising agency of Nissan North America, Inc., and prepared
and disseminated the “Hill Climb” advertisement, which
promoted the Nissan Frontier pickup truck. According to the FTC
complaint, the Hill Climb advertisement, which appeared on
television and over the internet, deceptively demonstrated the
capabilities of the Nissan Frontier.

Specifically, according to the FTC complaint, the Hill Climb
advertisement depicts a Nissan Frontier pickup truck rescuing a
dune buggy that is trapped in sand on a steep hill. The Nissan
Frontier speeds up the sand dune and stops immediately behind
the dune buggy. The Nissan Frontier then pushes the dune buggy
up and over the top of the hill. Onlookers are portrayed observing
the feat in amazement. A narrator subsequently states, “The mid-
size Nissan Frontier with full-size horsepower and torque.
Innovation for doers, innovation for all.” According to the
complaint, the demonstration is portrayed in a realistic,
“YouTube” style, as if shot with a mobile phone video camera.

According to the complaint, respondent represented that the
Hill Climb advertisement accurately represents the performance
of an actual, unaltered Nissan Frontier pickup truck under the
depicted conditions. The complaint further alleges that this claim
is false, and thus violates the FTC Act, because the Nissan
Frontier pickup truck is incapable of performing the feat depicted
in the Hill Climb advertisement. The complaint further alleges
that respondent knew or should have known that the claim is
false. In truth, according to the complaint, both the Nissan
Frontier pickup truck and the dune buggy were dragged to the top
of the hill by cables, and the sand dune was made to appear to be
significantly steeper than it actually was.

The Hill Climb advertisement was created by TBWA
Chiat/Day Los Angeles, a division of TBWA Worldwide, Inc.
Because TBWA Chiat/Day Los Angeles is not a formal corporate
entity, the Commission’s order names TBWA Worldwide, Inc., as
respondent. Via the order’s definition of “respondent,” however,
the injunctive provisions of the order apply only to TBWA
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Chiat/Day Los Angeles and to its sister agency, TBWA Chiat/Day
New York.

The proposed consent order contains provisions designed to
prevent respondent from engaging in similar acts or practices in
the future.  Specifically, Part | prohibits respondent from
misrepresenting, in the context of the advertisement as a whole,
any material quality or feature of any pickup truck through the
depiction of a test, experiment, or demonstration. Part | specifies
that nothing in the order shall be deemed to preclude the use of
any production techniques that do not misrepresent a material
quality or feature of the advertised truck. Consistent with prior
FTC cases involving advertising agencies, Part | also declares that
respondent can be held liable for violating Part | of the order only
if it knew or should have known that the test, experiment, or
demonstration misrepresented a material quality or feature of the
advertised truck.

Part 11 of the proposed order requires respondent to maintain,
and make available to the Commission upon written request,
copies of relevant advertisements, as well as any and all unedited
video and still images taken during the production of any
advertisement depicting a demonstration, experiment, or test.
Under Part 1l, respondent must also maintain any and all
affidavits or certifications submitted by an employee, agent, or
representative to any television network or other individual,
where such affidavit or certification affirms the accuracy or
integrity of a demonstration contained in an advertisement.

Part 11l of the proposed order requires respondent to provide
copies of the order to certain of its personnel. Parts IV and V of
the proposed order require TBWA Worldwide, Inc., to notify the
Commission of changes in corporate structure that might affect
compliance obligations under the order; and to file compliance
reports with the Commission. Part VI provides that the order will
terminate after twenty (20) years, with certain exceptions.

The purpose of this analysis is to facilitate public comment on
the proposed order. It is not intended to constitute an official
interpretation of the proposed order or to modify its terms in any
way.
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IN THE MATTER OF

COURTESY AUTO GROUP, INC.

CONSENT ORDER, ETC. IN REGARD TO ALLEGED VIOLATIONS OF
SECTION 5 OF THE FEDERAL TRADE COMMISSION ACT, THE
CONSUMER LEASING ACT, AND REGULATION M

Docket No. 9359; File No. 132 3171
Complaint, January 7, 2014 — Decision, May 1, 2014

This consent order addresses Courtesy Auto Group, Inc.’s advertising of
automobile leases and failing to disclose the costs and terms of certain leases
offered, despite the respondent’s use of certain triggering terms in the
advertisements. The complaint alleges that respondent has advertised that
consumers can pay $0 up-front to lease a car for a specific monthly payment
amount but, the advertised payment amounts exclude substantial fees,
including but not limited to an acquisition fee. The consent order requires that
the Respondent clearly and conspicuously make all of the disclosures required
by the Consumer Leasing Act and Regulation M if it states relevant triggering
terms, including the monthly lease payment. The order also prohibits the
respondent from misrepresenting any material fact about the price, sale,
financing, or leasing of any vehicle.

Participants
For the Commission: Courtney Estep and Mark Glassman.

For the Respondent: Robert A. Peretti, Liberati & Peretti,
LLP.

COMPLAINT

The Federal Trade Commission, having reason to believe that
Courtesy Auto Group, Inc., a corporation (“respondent”), has
violated provisions of the Federal Trade Commission Act (“FTC
Act”), the Consumer Leasing Act (“CLA”), and its implementing
Regulation M, and it appearing to the Commission that this
proceeding is in the public interest, alleges:

1. Respondent is a Massachusetts corporation with its
principal office or place of business at 11 Scott Street, Attleboro,
Massachusetts 02703. Respondent offers automobiles for sale or
lease to consumers.
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2. The acts or practices of respondent alleged in this

complaint have been in or affecting commerce, as “commerce” is
defined in Section 4 of the FTC Act, 15 U.S.C. § 44.

3. Since at least October 2012, respondent has disseminated
or caused to be disseminated advertisements to the public
promoting the purchase, finance, and leasing of automobiles.

4. Respondent has disseminated or caused to be disseminated
advertisements promoting consumer leases for automobiles, as the

terms “advertisement” and ‘“consumer lease” are defined in
Section 213.2 of Regulation M, 12 C.F.R. §213.2, as amended.

5. One such advertisement has been posted on the website
YouTube.com. A video copy of the advertisement is attached as
Exhibit A, and screenshot captures of the video are attached as
Exhibit B. The advertisement contains the following statements
and depictions:

2013 KIA Sorento

$239/mo buy for i
with $0 Down or $20,980

While these statements appear, a voice-over states:

Get behind the wheel of the new 2013 Kia Sorento,
now lease priced for $239 a month with zero down,
or sale priced at $20,980.

At the end of the advertisement, a 380-word block of text scrolls
past at high speed, comprised of 33 lines of small, blurry white
print against a black background. The text contains the following
statements:

. Sorento: Priced with all applicable
Manufacturer rebates and incentives. Does not
include tax, title, acquisition, registration or doc
fees. Soul: APR financing available, subject to
credit approval by Kia Motors Finance (KMF)
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[Hyundai Motor Finance (HMF) in Massachusetts
and D.C.], through KMF/HMK, to very well
qualified buyers and not available on balloon
financing. Only a limited number of buyers will
qualify for advertised APR. Downpayment will
vary depending on APR. . ..

6. A similar advertisement has appeared on respondent’s
website, www.courtesyma.com. A video copy of the
advertisement is attached as Exhibit C, and screenshot captures of
the video are attached as Exhibit D. The advertisement includes a
still photo depicting a 2013 Kia Sorento underneath the following
prominent text:

2013 Kia Sorento
Lease for
$239/mo

with $0 down
OR
Buy for $20,980

Adjacent to the still photo is a box in which a video advertisement
for the vehicle plays, with a voice-over stating “Get behind the
wheel of the new 2013 Kia Sorento, now lease priced for $239 a
month.”

Near the end of the video ad, a block of text appears briefly within
the box containing the video screen, before being replaced at the
end of the video with a graphic allowing consumers to enter
personal information to initiate contact with respondent. The
block of text states:

. Sorento: Priced with all applicable
Manufacturer rebates and incentives. Does not
include tax, title, acquisition, registration or doc
fees. Not all model trim levels will be applicable.
Kelley Blue Book: Minus the mileage, wear and
tear up to $10,000 fair. Not to be combined with
any other offer. See dealer for complete details.
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If consumers scroll down using the bar to the right of the web
browser screen, a block of small text appears near the bottom of
the screen containing the first four sentences of the statement
above.

Thus, consumers cannot pay “$0 down” to lease the advertised
vehicles for the monthly payment amounts offered; they must also
pay significant fees, including but not limited to an acquisition
fee. Respondent has represented that its acquisition fee is $595.

7. Additional advertisements have appeared on the landing
page of respondent’s website. One such advertisement has
appeared in a “slider” panel that automatically presents a
sequence of automobile offers prominently at the top of the
landing page. A video depicting a user navigating through the
advertisement and its links described below is attached as Exhibit
E, and screenshot captures of the video are attached as Exhibit F.

The banner includes a still photo depicting a 2013 Kia Soul
accompanied by the following text:

2013 Kia Soul
$199 a Month
$0 Due at Signing

Now at
Courtesy Kia!

See Dealer for full details

The landing page includes no additional information about the
offer. If consumers click on the banner, they are taken to a page
apparently showing respondent’s inventory of 2013 Kia Souls.
This page includes no additional information regarding lease
offers, and instead lists various sale prices for each of the cars. If
consumers click on the link for a particular car, they are taken to a
page for that car, which includes a box labeled “Current
Specials.” In some but not all instances, the box includes among
other things a monthly payment amount. In such cases, if
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consumers click on a small “Disclaimer” link at the bottom of the
box, a pop-up box containing dense, small, light gray text against
a white background appears. The pop-up box includes the
statement:

(1) Disclaimer - $199 a Month with $0 due at
signing 2013 Kia Soul. See dealer for details. Not
all applicants will qualify.

Respondent’s website thus does not disclose important additional
terms of the prominently advertised lease, including but not
limited to whether consumers must pay tax, tags, registration or
doc fees, the number of lease payments, and whether an extra
charge may be imposed at the end of the lease.

FEDERAL TRADE COMMISSION ACT VIOLATIONS
Count |
Misrepresentation of Amount Due at Lease Inception

8. Through the means described in Paragraphs 5 through 7,
respondent has represented, expressly or by implication, that
consumers can pay $0 at lease inception to lease the advertised
vehicle for the advertised monthly payment amount.

9. In truth and in fact, consumers cannot pay $0 at lease
inception to lease the advertised vehicle for the advertised
monthly payment amount. Consumers must also pay significant
fees, including but not limited to an acquisition fee. Therefore,
the representation set forth in Paragraph 8 was, and is, false or
misleading.

10. Respondent’s practices constitute deceptive acts or
practices in or affecting commerce in violation of Section 5(a) of
the FTC Act, 15 U.S.C. § 45(a).
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VIOLATION OF THE CONSUMER LEASING ACT AND
REGULATION M

11. Under Section 184 of the CLA and Section 213.7 of
Regulation M, advertisements promoting consumer leases are
required to make certain disclosures (“additional terms”) if they
state any of several terms, such as the amount of any payment
(“CLA triggering terms™). 15 U.S.C. § 1667c; 12 C.F.R. § 213.7.

12. Respondent’s advertisements promoting consumer leases,
including but not necessarily limited to those described in
Paragraphs 5 through 7, are subject to the requirements of the
CLA and Regulation M.

Count 11

Failure to Disclose or to Disclose Clearly and Conspicuously
Required Lease Information

13. Respondent’s advertisements promoting consumer leases,
including but not necessarily limited to those described in
Paragraphs 5 through 7, have included CLA triggering terms, but
have failed to disclose or to disclose clearly and conspicuously
additional terms required by the CLA and Regulation M,
including one or more of the following:

a. That the transaction advertised is a lease.

b. The total amount due prior to or at consummation or
by delivery, if delivery occurs after consummation.

c. Whether or not a security deposit is required.

d. The number, amount, and timing of scheduled
payments.

e. With respect to a lease in which the liability of the
consumer at the end of the lease term is based on the
anticipated residual value of the property, that an extra
charge may be imposed at the end of the lease term.
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14. Therefore, the practices set forth in Paragraph 13 of this
complaint have violated Section 184 of the CLA, 15 U.S.C. 8
1667c, and Section 213.7 of Regulation M, 12 C.F.R. § 213.7.

NOTICE

Notice is hereby given to the respondent that the ninth day of
September, 2014, at 10:00 a.m., is hereby fixed as the time, and
the Federal Trade Commission offices at 600 Pennsylvania
Avenue, N.W., Room 532-H, Washington, D.C. 20580, as the
place when and where a hearing will be had before an
Administrative Law Judge of the Federal Trade Commission, on
the charges set forth in this complaint, at which time and place
you will have the right under the Federal Trade Commission Act
to appear and show cause why an order should not be entered
requiring you to cease and desist from the violations of law
charged in this complaint.

You are notified that the opportunity is afforded you to file
with the Federal Trade Commission an answer to this complaint
on or before the fourteenth (14th) day after service of it upon you.
An answer in which the allegations of the complaint are contested
shall contain a concise statement of the facts constituting each
ground of defense; and specific admission, denial, or explanation
of each fact alleged in the complaint or, if you are without
knowledge thereof, a statement to that effect. Allegations of the
complaint not thus answered shall be deemed to have been
admitted.

If you elect not to contest the allegations of fact set forth in
the complaint, the answer shall consist of a statement that you
admit all of the material facts to be true. Such an answer shall
constitute a waiver of hearings as to the facts alleged in the
complaint and, together with the complaint, will provide a record
basis on which the Commission shall issue a final decision
containing appropriate findings and conclusions, and a final order
disposing of the proceeding. In such answer, you may, however,
reserve the right to submit proposed findings of fact and
conclusions of law under Rule 3.46 of the Commission’s Rules of
Practice for Adjudicative Proceedings.
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Failure to answer within the time above provided shall be
deemed to constitute a waiver of your right to appear and to
contest the allegations of the complaint, and shall authorize the
Commission, without further notice to you, to find the facts to be
as alleged in the complaint and to enter a final decision containing
appropriate findings and conclusions and a final order disposing
of the proceeding.

The Administrative Law Judge shall hold a prehearing
scheduling conference not later than ten (10) days after the answer
is filed by the respondent. Unless otherwise directed by the
Administrative Law Judge, the scheduling conference and further
proceedings will take place at the Federal Trade Commission, 600
Pennsylvania Avenue, N.W., Room 532-H, Washington, D.C.
20580. Rule 3.21(a) requires a meeting of the parties’ counsel as
early as practicable before the prehearing scheduling conference,
but in any event no later than five (5) days after the answer is filed
by the respondent. Rule 3.31(b) obligates counsel for each party,
within five (5) days of receiving respondent’s answer, to make
certain disclosures without awaiting a formal discovery request.

The following is the form of order which the Commission has
reason to believe should issue if the facts are found to be as
alleged in the complaint. If, however, the Commission should
conclude from record facts developed in any adjudicative
proceedings in this matter that the proposed order provisions
might be inadequate to fully protect the consuming public, the
Commission may order such other relief as it finds necessary or
appropriate.

Moreover, the Commission has reason to believe that, if the
facts are found as alleged in the complaint, it may be necessary
and appropriate for the Commission to seek relief to redress injury
to consumers, or other persons, partnerships or corporations, in
the form of restitution for past, present, and future consumers and
such other types of relief as are set forth in Section 19(b) of the
Federal Trade Commission Act. The Commission will determine
whether to apply to a court for such relief on the basis of the
adjudicative proceedings in this matter and such other factors as
are relevant to consider the necessity and appropriateness of such
action.
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ORDER

DEFINITIONS

For the purposes of this order, the following definitions shall

apply:
A

Unless otherwise specified, “respondent” shall mean
Courtesy Auto Group, Inc., and its successors and
assigns.

“Advertisement” shall mean a commercial message in
any medium that directly or indirectly promotes a
consumer transaction.

“Clearly and conspicuously” shall mean as follows:

1. Ina print advertisement, the disclosure shall be in a
type size, location, and in print that contrasts with
the background against which it appears, sufficient
for an ordinary consumer to notice, read, and
comprehend it.

2. In an electronic medium, an audio disclosure shall
be delivered in a volume and cadence sufficient for
an ordinary consumer to hear and comprehend it.
A video disclosure shall be of a size and shade and
appear on the screen for a duration, and in a
location, sufficient for an ordinary consumer to
read and comprehend it.

3. In a television or video advertisement, an audio
disclosure shall be delivered in a volume and
cadence sufficient for an ordinary consumer to
hear and comprehend it. A video disclosure shall
be of a size and shade, and appear on the screen for
a duration, and in a location, sufficient for an
ordinary consumer to read and comprehend it.
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4. In a radio advertisement, the disclosure shall be
delivered in a volume and cadence sufficient for an
ordinary consumer to hear and comprehend it.

5. In all advertisements, 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
promotion.

“Consumer lease” shall mean a contract in the form of a
bailment or lease for the use of personal property by a
natural person primarily for personal, family, or household
purposes, for a period exceeding four months and for a
total contractual obligation not exceeding the applicable
threshold amount, whether or not the lessee has the option
to purchase or otherwise become the owner of the property
at the expiration of the lease, as set forth in Section 213.2
of Regulation M, 12 C.F.R. § 213.2, as amended.

“Lease inception” shall mean prior to or at consummation
of the lease or by delivery, if delivery occurs after
consummation.

“Material” shall mean likely to affect a person’s choice of,
or conduct regarding, goods or services.

“Motor vehicle” or “vehicle” shall mean:

1. Any self-propelled vehicle designed for
transporting persons or property on a street,
highway, or other road,;

2. Recreational boats and marine equipment;

3. Motorcycles;

4. Motor homes, recreational vehicle trailers, and
slide-in campers; and
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5. Other vehicles that are titled and sold through
dealers.

IT IS HEREBY ORDERED that respondent and its officers,
agents, representatives, and employees, directly or indirectly, in
connection with any advertisement for the purchase, financing, or
leasing of motor vehicles, shall not, in any manner, expressly or
by implication:

A. Misrepresent the cost of:

1. Leasing a vehicle, including but not necessarily
limited to, the total amount due at lease inception,
the downpayment, amount down, acquisition fee,
capitalized cost reduction, any other amount
required to be paid at lease inception, and the
amounts of all monthly or other periodic payments;
or

2. Purchasing a vehicle with financing, including but
not necessarily limited to, the amount or
percentage of the downpayment, the number of
payments or period of repayment, the amount of
any payment, and the repayment obligation over
the full term of the loan, including any balloon
payment; or

B. Misrepresent any other material fact about the price,
sale, financing, or leasing of any vehicle.

IT IS FURTHER ORDERED that respondent and its
officers, agents, representatives, and employees, directly or
indirectly, in connection with any advertisement for any consumer
lease, shall not, in any manner, expressly or by implication:

A.  State the amount of any payment or that any or no
initial payment is required at lease inception, without
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disclosing clearly and conspicuously the following
terms:

1. That the transaction advertised is a lease;
2. The total amount due at lease signing or delivery;
3. Whether or not a security deposit is required;

4. The number, amounts, and timing of scheduled
payments; and

5. That an extra charge may be imposed at the end of
the lease term in a lease in which the liability of
the consumer at the end of the lease term is based
on the anticipated residual value of the vehicle; or

Fail to comply in any respect with Regulation M, 12
C.F.R. Part 213, as amended, and the Consumer
Leasing Act, 15 U.S.C. 88 1667-1667f, as amended.

IT IS FURTHER ORDERED that respondent 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;

All materials that were relied upon in disseminating
the representation;

All evidence in its possession or control that
contradicts, qualifies, or calls 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; and
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D. Any documents reasonably necessary to demonstrate
full compliance with each provision of this order,
including but not limited to all documents obtained,
created, generated, or that in any way relate to the
requirements, provisions, or terms of this order, and all
reports submitted to the Commission pursuant to this
order.

V.

IT IS FURTHER ORDERED that respondent shall deliver a
copy of this order to all current and future principals, officers,
directors, and managers, and to all current and future employees,
agents, and representatives having responsibilities with respect to
the subject matter of this order, and shall secure from each such
person a signed and dated statement acknowledging receipt of the
order. 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.

V.

IT IS FURTHER ORDERED that respondent shall notify
the Commission at least thirty (30) days prior to any change in the
corporation(s) 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. Unless otherwise directed by a representative of
the Commission in writing, all notices required by this Part shall
be emailed to Debrief@ftc.gov or sent by overnight courier (not
U.S. Postal Service) to: Associate Director for Enforcement,
Bureau of Consumer Protection, Federal Trade Commission, 600
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Pennsylvania Avenue, NW, Washington, DC, 20580. The subject
line must begin: FTC v. Courtesy Auto Group, Inc.

VI.

IT IS FURTHER ORDERED that respondent, within sixty
(60) days after the date of service of this order, shall file with the
Commission a true and accurate report, in writing, setting forth in
detail the manner and form of its own compliance with this order.
Within ten (10) days of receipt of written notice from a
representative of the Commission, it shall submit additional true
and accurate written reports.

VII.

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

A. Any Part in this order that terminates in less than
twenty (20) years;
B. This order’s application to any respondent that is not

named as a defendant in such complaint;

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 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.
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IN WITNESS WHEREOF, the Federal Trade Commission
has caused this complaint to be signed by its Secretary and its
official seal to be hereto affixed, at Washington, D.C. this seventh
day of January, 2014.

By the Commission.

Exhibit A

Exhibir A

[Video Copy of the Advertisement Described In Paragraph 5]
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Exhibit B
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Exhibit C

Exhibit C

[Video Copy of the Advertisement Described In Paragraph 6]
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Exhibit D
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Exhibit E

Exhibit E

[Video Depicting A User Navigating Through the Advertisement
and Its Links Described In Paragraph 7]
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Exhibit F
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DECISION AND ORDER

The Federal Trade Commission (“Commission”) having
heretofore issued its Administrative Complaint charging
Respondent Courtesy Auto Group, Inc., hereinafter referred to as
Respondent, with violations of Section 5 of the Federal Trade
Commission Act, as amended, 15 U.S.C. § 45 (“FTC Act”),
Section 184 of the Consumer Leasing Act, 15 U.S.C. 81667c, and
Section 213.7 of Regulation M, 12 C.F.R. 8§213.7, and
Respondent having been served with a copy of the Complaint,
together with a notice of contemplated relief; and

Respondent, its attorneys, and counsel for the Commission
having thereafter executed an Agreement Containing Consent
Order (“Consent Agreement”), containing an admission by
Respondent of all the jurisdictional facts set forth in the aforesaid
Complaint, a statement that the signing of said Consent
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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 Secretary of the Commission having thereafter withdrawn
the matter from adjudication in accordance with Commission
Rule 3.25(c), 16 C.F.R. 8§ 3.25(c); and

The Commission having considered the matter and having
thereupon accepted the executed Consent Agreement and placed
such Agreement on the public record for a period of thirty (30)
days, now in further conformity with the procedure described in
Commission Rule 3.25(f), the Commission hereby makes the
following jurisdictional findings and issues the following
Decision and Order (“Order):

1. Respondent, Courtesy Auto Group, Inc., is a
Massachusetts corporation with its principal office or
place of business at 11 Scott Street, Attleboro, MA
02703.

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 the purposes of this order, the following definitions shall
apply:

A Unless otherwise specified, “Respondent” shall mean
Courtesy Auto Group, Inc., and its successors and
assigns.
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“Advertisement” shall mean a commercial message in
any medium that directly or indirectly promotes a
consumer transaction.

“Clearly and conspicuously” shall mean as follows:

1.

In a print advertisement, the disclosure shall be in a
type size, location, and in print that contrasts with
the background against which it appears, sufficient
for an ordinary consumer to notice, read, and
comprehend it.

In an electronic medium, an audio disclosure shall
be delivered in a volume and cadence sufficient for
an ordinary consumer to hear and comprehend it.
A video disclosure shall be of a size and shade and
appear on the screen for a duration, and in a
location, sufficient for an ordinary consumer to
read and comprehend it.

In a television or video advertisement, an audio
disclosure shall be delivered in a volume and
cadence sufficient for an ordinary consumer to
hear and comprehend it. A video disclosure shall
be of a size and shade, and appear on the screen for
a duration, and in a location, sufficient for an
ordinary consumer to read and comprehend it.

In a radio advertisement, the disclosure shall be
delivered in a volume and cadence sufficient for an
ordinary consumer to hear and comprehend it.

In all advertisements, 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
promotion.

“Consumer lease” shall mean a contract in the form of
a bailment or lease for the use of personal property by
a natural person primarily for personal, family, or
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household purposes, for a period exceeding four
months and for a total contractual obligation not
exceeding the applicable threshold amount, whether or
not the lessee has the option to purchase or otherwise
become the owner of the property at the expiration of
the lease, as set forth in Section 213.2 of Regulation
M, 12 C.F.R. § 213.2, as amended.

“Lease inception” shall mean prior to or at
consummation of the lease or by delivery, if delivery
occurs after consummation.

“Material” shall mean likely to affect a person’s choice
of, or conduct regarding, goods or services.

“Motor vehicle” or “vehicle” shall mean:

1. Any self-propelled vehicle designed for
transporting persons or property on a street,
highway, or other road,;

2. Recreational boats and marine equipment;

3. Motorcycles;

4. Motor homes, recreational vehicle trailers, and
slide-in campers; and

5. Other vehicles that are titled and sold through
dealers.

IT IS HEREBY ORDERED that Respondent and its
officers, agents, representatives, and employees, directly or
indirectly, in connection with any advertisement for the purchase,
financing, or leasing of motor vehicles, shall not, in any manner,
expressly or by implication:



COURTESY AUTO GROUP, INC. 1207

Decision and Order

Misrepresent the cost of:

1.

Leasing a vehicle, including but not necessarily
limited to, the total amount due at lease inception,
the downpayment, amount down, acquisition fee,
capitalized cost reduction, any other amount
required to be paid at lease inception, and the
amounts of all monthly or other periodic payments;
or

Purchasing a vehicle with financing, including but
not necessarily limited to, the amount or
percentage of the downpayment, the number of
payments or period of repayment, the amount of
any payment, and the repayment obligation over
the full term of the loan, including any balloon
payment; or

Misrepresent any other material fact about the price,
sale, financing, or leasing of any vehicle.

IT IS FURTHER ORDERED that Respondent and its
officers, agents, representatives, and employees, directly or
indirectly, in connection with any advertisement for any consumer
lease, shall not, in any manner, expressly or by implication:

A

State the amount of any payment or that any or no
initial payment is required at lease inception, without
disclosing clearly and conspicuously the following
terms:

1.

2.

That the transaction advertised is a lease;
The total amount due at lease signing or delivery;
Whether or not a security deposit is required,;

The number, amounts, and timing of scheduled
payments; and
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5. That an extra charge may be imposed at the end of
the lease term in a lease in which the liability of
the consumer at the end of the lease term is based
on the anticipated residual value of the vehicle; or

Fail to comply in any respect with Regulation M, 12
C.F.R. Part 213, as amended, and the Consumer
Leasing Act, 15 U.S.C. 88 1667-1667f, as amended.

IT IS FURTHER ORDERED that Respondent 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;

All materials that were relied upon in disseminating
the representation;

All evidence in its possession or control that
contradicts, qualifies, or calls 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; and

Any documents reasonably necessary to demonstrate
full compliance with each provision of this order,
including but not limited to all documents obtained,
created, generated, or that in any way relate to the
requirements, provisions, or terms of this order, and all
reports submitted to the Commission pursuant to this
order.

V.

IT IS FURTHER ORDERED that Respondent shall deliver
a copy of this order to all current and future principals, officers,
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directors, and managers, and to all current and future employees,
agents, and representatives having responsibilities with respect to
the subject matter of this order, and shall secure from each such
person a signed and dated statement acknowledging receipt of the
order. 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.

V.

IT IS FURTHER ORDERED that Respondent shall notify
the Commission at least thirty (30) days prior to any change in the
corporation(s) 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. Unless otherwise directed by a
representative of the Commission in writing, all notices required
by this Part shall be emailed to Debrief@ftc.gov or sent by
overnight courier (not U.S. Postal Service) to: Associate Director
for Enforcement, Bureau of Consumer Protection, Federal Trade
Commission, 600 Pennsylvania Avenue, NW, Washington, DC,
20580. The subject line must begin: FTC v. Courtesy Auto
Group, Inc.

VI.

IT IS FURTHER ORDERED that Respondent, within sixty
(60) days after the date of service of this order, shall file with the
Commission a true and accurate report, in writing, setting forth in
detail the manner and form of its own compliance with this order.
Within ten (10) days of receipt of written notice from a
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representative of the Commission, it shall submit additional true
and accurate written reports.

VII.

This order will terminate on May 1, 2034, or twenty (20)
years from the most recent date that the United States or the
Federal Trade Commission files a complaint (with or without an
accompanying consent decree) in federal court alleging any
violation of the order, whichever comes later; provided, however,
that the filing of such a complaint will not affect the duration of:

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

B. This order’s application to any Respondent that is not
named as a defendant in such complaint;

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 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, Commissioner McSweeny not
participating.



COURTESY AUTO GROUP, INC. 1211

Analysis to Aid Public Comment

ANALYSIS OF CONSENT ORDER TO AID PUBLIC
COMMENT

The Federal Trade Commission (“FTC”) has accepted, subject
to final approval, an agreement containing a consent order from
Courtesy Auto Group, Inc. 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 FTC will again review the agreement and the comments
received, and will decide whether it should withdraw from the
agreement and take appropriate action or make final the
agreement’s proposed order.

Respondent is a motor vehicle dealer. According to the FTC
Complaint, Respondent has advertised that consumers can pay $0
up-front to lease a car for a specific monthly payment amount.
The complaint alleges that, in fact, the advertised payment
amounts exclude substantial fees, including but not limited to an
acquisition fee.  The complaint alleges therefore that the
Respondent’s representations are false or misleading in violation of
Section 5 of the FTC Act. In addition, the complaint alleges a
violation of the Consumer Leasing Act and Regulation M for
failing to disclose the costs and terms of certain leases offered,
despite the Respondent’s use of certain triggering terms in the
advertisements.

The proposed order is designed to prevent the Respondent from
engaging in similar deceptive practices in the future. Part I.A
prohibits the Respondent from misrepresenting the cost of: (1)
leasing a vehicle, including but not limited to the total amount due
at lease inception, the downpayment, amount down, acquisition
fee, capitalized cost reduction, any other amount required to be
paid at lease inception, and the amounts of all monthly or other
periodic payments; or (2) purchasing a vehicle with financing,
including but not necessarily limited to the amount or percentage
of the downpayment, the number of payments or period of
repayment, the amount of any payment, and the repayment
obligation over the full term of the loan, including any balloon
payment. Part 1.B prohibits the Respondent from misrepresenting



1212 FEDERAL TRADE COMMISSION DECISIONS
VOLUME 157

Analysis to Aid Public Comment

any other material fact about the price, sale, financing, or leasing
of any vehicle.

Part 11 of the proposed order addresses the CLA allegation. It
requires that the Respondent clearly and conspicuously make all of
the disclosures required by CLA and Regulation M if it states
relevant triggering terms, including the monthly lease payment. In
addition, Part Il prohibits any other violation of CLA and
Regulation M.

Part 111 of the proposed order requires Respondent to keep
copies of relevant advertisements and materials substantiating
claims made in the advertisements. Part IV requires that
Respondent provide copies of the order to certain of its personnel.
Part V requires notification to the Commission regarding changes
in corporate structure that might affect compliance obligations
under the order. Part VI requires the Respondent to file
compliance reports with the Commission. Finally, Part VII is a
provision “sunsetting” the order after twenty (20) years, with
certain exceptions.

The purpose of this analysis is to aid public comment on the
proposed order. It is not intended to constitute an official
interpretation of the complaint or proposed order, or to modify in
any way the proposed order’s terms.
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IN THE MATTER OF

VISANT CORPORATION,
JOSTENS, INC,,
AND
AMERICAN ACHIEVEMENT CORPORATION

COMPLAINT AND FINAL ORDER IN REGARD TO ALLEGED
VIOLATIONS OF SECTION 5 OF THE FEDERAL TRADE COMMISSION
ACT AND SECTION 7 OF THE CLAYTON ACT

Docket No. 9362; File No. 141 0033
Complaint, April 17, 2014 — Decision, May 7, 2014

The complaint alleges that the acquisition of American Achievement
Corporation by Jostens, Inc., a subsidiary of Visant Corporation, would have
anti-competitive effects in the markets for high school and college class rings
in the United States. The Order dismisses the Complaint because the parties
abandoned the transaction.

Participants

For the Commission: Christopher Abbott, Maggie DiMoscato,
Michelle Fetterman, Stephanie Greco, Peter Herrick, William
Huynh, Amy Posner, Stephanie Reynolds, Jenny Schwab, Mark
Seidman, and Stelios Xenakis.

For the Respondents: Ellen L. Frye and Joseph F. Tringali,
Simpson Thacher & Bartlett LLP; and Jeffrey D. Ayer, Molly S.
Boast, Ali M. Stoeppelwerth, and Jonathan R. Yarowsky, Wilmer
Cutler Pickering Hale .and Dorr LLP.

COMPLAINT

Pursuant to the provisions of the Federal Trade Commission
Act (“FTC Act”), and by virtue of the authority vested in it by the
Act, the Federal Trade Commission (“Commission”), having
reason to believe that Respondents Visant Corporation (“Visant”),
Jostens, Inc. (“Jostens”), and American Achievement Corporation
(“AAC”), having executed a stock purchase agreement in
violation of Section 5 of the FTC Act, 15 U.S.C. § 45, which if
consummated would violate Section 7 of the Clayton Act, as
amended, 15 U.S.C. § 18, and Section 5 of the FTC Act, and it
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appearing to the Commission that a proceeding by it in respect
thereof would be in the public interest, hereby issues its complaint
pursuant to Section 5(b) of the FTC Act, 15 U.S.C. § 45(b), and
Section 11(b) of the Clayton Act, 15 U.S.C. § 21(b), stating its
charges as follows:

l.
NATURE OF THE CASE

1. High school and college students in the United States
purchase class rings to commemorate their academic achievement
and show their affiliation to their alma maters. In schools around
the country, class rings symbolize longstanding traditions and
shared values across generations of students and alumni,
representing an enduring connection to the school and its
community. Today, three vendors control over — percent of
these class ring sales: Visant (through its Jostens subsidiary),
AAC, and Herff Jones, Inc. (“Herff Jones”). Collectively known
as the “Big Three,” Jostens, AAC, and Herff Jones have competed
against one another for nearly a century and together they have
long dominated the high school and college class rings markets.
The Big Three vigorously compete for high school and college
class ring accounts on a regular basis. As one AAC document
exclaims: ) J
— Respondents now propose to reduce the Big Three to a
“Big Two,” eliminating robust head-to-head competition and
greatly enhancing the remaining two companies’ ability to
collude. The result will be higher prices and lower quality and
service for students across the United States.

2. Visant, through its Jostens subsidiary, seeks to acquire
AAC for approximately —___ (the “Acquisition”). The
Acquisition will combine Jostens, the leading high school class
rings vendor and a strong second in college class ring sales, with
AAC, the leading college class ring vendor and the number two in
high school class ring sales. Respondents’ combined market
shares will account for approximately — percent of high school
and _ percent of college class ring sales nationwide. The
resulting market shares for high school and college class rings far
exceed the market concentration levels presumed likely to result
in anticompetitive effects under the relevant case law and the U.S.
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Department of Justice and Federal Trade Commission Horizontal
Merger Guidelines (“Merger Guidelines™).

3. The vigorous head-to-head competition between Jostens
and AAC currently benefits students, as well as their parents and
schools. That competition results in lower ring prices, better
warranty protection, improved services, and contributions to
school programs, such as scholarship funds and educational
support programs. The Acquisition will eliminate the competition
that produces these benefits. Moreover, the Acquisition will leave
two firms controlling over — percent of the manufacture and sale
of high school and college rings in the United States. Firms in
this industry already successfully track each other’s pricing and
offer similar ring lines, services, and complementary graduation
products. The Acquisition will leave two firms with high
visibility into each other’s day-to-day pricing and bidding
activities, making the industry ripe for anticompetitive
coordination between the remaining Big Two.

4. New entry and expansion into the relevant markets will
not prevent the Acquisition’s anticompetitive effects.
Manufacturing is a significant barrier to entry. It is expensive and
time consuming to establish effective production and to fabricate
the significant ring mold inventories needed to compete with the
Big Three. The well-established reputations the Big Three have
burnished over the last century are an important aspect of the
business and serve to keep entry barriers high. They also control
sales representatives who often have long-standing relationships
with high school and college administrators.  Those sales
representatives compete with each other to earn exclusive on-
campus selling rights.  Competitors outside of the Big Three
rarely dislodge their entrenched sales representatives. Further, the
Big Three’s sales representatives sign non-compete or non-solicit
agreements that prohibit them from selling competing class rings
and other graduation products. Finally, the significant brand
equity enjoyed by the Big Three makes sufficient entry and fringe
competitor expansion difficult and unlikely.

5. Respondents cannot show cognizable efficiencies that
would outweigh the anticompetitive effects that will occur if the
Acquisition is consummated.
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1.
BACKGROUND

A.
Jurisdiction

6. Respondents, and each of their relevant operating entities
and parent entities are, and at all relevant times have been,
engaged in commerce or in activities affecting “commerce” as
defined in Section 4 of the FTC Act, 15 U.S.C. 8§ 44, and Section
1 of the Clayton Act, 15 U.S.C. § 12,

7. The Acquisition constitutes an acquisition subject to
Section 7 of the Clayton Act, 15 U.S.C. § 18.

B.
Respondents

8. Respondent Visant is a holding company incorporated
under and by virtue of the laws of Delaware. Headquartered in
Armonk, New York, Visant is a leading marketing and publishing
services enterprise that operates through multiple subsidiaries.
For fiscal year 2013, Visant generated approximately $1.1 billion
in sales revenue, of which 17% was derived from the sale of class
rings and other jewelry.

9. Respondent Jostens is a Visant subsidiary. Jostens is a
leading manufacturer and seller of class rings and other
graduation products, including graduation announcements,
diplomas and diploma covers, caps and gowns, and yearbooks.
Jostens relies heavily on a network of approximately ~—
exclusive sales representatives to sell these products directly to
schools and students at both high schools and colleges. Jostens
sells a small number of class rings through the retail channel
under the Gold Lance brand.

10. Respondent AAC is owned by the private equity fund
Fenway Partners Capital Fund II, LP. Incorporated under and by
virtue of the laws of Delaware, AAC is headquartered in Austin,
Texas. AAC is a leading manufacturer and seller of class rings,
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varsity jackets, and other graduation products, including
graduation announcements, diplomas and diploma covers, and
yearbooks, utilizing approximately ~  exclusive sales
representatives. AAC sells both high school and college class
rings through its Balfour brand. AAC also sells a substantial
volume of high school class rings through the retail channel at
Walmart, department stores, national jewelry chains, and
independent jewelry stores. AAC’s sales revenue in fiscal year
2013 totaled —____ of which —_ percent was derived from
class ring sales.

C.
The Acquisition

11. Pursuant to a November 19, 2013 stock purchase
agreement (the “Agreement”), Jostens proposes to pay
approximately —_ million to acquire all of AAC’s common and
non-voting preferred stock, discharge fully AAC’s indebtedness,
and to cover its management fees, bonuses, and transaction
expenses. Visant guaranteed Jostens’ obligations under the
Agreement.

M.
CLASS RINGS OVERVIEW

A.
High School Class Rings Overview

12. High school students purchase class rings to
commemorate their high school experiences, express pride in their
school, and celebrate a significant milestone in their lives. This
purchase carries enduring sentimental value for students and their
parents. High school class rings are crafted in a variety of metals,
weights, and styles for both men and women. Class rings are
highly customizable to individualize the ring for each student.
For example, each student can style the shank (or side) of his or
her ring with various design features, such as the high school’s
mascot, emblems for sports and extracurricular activities, and the
student’s name and graduation year.
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13. High school class rings are sold through two channels:
on-campus and retail. The vast majority—over ~ percent by
revenue—of high school class rings are sold by the Big Three to
their national networks of on-campus sales representatives. These
sales representatives—who are not employees of the Big Three
and are thus considered independent—compete with each other to
earn the exclusive right to sell one of the Big Three’s class rings
and other products on a particular campus. In addition to class
rings, the sales representatives typically sell a full line of
graduation products, including graduation announcements,
diplomas and diploma covers, caps and gowns, and other
graduation-related accessories.

14. The agreements between the Big Three and their sales
representatives grant each representative the exclusive right to sell
that vendor’s class rings and other graduation products in a
specified territory. The sales representatives in turn grant
exclusivity to their respective Big Three vendor for class rings
and some other products. The Big Three prohibit their sales
representatives from selling graduation products (including class
rings) manufactured by a competitor and require their sales
representatives to sign non-compete or non-solicit agreements to
deter defections.

15. The Big Three and their sales representatives frequently
share competitive intelligence, including regular reporting by the
representatives on pricing and competition in their territories. The
Big Three routinely support their sales representatives by
providing goods, services, and other support directly to the high
schools and students to win high school accounts. Respondents
also have a high degree of input into and effect on the prices their
sales representatives charge end-consumers. Jostens and AAC
generally set a suggested retail price (“SRP”) for the sales
representatives to charge end-customer students and parents.
Although the sales representatives make a commission on each
ring sale, Jostens and AAC design their commission structures to
discourage their representatives from deviating substantially from
the SRPs.

16. The Big Three’s sales representatives compete with each
other to be selected by a high school’s principal or administrator
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as the school’s exclusive on-campus class ring seller through a
formal or informal selection process. High school principals, on
behalf of their students, seek the best price and quality rings and
the highest levels of customer service. Sales representatives also
often compete by offering to fund scholarships, sponsoring school
improvements, offering educational support programs, and
supplying free products to faculty and under-privileged students.
The class ring vendors subsidize the costs of these “value-added
programs” and incentive packages, especially when trying to win
new accounts or avoid losing their existing accounts. All of this
competition benefits students.

17. Once an on-campus vendor is chosen, that vendor’s sales
representative has exclusive access to the students at the school.
Yet, despite this exclusivity, the on-campus sales representative
knows that if he or she performs poorly (e.g., by charging too
much or providing poor service), he or she risks losing the school
account to a rival on-campus vendor. Sales representatives
typically visit their schools several times over the course of a
school year, not only to market and sell class rings and other
graduation products to students and parents, but also to size rings,
walk students through the ordering process, and address any
service-related issues. Sales representatives typically also visit
schools supplied by their rivals in an effort to win them over as
new accounts.

18. High school class rings are also sold through the retail
channel in brick-and-mortar stores and online. The brick-and-
mortar retailers selling high school class rings include Walmart,
department stores, national jewelry chains, and independent
jewelers. Jostens sells a small number of high school class rings
through retail. In contrast, AAC is by far the largest vendor of
high school class rings sold through the retail channel. AAC
manufactures approximately ~ percent of all high school class
rings sold through retail, with about ~— percent of those retail
units sold through Walmart. Herff Jones does not manufacture or
sell retail high school class rings, so the combined entity will
control more than T percent of the retail channel following the
Acquisition.



1220 FEDERAL TRADE COMMISSION DECISIONS
VOLUME 157

Complaint

19. There are significant differences between high school
class rings sold by retailers and those sold on-campus. Retailers
offer fewer style, design, and metal options as compared to the
Big Three’s on-campus sales representatives. For example, the
Big Three’s on-campus rings have mascots and designs unique to
particular high schools, whereas typically retail rings do not.
Retailers also offer substantially less comprehensive warranties
than those available for on-campus rings. Finally, the level of
customer service provided by retailers is not comparable to the
high level of service and attention afforded to students and parents
by on-campus sales representatives, who are often experts in the
field and very experienced in working with students on the
ordering process and the on-campus class rings’ abundant
customizable features.

B.
College Class Rings Overview

20. Like high school class rings, college class rings
commemorate a student’s successful post-secondary education
and express a sense of affiliation with a college and its alumni.
But unlike high schools, nearly all college rings are sold through
college bookstores, alumni associations, and student agencies.
College bookstores generally select their class ring vendors
through periodic formal requests for proposals (“RFPs”) and
competitive reviews. Class ring vendors need college approval to
sell rings with the college’s licensed official name, marks, logos,
and other insignia. Once approved, class ring vendors pay
licensing royalties to certain licensing companies. Retailers sell
very few college class rings. For example, J

) . because it does not offer class
rings with college-licensed marks, seals, logos, or other insignia.

21. College class rings fall into two broad categories: (1)
official rings that do not differ substantially from student to
student and year to year at a particular college and are offered
through official ring programs (“ORPs”); and (2) multi-choice
rings that allow students a greater degree of personalization.
Colleges with ORPs select an exclusive class ring vendor through
a RFP or bid process. For multi-choice class ring accounts, a
college may approve multiple vendors. For multi-choice rings,
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vendors compete in a RFP or bid process to be an approved
vendor. Each approved vendor then competes side-by-side on the
college’s campus against the other approved vendor(s) to sell
class rings to students.

22.In the college market, sales representatives—many of
whom are employed directly by the vendor—are also very
important. Sales representatives provide marketing materials to
promote the college’s class rings, assist students with in-person
ring selection and order completion, and address any service
issues.  Vendors of college class rings make significant
expenditures to support their sales representatives and other
marketing initiatives.

V.
THE RELEVANT PRODUCT MARKETS

23. The first relevant product market in which to analyze the
Acquisition’s effects is the manufacture and sale of high school
class rings. No other product serves the same commemorative
function, carries the same traditions, or imparts the same
sentimental value for high school students as high school class
rings. Other products are not included in this relevant product
market because not enough consumers would switch to such
products to make a small but significant and non-transitory
increase in price (“SSNIP”) of high school class rings
unprofitable for a hypothetical monopolist.

24. The second relevant market in which to analyze the
Acquisition’s effects is the manufacture and sale of college class
rings. No other product serves the same commemorative
function, carries the same traditions, or imparts the same
sentimental value for college students as college class rings.
Other products are not included in this relevant product market
because not enough consumers would switch to such products to
make a SSNIP of college class rings unprofitable for a
hypothetical monopolist.

25. Defining separate relevant product markets for high
school and college class rings is appropriate because college
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students do not view high school class rings as substitutes for
college class rings and vice versa.

V.
THE RELEVANT GEOGRAPHIC MARKET

26. The relevant geographic market in which to analyze the
effects of the Acquisition is no broader than the United States.
The Big Three manufacture and sell class rings to their broad
networks of sales representatives that enable them to compete on
a nationwide basis. .

The Big

Three are the only major high school and college class ring
manufacturers that distribute nationwide and have sales in most
regions of the country. Respondents track each other’s market
shares on a national level. Although each of the Big Three has
areas of the United States where it is a stronger or weaker
competitor relative to the other two vendors, no other
manufacturer or seller of high school and college class rings
operates on a comparable scale.

VI.
MARKET STRUCTURE AND THE ACQUISITION’S
PRESUMPTIVE ILLEGALITY

27. Post-Acquisition, the combined firm will control more
than ~ percent of the high school ring market and more than —
percent of the college class ring market, resulting in a dominant
firm with only one meaningful (but much smaller) competitor in
each market. Under the relevant case law and the Merger
Guidelines, the Acquisition is presumptively unlawful, as it will
greatly increase concentration in markets that already are highly
concentrated.
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28. The Herfindahl-Hirschman Index (“HHI”) measures
market concentration under the Merger Guidelines. A merger or
acquisition is presumed likely to create or enhance market power,
and thus is presumed illegal, when the post-merger HHI exceeds
2,500 points and the merger or acquisition increases the HHI by
more than 200 points. Here, the market concentration levels for
both markets exceed these thresholds by a wide margin. The
post-Acquisition HHI in the high school class rings market will be
6,213, an increase of 2,492 points. The post-Acquisition HHI in
the college class rings market will be 7,524, an increase of 3,430.
The HHI figures for the high school and college class ring
markets are summarized in Tables 1 and 2 below.!

Market Concentration Table 1: High School Class Rings?

Pre- Post-
Merger Merger
Company 2013 Revenues | Share Share
Jostens | —
AAC .
Herff Jones
Dunham —
Manufacturing " : :
J. Lewis Small
Custom
Personalization - - -
Solutions
National — — —
Recognition Products
J. Jenking SONS | e— — —
Co., Inc. : : :
Total - I I
HHIs 3,721 6,213
Delta 2,492

! Visant, AAC, and Herff Jones revenues are net of sales representative
commissions.

2 Individual shares may not add up to 100% due to rounding.

32007 revenue.
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Market Concentration Table 2: College/University Class

Rings?

Pre- Post-
Company 2013 Revenues | Merger Merger

Share Share
Jostens i —
AAC
Herff Jones

. —— — I
National _
Recognition Products
J. Lewis Small
Total
HHIs 4,094 7,524
Delta 3,430
VII.

ANTICOMPETITIVE EFFECTS

A.
The Acquisition Will Eliminate Direct, Head-to-Head
Competition Between Jostens and AAC

29. The Acquisition will eliminate direct, head-to-head
competition between two of the three largest class ring vendors in
the relevant markets. Students and parents benefit substantially
from competition between Jostens and AAC, in the form of lower
class ring prices, better product quality, improved customer
service and warranties, and financial support from Jostens and
AAC to their schools. The Acquisition will likely reduce these
benefits significantly, harming students, parents, and schools by
eliminating Jostens’ and AAC’s incentives to compete against one
another.

1. The Acquisition Will Likely Harm High School Students

30. Respondents set their wholesale class ring prices to their
sales representatives based in part on the competitive conditions
in the marketplace, including in particular, feedback they receive
from their sales representatives regarding their competitors’ on-
campus prices.
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31. Jostens’ and AAC’s sales representatives vigorously
compete with each other to be selected as a high school’s
exclusive on-campus class ring seller. To the extent on-campus
high school class rings face competition from retail high school
class rings, the bulk of this competition comes from AAC, given
it produces the vast majority of the rings sold in the retail channel.

32. High school administrators take into account their
students’ interests when selecting their school’s on-campus class
ring vendor. As a result, they care about and consider price,
quality, reputation, and service when selecting a representative.
Moreover, even though the Big Three have high retention rates
for their high school accounts, Jostens’ and AAC’s sales
representatives regularly solicit each other’s schools in an attempt
to steal accounts from one another. This ongoing competition
incents incumbent sales representatives to provide responsive
customer service and lower prices to high school students,
parents, and administrators in order to maintain their accounts.
Indeed, Respondents’ ordinary-course business documents
confirm that Jostens and AAC compete directly with each other
along price, quality, and service dimensions when trying to win
high school accounts:

a. Feedback collected by Jostens from its sales
representative in 2012 highlighted the importance of
class ring prices in winning a school account:
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c. In 2013, Jostens gave pricing concessions to a sales
representative competing to keep _
class ring business. In a discussion with

the sales representative, Jostens stated:

I:l.ll_l_q

d. In 2013, in an attempt to win the J
= class ring bid, one of AAC’s Regional
Managers requested the ) J
= totake the account away from Jostens.

e. In 2012, Jostens’ sales representatives in »
= took two of AAC’s long-standing high school
class ring accounts by working with
Jostens to offer competitive pricing:_

]

f. In 2011, an AAC sales representative requested price
concessions, noting: | B | |

|

J

33. Jostens and AAC also track each other’s warranty options,
with AAC introducing its extended warranty option for its on-
campus high school class rings in response to Jostens’
introduction of a similar warranty. Both Jostens and AAC have
also developed several high school educational enrichment
programs, in part, to compete against one other.

34. Eliminating this head-to-head price and non-price
competition between Jostens and AAC substantially enhances the
combined firm’s ability to exercise market power.  The
Acquisition will allow the combined firm to recapture the
substantial business that Jostens and AAC would otherwise lose
to one another, and will thus increase the combined firm’s
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incentive to increase prices and reduce quality and service levels.
It will also reduce the combined firm’s incentive to offer financial
support and to fund educational enrichment programs that benefit
schools and their students, because these value-added benefits are,
in large part, the products of competition between Jostens and
AAC for high school accounts.

35. In addition to the loss of competition between Jostens and
AAC in the on-campus channel, the Acquisition will lessen
competition between Jostens’ on-campus and AAC’s retail
businesses. There is limited competition between on-campus
rings and those sold at retail given the many style, design, metal
option, warranty, and service differences. Nevertheless, to the
extent that such competition exists, AAC sells approximately |
percent of all high school class rings sold through the retail
channel. To the extent Jostens’ on-campus high school class rings
today face competition from retail high school class rings, most of
this competition comes from AAC. Currently, AAC has a strong
incentive to use its retail presence to compete aggressively on
price with Jostens’ on-campus class rings, particularly in areas
where AAC has few or no sales representatives. Eliminating that
competition will enhance the combined firm’s ability to raise
prices in both channels, further harming high school students
across the country.

2. The Acquisition Will Likely Harm College Students

36. AAC and Jostens are also the number one and two college
class ring vendors and compete vigorously in that market; Herff
Jones is a distant third. Retailers sell very few college class rings,
and as the market shares reflect, vendors other than the Big Three
are virtually nonexistent in the college class ring market.

37. The Acquisition will allow the combined firm to exercise
enhanced market power, harming consumers. Competition
between college class ring vendors generally takes one of two
forms: (1) competing in a RFP or bid process to be selected for
the ORP; or (2) competing side-by-side on college campuses
against another approved vendor to sell class rings to students.
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38. Respondents’  ordinary-course  business  documents
illustrate the significant competition between Jostens and AAC in
both competitive settings. For example, in 2011, AAC’s Director
of College Marketing agreed to a sales representative’s request for
lower class ring_] prices to stay competitive in a side-by-side:

- That same
Director of College Marketing approved price reductions for side-
by-sides at several universities the year before, noting the

1 T 1 | | T I

Respondents’ documents further highlight this
head-to-head competition in the college market:

a. In 2012, one of AAC’s regional managers reported ﬁ
]

~in an effort to win | class
ring business, and that:
J

b. In 2011, an AAC sales representative noted that in a
side-by-side at St. Mary’s College:

c. A 2011 AAC internal memorandum noted:

d. In 2011, AAC and Jostens bid against each other to be
the exclusive ring supplier for the
with AAC noting,
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N N N AN N

I

J

e. In 2011, AAC’s ORP National Director reported on
Jostens: | |

39. Colleges play one vendor off another to get lower college
class ring pricing and better quality and service.  Post-
Acquisition, colleges will no longer have the ability to use Jostens
to improve AAC’s bids or vice-versa. Moreover, the combined
firm will be able to recapture college class rings sales that Jostens
and AAC would otherwise lose to one another by increasing its
ring prices or lowering its ring quality. Importantly, competition
from the only other significant vendor, Herff Jones, is unlikely to
alleviate this harm or otherwise protect college class ring
consumers. )

' suggests that it is a substantially less
desirable option than AAC and Jostens for many colleges and
their students.

B.
The Acquisition Will Likely Lead to Anticompetitive
Coordination

40. The Acquisition will result in an effective duopoly of
Jostens/AAC and Herff Jones, enhancing their incentive and
ability to coordinate behavior in the markets for high school and
college class rings. Both of these markets already have many
features that increase the likelihood of post-Acquisition
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coordination, including substantial price transparency, stable
market shares, and high barriers to entry.

41. After the Acquisition, with only two major manufacturers
of high school and college class rings, it will become substantially
easier for the remaining Big Two to coordinate with one another
on price and non-price terms to achieve supracompetitive prices
or other anticompetitive outcomes.

42. Post-Acquisition, detection of cheating in a coordinated
scheme will become significantly easier. Today, information
regarding which firm wins or loses particular accounts can be
opaque in many instances. Although a member of the Big Three
can safely assume a lost account went to one of the other two, it is
often unsure to which one. The Acquisition eliminates this
uncertainty by leaving only one firm to which each is likely to
lose.

43. By acquiring AAC, Jostens will eliminate the Big Three
vendor with the most divergent competitive incentives, given
AAC’s uniquely large presence in the retail channel. AAC, unlike
Herff Jones and Visant, sells a significant number of its high
school class rings through the retail channel. After the
Acquisition, Jostens’ incentive to disrupt a coordination scheme
using the AAC retail brands is much lower as compared to AAC’s
pre-Acquisition incentive.

44. Today, the high school and college class ring markets are
both highly concentrated, with the Big Three accounting for
approximately — percent of the high school market and nearly
= percent of the college market. Market shares have remained
relatively stable over the last several years, with little shifting
among the Big Three, and limited entry or expansion by fringe
vendors.

45. The Big Three have substantial visibility into each other’s
pricing in both relevant markets—both the wholesale prices to
sales representatives and retailers, and the end prices charged to
students and parents. For example, the Big Three make their end
pricing information readily available online. The Big Three’s
sales representatives also have tremendous insight into local
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competitive conditions and are able to obtain their rivals’ class
ring prices.

| College class ring sales representatives
also are able to observe their competitors’ activities where they
are selling in side-by-side situations. Where colleges engage in
RFPs, the Big Three receive direct feedback about rivals from
college decision-makers during the RFP process and from
competitive bid documents shared post-award.

46. Post-Acquisition, the combined Jostens/AAC and Herff
Jones, already possessing substantial up-to-date price and non-
price information about each other, will have increased
opportunity and incentives to coordinate their behavior.

VIII.
ENTRY BARRIERS

47. Neither entry by new class ring vendors, nor expansion by
existing market participants will deter or counteract the
Acquisition’s likely serious competitive harm in the relevant
markets.

48. New class ring vendor entry will not be likely, timely, or
sufficient to offset the Acquisition’s harmful effects. Creating an
effective class ring manufacturing operation requires a significant
investment of capital and time. Class ring manufacturing requires
the production of molds. Regardless of whether the molds are
produced through traditional hand tooling or modern computer-
aided methods, a new entrant would need to build a large
inventory of molds in order to offer the highly customized rings
that would enable it to compete effectively. For example, AAC
currently has ring molds, while a fringe competitor,

| W~ after years of effort and
significant investment has approximately Even if new
class ring manufacturing entry did occur, it is unlikely that it
would be sufficient to offset the Acquisition’s harm because of
the time it would take a new vendor to build up its mold
inventory.
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49. Difficulty gaining access to distribution channels presents
an additional barrier to new entry or expansion in the markets for
high school and college class rings. Sales representatives are
crucial for selling on-campus high school and college class rings,
in large part because of their enduring customer relationships.
The Big Three vendors use non-compete and non-solicit
agreements to discourage their sales representatives from
switching to other competitors. In addition, high schools continue
to prefer an on-campus class rings vendor that also sells a full line
of graduation products. Successful entry into the class ring
markets would therefore likely require simultaneous entry into
multiple product lines, either through manufacture or third-party
sourcing agreements. Entering the market for college class rings,
moreover, would require a new entrant to pay licensing fees.
Ring vendors normally must pay a royalty for the use of college’s
name, seal, logo, or other insignia.

50. Meaningful entry into the retail channel would be difficult
as well. An entrant would have to overcome the same
manufacturing and mold inventory hurdles because retailers
generally require customizable rings. In addition, any class ring
vendor attempting to enter the retail channel would have to be
able to fulfill orders, as retailers do not want to develop their own
customization platforms or hold inventory.

51. Brand name and reputation also remain important to high
schools and colleges regardless of whether class rings are sold on-
campus or through retail. The Big Three have been
manufacturing and selling rings for nearly a century and have
well-established reputations.  Building a reputation that a
significant number of consumers will trust requires time and
money. New entrants and online vendors cannot easily overcome
this reputational hurdle.

52. Entry is also unlikely because neither relevant market is
growing. Indeed, the high school class ring market has seen
significant declines, which act as a significant deterrent to entry.

53. There is no recent history of meaningful entry, as the Big
Three have maintained the lion’s share of the markets for at least
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five years. In fact, Jostens acquired a fringe competitor,
Intergold, in 2010.

54. Growth of fringe competitors sufficient to offset the
Acquisition’s likely significant competitive harm is also unlikely.
Existing third-party competitors attempting to expand their
presence in the class rings markets face the same manufacturing
and distribution barriers as new entrants. While various fringe
competitors have attempted to expand their presence in the class
rings markets, none has meaningfully increased its market share.

IX.
EFFICIENCIES

55. Extraordinary merger-specific efficiencies are necessary to
outweigh the Acquisition’s likely significant harm to competition
in the markets for the manufacture and sale of high school and
college class rings. Respondents cannot show cognizable
efficiencies necessary to justify the Acquisition in light of its
substantial potential to harm competition.

X.
VIOLATION

COUNT I - ILLEGAL AGREEMENT

56. The allegations of Paragraphs 1 through 55 above are
incorporated by reference as though fully set forth.

57. The Agreement constitutes an unfair method of
competition in violation of Section 5 of the FTC Act, as amended,
15U.S.C. § 45.

COUNT Il — ILLEGAL ACQUISITION

58. The allegations of Paragraphs 1 through 55 above are
incorporated by reference as though fully set forth.

59. The Acquisition, if consummated, may substantially lessen
competition in the relevant markets in violation of Section 7 of
the Clayton Act, as amended, 15 U.S.C. § 18, and is an unfair
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method of competition in violation of Section 5 of the FTC Act,
as amended, 15 U.S.C. § 45.

NOTICE

Notice is hereby given to the Respondents that the seventeenth
day of September, 2014, at 10 a.m., is hereby fixed as the time,
and the Federal Trade Commission offices at 600 Pennsylvania
Avenue, N.W., Room 532, Washington, D.C. 20580, as the place,
when and where an evidentiary hearing will be had before an
Administrative Law Judge of the Federal Trade Commission, on
the charges set forth in this complaint, at which time and place
you will have the right under the Federal Trade Commission Act
and the Clayton Act to appear and show cause why an order
should not be entered requiring you to cease and desist from the
violations of law charged in the complaint.

You are notified that the opportunity is afforded you to file
with the Commission an answer to this complaint on or before the
fourteenth (14th) day after service of it upon you. An answer in
which the allegations of the complaint are contested shall contain
a concise statement of the facts constituting each ground of
defense; and specific admission, denial, or explanation of each
fact alleged in the complaint or, if you are without knowledge
thereof, a statement to that effect. Allegations of the complaint
not thus answered shall be deemed to have been admitted.

If you elect not to contest the allegations of fact set forth in
the complaint, the answer shall consist of a statement that you
admit all of the material facts to be true. Such an answer shall
constitute a waiver of hearings as to the facts alleged in the
complaint and, together with the complaint, will provide a record
basis on which the Commission shall issue a final decision
containing appropriate findings and conclusions and a final order
disposing of the proceeding. In such answer, you may, however,
reserve the right to submit proposed findings and conclusions
under Rule 3.46 of the Commission’s Rules of Practice for
Adjudicative Proceedings.

Failure to file an answer within the time above provided shall
be deemed to constitute a waiver of your right to appear and to
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contest the allegations of the complaint and shall authorize the
Commission, without further notice to you, to find the facts to be
as alleged in the complaint and to enter a final decision containing
appropriate findings and conclusions, and a final order disposing
of the proceeding.

The Administrative Law Judge shall hold a prehearing
scheduling conference not later than ten (10) days after the
Respondents file their answers. Unless otherwise directed by the
Administrative Law Judge, the scheduling conference and further
proceedings will take place at the Federal Trade Commission, 600
Pennsylvania Avenue, N.W., Room 532, Washington, D.C.
20580. Rule 3.21(a) requires a meeting of the parties’ counsel as
early as practicable before the pre-hearing scheduling conference
(but in any event no later than five (5) days after the Respondents
file their answers). Rule 3.31(b) obligates counsel for each party,
within five (5) days of receiving the Respondents’ answers, to
make certain initial disclosures without awaiting a discovery
request.

NOTICE OF CONTEMPLATED RELIEF

Should the Commission conclude from the record developed
in any adjudicative proceedings in this matter that the Acquisition
challenged in this proceeding violates Section 5 of the Federal
Trade Commission Act, as amended, and/or Section 7 of the
Clayton Act, as amended, the Commission may order such relief
against Respondents as is supported by the record and is
necessary and appropriate, including, but not limited to:

1. If the Acquisition is consummated, divestiture or
reconstitution of all associated and necessary assets, in a manner
that restores two or more distinct and separate, viable and
independent businesses in the relevant markets, with the ability to
offer such products and services as Visant and AAC were offering
and planning to offer prior to the Acquisition.

2. A prohibition against any transaction between Visant and
AAC that combines their businesses in the relevant markets,
except as may be approved by the Commission.
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3. A requirement that, for a period of time, Visant and AAC
provide prior notice to the Commission of acquisitions, mergers,
consolidations, or any other combinations of their businesses in
the relevant markets with any other company operating in the
relevant markets.

4. A requirement to file periodic compliance reports with the
Commission.

5. Any other relief appropriate to correct or remedy the
anticompetitive effects of the transaction or to restore AAC as a
viable, independent competitor in the relevant markets.

IN WITNESS WHEREOF, the Federal Trade Commission
has caused this complaint to be signed by its Secretary and its
official seal to be hereto affixed, at Washington, D.C., this
seventeenth day of April, 2014.

By the Commission.

ORDER DISMISSING COMPLAINT

On April 17, 2014, the Federal Trade Commission issued the
Administrative Complaint in this matter, having reason to believe
that Respondents Visant Corporation (“Visant”), Jostens, Inc.
(“Jostens”), and American Achievement Corporation (“AAC”)
had executed a Stock Purchase Agreement, in violation of Section
5 of the Federal Trade Commission Act, 15 U.S.C. § 45, which if
consummated would violate Section 7 of the Clayton Act, 15
U.S.C. § 18. Complaint Counsel and Respondents have now filed
a Joint Motion to Dismiss Complaint, which states that on April
17, 2014, Respondents Visant Corporation and Jostens, Inc.
terminated the Stock Purchase Agreement between themselves
and American Achievement Corporation.t

! See Joint Motion To Dismiss Complaint (Apr. 25, 2014), available on the
Commission Website at http://www.ftc.gov/system/files/documents/cases/
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The Commission has determined to dismiss the
Administrative Complaint without prejudice, as the most
important elements of the relief set out in the Notice of
Contemplated Relief in the Administrative Complaint have been
accomplished without the need for further administrative
litigation.? In particular, Respondents have announced that they
have abandoned the proposed acquisition, and have terminated the
Stock Purchase Agreement they had previously executed for the
proposed transaction.

For the foregoing reasons, the Commission has determined
that the public interest warrants dismissal of the Administrative
Complaint in this matter. The Commission has determined to do
so without prejudice, however, because it is not reaching a
decision on the merits. Accordingly,

IT IS ORDERED THAT the Administrative Complaint in
this matter be, and it hereby is, dismissed without prejudice.

By the Commission.

140425visantmtntodismiss.pdf, citing Visant Corporation, Termination of a
Material Definitive Agreement (Form 8-K) (Apr. 17, 2014).

2 See, e.g., In the Matter of Integrated Device Technology, et al., Docket No.
9354, Order Dismissing Complaint (Jan. 15, 2013), at http://www.ftc.gov/
sites/default/files/documents/cases/2013/01/130115idtcmpt.pdf; In the Matter
of Reading Health System, et al., Docket No. 9353, Order Dismissing
Complaint (Dec. 7, 2012), at http://www.ftc.gov/sites/default/files/documents
[cases/2012/12/121207readingsircmpt.pdf; In the Matter of OSF Healthcare
System, et al., Docket No. 9349, Order Dismissing Complaint (Apr. 13, 2012),
at http://www.ftc.gov/os/adjpro/d9349/120413rockfordorder.pdf; In the Matter
of Omnicare, Inc., Docket No. 9352, Order Dismissing Complaint (Feb. 22,
2012), at http://www.ftc.gov/os/adjpro/d9352/120223omnicareorder.pdf; In the
Matter of Thoratec Corporation and HeartWare International, Inc., Docket
No. 9339, Order Dismissing Complaint (Aug. 11, 2009), at
http://www.ftc.gov/os/adjpro/d9339/090811thoatecorder.pdf; In the Matter of
CSL Limited, et al., Docket No. 9337, Order Dismissing Complaint (June 22,
2009), at  http://www.ftc.gov/os/adjpro/d9337/090622commorderdismiss

complaint.pdf.
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IN THE MATTER OF

GENELINK, INC.
D/B/A
GENELINK BIOSCIENCES, INC.

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

Docket No. C-4456; File No. 112 3095
Complaint, May 8, 2014 — Decision, May 8, 2014

This consent order addresses GeneLink, Inc., also doing business as GeneLink
Biosciences, Inc.’s advertising and promotion of purported genetically
customized nutritional supplements and skin repair serum products sold
through a multi-level marketing network. The complaint alleges that GeneLink
represented that genetic disadvantages identified through the companies’ DNA
assessments are scientifically proven to be mitigated by or compensated for
with the companies’ nutritional supplements. The complaint further alleges
that these custom-blended nutritional supplements: (1) effectively compensate
for genetic disadvantages identified by respondents’ DNA assessments, thereby
reducing an individual’s risk of impaired health or illness, and (2) treat or
mitigate diabetes, heart disease, arthritis, and insomnia. Additionally, the
complaint alleges that GeneLink failed to provide reasonable and appropriate
security for consumers’ personal information. The consent order requires
GeneLink to establish and maintain a comprehensive information security
program that is reasonably designed to protect the security, confidentiality, and
integrity of personal information collected from or about consumers. The order
also prohibits GeneLink from making any representation about the health
benefits, performance, or efficacy of any Covered Product or any Covered
Assessment, unless the representation is non-misleading, and respondent relies
on competent and reliable scientific evidence that is sufficient in quality and
quantity based on standards generally accepted in the relevant scientific fields,
when considered in light of the entire body of relevant and reliable scientific
evidence, to substantiate that the claim is true.

Participants

For the Commission: Megan Cox, Keith Fentonmiller,
Carolyn L. Hann, Mary L. Johnson, and Laura Riposo VanDruff.

For the Respondent: John Graubert and Jeannie Perron,
Covington & Burling LLP.
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COMPLAINT

The Federal Trade Commission, having reason to believe that
GeneLink, Inc., a corporation, and foru™ International
Corporation, formerly known as GeneWize Life Sciences, Inc.
(“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 GeneLink, Inc. (“GeneLink™), also doing
business as GeneLink Biosciences, Inc., is a publicly held
Pennsylvania corporation with its principal office or place of
business at 8250 Exchange Drive, Suite 120, Orlando, Florida
32809.

2. Respondent foru™ International Corporation (“foru™”),
formerly known as GeneWize Life Sciences, Inc., is a Delaware
corporation with its principal office or place of business at 1231
Greenway Drive, Suite 200, Irving, Texas 75038.

3. Respondents have developed, advertised, labeled, offered
for sale, and sold through a multi-level marketing system utilizing
affiliates and licensees, nutritional supplements and skincare
products, including a line of customized products sold under
several names such as LifeMap ME DNA Customized Nutritional
Supplements, GeneWize Customized Nutritional Supplements,
LifeMap ME DNA Customized Skin Repair Serum, and
GeneWize Customized Skin Repair Serum.

4. Respondents purport to customize their nutritional
supplements and skincare products to each consumer’s genetic
disadvantages. Using an “at home” cheek swab kit, each
consumer submits a cheek swab to respondents. Respondents
then send the swab sample to a third-party laboratory for analysis
of genetic variations called single nucleotide polymorphisms
(“SNPs”). Based on the laboratory test results, respondents
prepare a DNA assessment that recommends specific levels of
nutritional support based on each SNP analyzed.

5. Respondents’ LifeMap Healthy Aging Assessment
analyzes 12 SNPs that purportedly affect nutritional health and
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aging, and their LifeMap Skin Health Assessment, formerly
known as the Dermagenetic SNP Assessment, analyzes six SNPs
that purportedly affect skin health and aging (collectively, “DNA
Assessments”). According to respondents, each SNP “predicts
biochemical processes that are associated with significant
physiological disadvantages, . . . the negative potential [of which]
has been scientifically proven to be modulated by nutritional
supplementation.” Compl. Ex. A.

6. Based on the DNA Assessments, respondents offer dietary
supplements and skincare products that are purportedly
customized to each consumer’s unique genetic profile.

7. In their business practices, respondents obtain consumers’
genetic information. Since 2008, respondents have collected
genetic information from nearly 30,000 consumers.

8. Respondents’ nutritional supplements are ‘“drugs” or
“food” within the meaning of Sections 12 and 15 of the Federal
Trade Commission Act (“FTC Act”).

9. Respondents’ skincare products are “drugs” or
“cosmetics” within the meaning of Sections 12 and 15 of the FTC
Act.

10. The acts and practices of respondents, as alleged herein,
have been in or affecting commerce, as “commerce” is defined in

Section 4 of the FTC Act.

Advertising and Marketing

11. Respondents have developed and disseminated or caused
to be disseminated advertisements, packaging, and promotional
materials for respondents’ genetically customized nutritional
supplements and skincare products including, but not limited to,
Exhibits A through I. These materials contain the following
statements and depictions:
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A. LifeMap ME DNA Customized Nutritional
Supplement Pamphlet (Ex. A)

Healthy Aging is Now as Close as Your DNA!
Genetically Customized Nutritional Supplements
Made Exclusively for You.

* k *

Why These Aging Genes?

Although human DNA contains several million natural
genetic variations (called SNPs), GeneLink scientists
used the following criteria to choose the SNPs for the
GeneWize Healthy Aging DNA Assessment:

1. Valid: The existence of the SNP is supported by
solid, credible, scientific evidence.

2. Important: A SNP predicts biochemical
processes that are associated with significant
physiological disadvantages.

3. Frequent: [T]he SNP is relatively common
among the general population.

4. Actionable: A SNP’s negative potential has been
scientifically proven to be modulated by nutritional
supplementation.

B. The New Wellness Frontier Brochure (Ex. B)

By analyzing and understanding your unique genetic
strengths and weaknesses, you can eliminate the
guesswork and “genetically guide” the optimal
nutritional supplement or skincare formulation to
match your LifeMap Healthy Aging Assessment™,

. . . Research shows that we can measure SNPs and
have the ability to impact the expression of our genes
through proper nutritional support.

* * *
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What will | feel after taking my LifeMap ME
Formula?

Since everyone’s body is different, you’ll likely
receive unique benefits from your product. Some of
the benefits you may notice and some you may not.
Some of the most common benefits people report
include:

» Ability to fall asleep faster
» Longer, deeper sleep . ..

You may or may not experience these same results.
Your body is unique and so is your formula. It makes
sense that your results will be unique too.

. Your Genetic Compass Brochure (Ex. C)

GENETICALLY GUIDED PERSONALIZATION
OF NUTRIENT AND SKIN CARE
FORMULATIONS.

The Nutragenetic and Dermagenetic SNP assessments
[i.e., the DNA Assessments] examine a variety of
genes which are responsible for making proteins that
play a very important role in our overall health. These
include oxidative stress, heart and circulatory health,
immune health, bone health, pulmary [sic] health,
eye/vision health, defense against environmental
pollutants, collagen breakdown, photoaging, skin
slacking & wrinkling and mild irritation.

KEY POINT If the Nutragenetic and Dermagenetic
SNP test predicts that you might not be as efficient as
possible in any given health area, you may be able to
do something about it. For every SNP tested, there are
potentially compensating and enhancing nutrients that
can put you on a better path toward optimal health.

* * %

There are millions of SNPs. However, only certain
subsets are associated with increased risk for disease
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and physiologic health conditions. . . . GeneLink
selects only those SNPs which can be addressed using
nutrients or formulations or lifestyle modifications.

. Welcome to genewize [sic]: Making Wellness
Personal Brochure (Ex. D)

What Are Your Options to Improve Health and
Wellbeing?

Eating healthier?
Pharmaceuticals?

Exercise?

Guessing at supplements?
Genetically guided nutrition!

Do you have a plan to capitalize on this new
science?

* * %

GeneWize . . . Connecting the Dots

e Over 14 Years R&D Prior To Launch

e Developed significant DNA tests for SNPs on
“Heavy Lifters”

e Developed “SNP Boosts” to mitigate, compensate,
or bypass SNP effects

e Powerful health and wellness benefits!

ONLY comprehensive genetically guided products!

A View Into Your Patient or Customer . ..

Patented DNA Collection Kit
Sophisticated Assessment
Confidentiality

Pinpoint Genetic Predispositions
Personalized Formula
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Over 500,000 Possibilities
With a simple cheek swab . . . .

We Assess . . . Others Guess. . .

. Cover Letter to GeneWize Fulfillment Package

(Ex. E)

LifeMap Essentials™
Your Foundation for Optimal Wellness

Welcome and congratulations for taking an important
next step toward healthy aging with the most advanced
and scientifically proven nutritional supplement
programs available — the LifeMap Nutrition™
System, which consists of the following:

1. The LifeMap DNA collection kit (provided by
GeneLink, Inc.)

2. The LifeMap Essentials™ formula (A non-
custom foundation supplement to be taken
while awaiting your Healthy Aging Report &
DNA guided LifeMap Custom formula)

3. The LifeMap DNA Healthy Aging Report™
(results in about 4 weeks after mailing your
DNA collection kit)

4. The LifeMap Custom™ formula (A totally
customized formula based on your DNA)

. GeneWize Official Website, mygenewize.com

(Ex. F)
LifeMap Nutrition™ System Testimonials

Seeing is believing but | can’t believe what [I] am
seeing!

... [T]he best of all is the lack of pain on my knees
and hips when running. Running was my passion but
severe knee and hip pain kept me from it the last 10
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years. LifeMap is renewing me in ways | never
thought possible. . . .

Loving life, Margarita Nido Stewart

* * *

GeneWize has changed my health and my life!

I'm in my 5™ month on the LifeMap Custom
supplements and I’'m amazed by my personal results.
So far I’ve experienced great sleep, great energy, great
skin, and much more. Plus, I continually notice even
more positive changes: prior to taking the LifeMap
supplements, my memory wasn’t the greatest — but
now | feel much sharper mentally! This is very
important to me because my Mother had Alzheimer’s.

Roberta Johnson, GeneWize Affiliate, Miami, Florida

* * *

Thanks for the Memories

... | do have certain health challenges and when |
started taking my LifeMap Product, after about a week
and a half 1 was amazed to feel tremendous results!
Before, | was getting only about three hours of sleep,
now | can finally sleep! My concentration & memory
also seem to be improving! . ..

Lina M. Oliver

* * %

LifeMap Nutrition Meets Karaoke!

After taking the LifeMap Product for only two weeks |
have a lot more energy and my dry skin has improved
dramatically. . . . | also began to see something
amazing happen: | went from getting very little sleep
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at night to now sleeping like a baby! I’ve been waking
up feeling so refreshed that | want to jump up and
down on my bed like a child . . . . I'm feeling so
happy I’ve been out singing Karaoke and having a
blast.

You couldn’t pay me to stop taking the LifeMap
Nutrition™. I have the energy to pursue my dreams of
being a singer, and much more! . . .

Talina Oblander

* k% %

Wife Says, “Send me my LifeMap Nutrition too.”

I have been taking the LifeMap Nutrition™
supplement now for two months.

Although I wanted my wife to try the program too, she
just wouldn’t budge. She said she’d have to wait to
see how I felt first. Well, I'm now sleeping through
the night for the first time in twelve years. . . .

Ernest Smith

* k% %

Another Sleep Story. It’s Making Us Sleepy

I’ve always had a problem with sleeping through the
night. Within two days of taking the LifeMap product
| immediately noticed | was finding the special peace a
full seven to eight hours of sleep offers. Problem
solved! GeneWize has revolutionized my life and |
bless all the company every day for it’s [sic] incredible
science. . . .

Kent Riedesel
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G. GeneWize e-lift newsletter:  Monthly E-News
Exclusively for GeneWize Affiliates (Ex. G)

Spotlighting Top Leader
Chief Alexander Taku:
My Visionary Source Of Success In GeneWize

... | decided to enroll in GeneWize and know my
DNA . . . six months ago. . . . My health condition
prior to this occasion was life-threatening. ... |1 was a
serious diabetic and cardiac patient. . . . One would
never have imagined . . . that a company would come
up with free DNA assessments for all! . . . Six months
on the products has produced wonderful results. My
blood sugar has stabilized at 80/130 and my diabetic
problem is over, while a recent medical report has
revealed the reduction of my heart to normal size. . . .
For the last six months, | have only been taking my
free GeneWize nutritional supplements. . . .

H. GeneWize Affiliate Website, thegenecollective.com
(Ex. H)

Zero limits
Gene Team

* k% %

I’ve been fielding a lot of questions about just what
Genewize [sic] has done for people.

I myself can report deeper sleep and healthier
feeling skin. I’ve talked with a number of people
who have experienced improvements in everything
from blood pressure to eczema to hormonal issues
to arthritis. The most common observations people
note are better sleep and improved energy levels. . .

* * *

| am a Massage Therapist and have had tremendous
pain and stiffness in the morning after doing too many
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massages for the last few years. | used to take
Glucosamine, which did seem to help with the pain
and stiffness, but it wasn’t total relief. After taking the
LifeMap product it hit me one day that | was no longer
in pain when | woke in the morning, and the stiffness
had disappeared. You see, my Genetic Assessment
Report had found that | need maximum support for the

Warm Regards, A.R., LMP

* * %

... [T]he best of all is he [sic] lack of pain on my
knees and hips when running. Running was my
passion but severe knee and hip pain kept me from it
the last 10 years. LifeMap is renewing me in ways |
never thought possible. ?? [sic] Thank you to all those
behind the GeneWize Lifemap [sic] Nutrition™
System . . . Now, can you imagine what LifeMap is
doing to what we can’t see!!!

Loving life, M.N.S.

LifeMap ME DNA Skin Repair Serum Pamphlet
(Ex. 1)

Historic Evolution in Skin Care
Genetically Customized Skin Care Made Exclusively
for You.

What Do Your Genes Know That You Don’t?

DNA profiling revolutionized the legal world, and now
it’s doing the same for skin care. Now the same
technology can be used to identify a whole new set of
perpetrators. The main suspects? Collagen
breakdown, sun damage, sensitivity, and oxidative
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stress caused by free radical activity due to
environmental polution [sic].

So how do you know how susceptible you are to these
aging culprits?

Take a minute to swab inside your cheek. Place your
DNA sample inside our bar-coded envelope, and send
to our lab. We assess six skin health genes to tell you
what skin aging problems you’re likely to face as you
age.

The information is then used to customize a skin repair
serum using a combination of active ingredients
selected to compensate for particular deficiencies in
areas of skin aging, wrinkling, collagen breakdown,
irritation and the skin’s ability to defend against
environmental stresses.

How Does it Work?

* * *

The patented, non-invasive simple swab allows you to
peek into your predispositions to discover what your
genes have to say about your skin aging future.

* * *

Clinically Proven Results

An eight-week, double blind, randomized and
controlled clinical study compared the performance of
placebo skin care versus the performance of the
“genetically-customized” skin care formula containing
active ingredients designed for each participant. For
those using the genetically-customized formulation,
62% reported substantial reduction in the appearance
of wrinkles after 14 days of treatment. After 56 days,
the number of participants reporting reduction in the
appearance of wrinkles rose to 70%. Similarly, after
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14 days, 56% of the participants indicated improved
skin firmness and after eight weeks of treatment those
with improvements in skin firmness rose to 70%.

* X *

LifeMap ME DNA Skin Repair Ingredient List
Thanks to the custom nature of our product, the
ingredient list will represent the latest breakthrough
ingredients which have been clinically proven to
enhance or diminish aging predispositions.

12. Through the means described in Paragraph 11,
respondents have represented, expressly or by implication, that
genetic disadvantages identified through respondents” DNA
Assessments are scientifically proven to be mitigated or
compensated for with nutritional supplementation.

13.In truth and in fact, genetic disadvantages identified
through respondents’ DNA Assessments are not scientifically
proven to be mitigated or compensated for with nutritional
supplementation.  Therefore, the representation set forth in
Paragraph 12 was, and is, false or misleading.

14. Through the means described in Paragraph 11,
respondents have represented, expressly or by implication, that
their custom-blended nutritional supplements effectively
compensate for genetic disadvantages identified by respondents’
DNA Assessments, thereby reducing an individual’s risk of
impaired health or illness.

15. Through the means described in Paragraph 11,
respondents have represented, expressly or by implication, that
they possessed and relied upon a reasonable basis that
substantiated the representation set forth in Paragraph 14 at the
time the representation was made.

16. In truth and in fact, respondents did not possess and rely
upon a reasonable basis that substantiated the representation set
forth in Paragraph 14, at the time the representation was made.
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Therefore, the representation set forth in Paragraph 15 was, and
is, false or misleading.

17. Through the use of testimonials, as described in Paragraph
11, respondents have represented, expressly or by implication,
that their custom-blended nutritional supplements treat or mitigate
diabetes, heart disease, arthritis, and insomnia, among other
ailments.

18. Through the means described in Paragraph 11,
respondents have represented, expressly or by implication, that
they possessed and relied upon a reasonable basis that
substantiated the representations set forth in Paragraph 17 at the
time the representations were made.

19. In truth and in fact, respondents did not possess and rely
upon a reasonable basis that substantiated the representations set
forth in Paragraph 17, at the time the representations were made.
Therefore, the representation set forth in Paragraph 18 was, and
is, false or misleading.

20. Through the means described in Paragraph 11, including,
but not necessarily limited to, the statements and depictions
contained in the materials attached as Exhibit I, respondents have
represented, expressly or by implication, that their genetically
customized skin repair serum is scientifically proven to: (a)
reduce the appearance of wrinkles and improve skin firmness; and
(b) enhance or diminish aging predispositions, including collagen
breakdown, sun damage, and oxidative stress.

21. In truth and in fact, respondents’ genetically customized
skin repair serum is not scientifically proven to: (a) reduce the
appearance of wrinkles and improve skin firmness; or (b) enhance
or diminish aging predispositions, including collagen breakdown,
sun damage, and oxidative stress. Therefore, the representations
set forth in Paragraph 20 were, and are, false or misleading.

22. Respondents  have provided advertisements and
promotional materials to affiliates for use in their marketing and
sale of respondents’ genetically customized nutritional
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supplements and skincare products, including the attached
Exhibits A and G.

23. Through the means described in Paragraph 22,
respondents have provided means and instrumentalities to
respondents’ affiliates in furtherance of the deceptive and
misleading acts or practices alleged in Paragraphs 12 through 21.

Data Security

24. Through sales of purported genetically customized
nutritional supplements and skincare products, respondents obtain
consumers’ personal information, including, but not limited to,
consumers’ names, addresses, email addresses, telephone
numbers, dates of birth, Social Security numbers, bank account
numbers, credit card account numbers, and genetic information.

25. Respondents use third parties to receive, process, or
maintain this personal information (“service providers”), and
respondents store consumers’ personal information on their
corporate network.

26. Respondents  permit service providers to access
consumers’ personal information so that service providers may,
among other services, develop and maintain respondents’
customer relationship management database, fulfill customers’
orders, and develop related applications.

27. Misuse of the types of personal information respondents
collect — including Social Security numbers, dates of birth, and
genetic information — can facilitate identity theft, privacy harms,
and other consumer injuries.

28.Since at least November 2008, respondents have
disseminated or caused to be disseminated to consumers privacy
policies and statements, including, but not limited to, a Privacy
Protection Policy (Exhibit J). This policy contains the following
statements:
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GeneWize Life Sciences, Inc. Privacy Protection
Policy (Exhibit J)

GeneWize Life Sciences respects the privacy of every
individual and has taken every precaution to create a
process that allows individuals to maintain the highest
level of privacy. All information provided by the
individual taking the assessment is kept on a secure
server. ...

* * %

We send Personal Customer Information to third-party
subcontractors and agents that work on our behalf to
provide certain services. These third parties do not
have the right to wuse the Personal Customer
Information beyond what is necessary to assist us or
fulfill your order. They are contractually obligated to
maintain the confidentiality and security of the
Personal Customer Information and are restricted from
using such information in any way not expressly
authorized by GENEWIZE.

29. Respondents have engaged in a number of practices that,
taken together, failed to provide reasonable and appropriate
security for consumers’ personal information. Among other
things, respondents:

a. Failed to implement reasonable policies and
procedures to protect the security of consumers’
personal information collected and maintained by
respondents;

b. Failed to require by contract that service providers
implement and maintain appropriate safeguards for
consumers’ personal information;

c. Failed to provide reasonable oversight of service
providers, for instance by requiring that service
providers implement simple, low-cost, and readily
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available defenses to protect consumers’ personal
information;

d. Created unnecessary risks to personal information by:

e.

maintaining consumers’ personal information,
including consumers’ names, addresses, email
addresses, telephone numbers, dates of birth,
Social Security numbers, and bank account
numbers, in clear text;

providing respondents’ employees, regardless of
business need, with access to consumers’ complete
personal information;

providing service providers with access to
consumers’ complete personal information, rather
than, for example, to fictitious data sets, to develop
new applications;

failing to perform assessments to identify
reasonably foreseeable risks to the security,
integrity, and confidentiality of consumers’
personal information on respondents’ network; and

providing a service provider that needed only
certain categories of information for its business
purposes with access to consumers’ complete
personal information; and

Did not use readily available security measures to limit
wireless access to their network.

30. In March 2012, respondents’ failure to provide reasonable
oversight of service providers and respondents’ failure to limit
employees’ access to consumers’ personal information resulted in
a vulnerability that, until respondents were alerted by an affiliate,
provided that affiliate with the ability to access the personal
information of every foru™ (then known as GeneWize) customer
and affiliate in respondents’ customer relationship management
database. The personal information that could have been accessed
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included consumers’ names, addresses, email addresses,
telephone numbers, dates of birth, and Social Security numbers.

31. Through the means described in Paragraph 28,
respondents have represented, expressly or by implication, that
they implement reasonable and appropriate measures to secure
consumers’ personal information.

32.In truth and in fact, as set forth in Paragraph 29,
respondents have not implemented reasonable and appropriate
measures to protect consumers’ personal information from
unauthorized access. Therefore, the representation set forth in
Paragraph 31 was, and is, false or misleading.

33. As set forth in Paragraph 29, respondents failed to employ
reasonable and appropriate measures to prevent unauthorized
access to consumers’ personal information.  Respondents’
practices are likely to cause substantial injury to consumers that is
not reasonably avoidable by consumers themselves and is not
outweighed by countervailing benefits to consumers or
competition. This practice was, and is, an unfair act or practice.

34. 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 FTC Act.

THEREFORE, the Federal Trade Commission, this eighth
day of May, 2014, has issued this complaint against respondents.

By the Commission, Commissioner Ohlhausen dissenting, and
Commissioner McSweeny not participating.
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o pesione at magr rescarch inssanns

Tha s mnacie aed chincal informetion
et Gienwd Ink™s teehankogs bas been
Lvorably reviessd by the soisntitc staf
dopartment of our various chonts and
collabeeaivn pa s

Sl horwm besen sivistcally quantied
ared irrsabs sophiEfcdiod moksulsr Bidogy,
s hemidng s pochin sslyaen
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LifeMnp Essentials ™
Your Foumdabon for Qatima! Walmess

Weleome and congratulations for taking an impanant nest alep lowasd bealthy aging with the most advanced and
scianlilizally provan nuinlion &1 supplemant programs Feallenle — tha LifaMap Nutrilian ™ Systam, which conssta of
e falknying:

1. The LifaMap DMA collection kit (provided by Senelink, nc)

& The LiteMap Essentlals™ fomula {4 non-cuslom founcation supplement to be teken while seaiting your
Hagilhy Aging Rapor & DA guided Lifakap Cusiom fomula)

3. Thae LifeMap DMA Healthy Aging Repert™ (roeuls in shout 4 waoks ster mailing your DR oollociion ki)
Thie LHeMap Custam ™ fomula (& olely custamized lormule based on your DA}

Your Lifahiap Essentials™ formula is the cormerstora of fhe Léebag Nutrition System and fonms the base
faundation for evary individually cuslomized LifeMap Custam praduct

LiteMap Essentinls i a2 premism plant bassd formula, carafully deatgred to provda the “key oasentals® of a proper
died and o belp you prepare aod maingain oplimeal nulrifionsl support whee you are awaiiing the resulls of your
Lifediap Healhy Aging DA Assassment ard your paraonal DNA-guided Lifelap Custom tormila (Pleasa noba: the
processing Sme for your DA assessment & Lilokap Cusiom formula is abowl 4 1o B weeks fom the lime you mail
hack your DNA coliaclion kit

¥ cordains i genarous seleotion of s snd vegalable powsers wilth the highes) phyenotient oonsent aking wish
impartant enli-2ging “sugerluil’ ealracts such as the Srazikan acai berry, the Himalayan goji bery and the Southaast
Mgian mangosteon. In addition, your Essentials formula aslso conlains & comprebensie vitamin blend, flas seeds [a
anurca of armege-3 fatty acdas) and freccoligosacchandns — 8 nalursl probiodic fiber hal prometas anhandad
inletinal haath for aplimal rulbient abecrplion.

Far anliozidand proleclion, LifeMag Essentials conlang over 7500 CRAC (Daygen Radical Absorbance Capacity)
urits, the equivalent ORAC value of aight {8) servings of truils and veqetables. For aven axtra antioxidant praledion,
wia've added DxyPhyted Ulka, a proprelay bend of anboxidant-ch agpka, wiile e and rosemary exirecis which
hias proven bisavalability in buman dinical sludes,

Far DMA, repair, we e induded 350 mg of AC-1 18, a patenlad, advanced, cinically-tasted biosclive compound
desiyed from the South Amaerican herr Uneani fomenipsa (Gats Claw), AC-118 has been dircally demonstrated
sy alemically 1o redwos both axddalive damage end non-oxidalive damage o DNA caused by alrees, viruges o
bactenia as wall as medwss inflammation and irsprowes irmmune funssoen in Auman clinical kals.

Directions for usa:

Take five (3) capsules in the AM and five (3] capsules in the PM (with or without food) for a total of ten (10)
capsules daily. These vegelarian capsules are specially designed (hal can be swallowed a8 you would any
capsule or tablet, or if you prefer, can be broken open and mixed with your favorite juice or beverage,

Wi g Lruiy gralefil for yau and escstad Lo be a part of your haalih e

Eincaraly,
The Formulalisn Scienlisle al Geneliize Lils Scisncas

Exhihit E GMLKI
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LifeMap Mutrition™ System Testimoniais

Seeing is believing but [ can't believe what am
seeing!

*[ s eson e ko beam sbout LifeMap Nubnhor™ and riw sven inare exdbad abeat @iz sy
cenges | hpse expaienoed durng e st oo mondhs oF use. Sthoogh § e cesched e lest
Py i o (o] eaing And s, | e S fRcr ST iy S kren g s e
i) e s in my swenall healtn and weliness appeaanca. [ started noticing chanoes
aifter tve0 ared & Ml wesks 2 Sy 2 St b place. Hard nals AN wEout ndges. bk e
balorg, sy and 0 Bair, dry s6en gons and now Wil a gow, skaping desp withoul deruption
bl | b iy b, wikongg up misten wm;uﬂmldmmjmmm
the sk of Al iz e lack of pain on e kses and hipe whan rning. Running was my peasson
Lut severe kies and hi paim kept me from (b He st 1) years, LSrap s rememirg o i ways |
nEwar thoug it poesia

Thiank you b0 Al those bebing tha Genewize Lifemap kubrition™ System, [ aopraciaie your
dection and determington for making 8 procct e this,Now, co you imegee what Lisap £
i) ey whiak veit o't sl

Lorang i, fMaiganita Nioo Sereat

Ay | 1 13 VL0 83530 PH)

GMLKOO4118
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Me and My Elbow Feel Great! [Frnepe Wiresan

1 iy Dok ikt e theoug ot iy NEG Career. after an sy i 1958, ney docion gime me
VR IOAE WIS A rinenas o e Bl T gat wery sick afler taking Hem, T oalied the doclor,
but e ox deint st arything aier B o bell e i beep an ki Hhe it § ket o
fonling 5o sick that T decided just Lo Sop king supplements atall, When 1 was Bl inbedued o
GemyeMie i M8 | mas viry seaghenl, Bub | cecide t gee it ry. Afber about 8 wesk of beng
©on e LisMan Matmbon™ a oorh rual dscomitart o my noht elbos’ substed, | o found | oo
S Hhrough e v gk g and ny ens gy mgnived, D been baking the LifeMas Suopiaments
Tor il Mondts nove and jusl Mesd graad”

Ghacrgne Muneson, Former NEA Flaver

Partnering with Your Body:
Dialing it in by "Assessing, not Guessing”

“[ Pt THSOT ST TN P Vs A5 T Nab almrys Do ¢S nevessany for i 50 S
with oy by 50t can care for IS and give: it &1 the achinlaes necessany (o maintan et
Al Dainde, § e afmins gl soppenienis weee jusl i - o vy Dooged oy Dody wial i
sk 2 it e do it jotu et B dooko! though my mxesament, 1 found that 1 was biang some
Wumtrmwmmmmmm:mmmmmwm
Huak ths Libebap eLrsinm ined Sugseriut Saves m sy fianth is shaoeanng To by and cut &
produrt o this moether an my own woukd cost @ faehune and honestty, wno nas the ime™
'mmnmm.ﬂww T P Sy B & preky griod Siespen, o 5 1
thiight. Tihe profound shiftin the depS and quality of steen 1 petnow 5 amazing and [ na onger
Tishves Hvceiet ftmsrr i) Bl of ey, TR0 WTELINE Evir QoA Dok b (e, nass wiarkelis]
of the sna B suppiemants, The Geneitien procal & ey lankzstic®

Keith CrBrian, Indepandent Founding ASExe

1200 L) YIS0 B30 P

GMNLKO0S
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GeneWize has changed my health and my life!

*I'm m my &th month on Ehe Lifebp Cusom suppiements and 1's amaged by my personal
results., 50 far [ve eperended greal Seep, great enengy, oreat skin, and mud mone, Fhs, |
ConGnLaly NGTIOR SV MNE PRSI GaNGRS; FNOr 52 1AKNG (e LA SupgieT ents, sy
Moy waen't the grasbast - bt now 1 fesl much shame mentaly! ThiE i vey ingortant b e
becuums =y Mother had Azhetmera”

" The Hesliry Aging Db sk, providied me wiith soch valusble nfrmation. & 52, =ome of
Ty RS resd e wnrentt o mepeee, bt 1 et eupesting t e 1 had & datle SN In
iyt Qene, D ou e workd, this B valuaide infomration we could use when we're wery
YO e unger e Ceger”

W1 3 o grosek DEneEniTs T eperiancing, 1 Knoe e Lifean CLSIom Suppismines ane
Supaphyin e with e ght fus® and & Mo nested hore up Sendilize has dhanged my Fesm
and iy ke for the betherl™

Robarta Jannson, Geneze Aflistn, Miam, Aoz

How To Get the LireMap Edge

"Taking can of yous Dody is lig. Weith Genedfre's LiteMap Kubrilion™ Sysbem and products,
1. nct oty Eking cane of mry Sody, T Rase an ecoe | fem great knowing that | am ghing my
body ety what it needs.”

Gireny Mioe
Former BEA Prager for Hhe Bosion Celikos

1 T LA B30 P

GNLKO041
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Afer remowing e amyios, DUT T only fook Hres monsie,

Cng iber thing i [had & hoath ascssmant cong el wick wilh 2 Cortifizg Mol boasn
Frofs onal ad she ioid me my Gereidine suppleserts actuslly make me Smonger than if |
wasr's Gking tham, [ lovs our products andg 1 am s gt B be a part of our company,

THans you Genss o
Jian Mones De 0o

More Sleep, Less Starbucks

e 1 reedved iy CURSROTeDe repdrt 1 v Surprise b tee thatl (geneteally speaking] | ad red
reine any acded Rupport for thie SHFS thet affect cholesteral, T may haen been wasting money

Ly soplements 1at vy Dody dossn't actustly eed! 1 ke it L iow know n which aress |

ned geretic suppor, and IT 5 50 satiEfving takng my Lt supsiements with confidencs Sat
T doing Hoe bt S S vy body.

Al takiny the Lifstap Procuct for st s s | bigan natiang) Sat my enengy level thraoghout
o ki TSN R0 DML, | W 10 DN @aTinang oFs Ny enargy in the mid-
afternoan v used o have me jooking for caffere. Wik ted wesid, § found fat e
gmhng 2 mish batser nignts sesp--tattar ten i'a had snce haeng dlameny | was Tasng asiqen
mire eitly, ard woud wake e e moming in e Same pestion &5 whan 1o faen aksep, 1
vt g seesal e thiowsgheut tha night ammine.

£ G oy SENUDE HeSE | MPrOMEERNG 10 My LifeMop RUppiesents becouse noeng el has
changed shout firy dady roore.

Thesris you, Ginewoel
Anre: itk

Vet A ZCCTR 2008 L1 o 8 Tt s e D v |5 1) L1201 2430 %)

GNLKDO41
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Randy Keeps it Short and Sweet
Arnr taiang i LUfetap Frocuct it made ma fesl mone snerpesc
Ry Lewire

Thanks for the M [t

Whean I reosived my oustamized report, 1 wes very happy o ses my DA Bssecoment resolis,
@spadally Snce | JonT irow AUl Ty PEREnCE. 50N 8 Way IUWas 350 3 SUnne

[ o haee censn heath chalenges and whan [ stacded fadng my Lifekap Procuct, sfer soou a
weak ard & half [ was amazed io feal tremendos rezdis| Before, | was getbng only sbout bves
hopurs of Soen, noue [Can Tnally seep! My ooncentralion & memory 150 saeim Lo De improwrg!
Tranad o Bl e $HernetE and dooort that made | possal

Mirer 13 My B 0 P el woth the Lefesap Rutiton ™ Produdl

Lot M. Coiwer

LifeMap Nutrition Meets Karaoke!

Afver taEing he Lifetiap Froduct for only Twe weeks | fevae 3 ol more energy and iy ory 56n hes
irfarowet dresisbically. (1 notioed thess thangs with two veeke]. | 850 Dagan b s sonmething
AR NAERENT [ want Bom QTng vy 11K 5Se B regrn b nn SRS NS A Daky | 1%
st i) i v e et Bt § w0 LT R &0 it 0N Ty beed i & 00 (8
am 27 years i), ' Fesing 50 Nappy e DRen cut Snging Kavae ard Tawng @ best,

iow coakdn't pary me o SRep bekng Hhe LifeMap Hutnson™, 1 Fave the ansngy b s my
NSAMS OF DA & SEsr, A TR rons!

I canT THANK WOU Bnouain Gersiwize,

1 LW E ¥DLI <m0

[0 L) YL 30 P

GMNLKDO41
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Wifa Says, "Send me my LifeMap Nutrition too."

T han b taling thie Lifean Kulritien™ apokcmant now o Do monthe.

AU 1 wantEd My wife o iy B prodean o, Se st wouldin't Duae. S sa e Pave
mtmmmwtnmml.mm«m Ihicigh e nght for the first tire in heeive
Ch, bry B vy, My wiif o it welrhing b pid v her dw LEEMa) Hntisn"™,
THans Yo ereynas!

Emizst Smuth

Another Sleap Story. It's Making Us Sleepy

Ta alwdys had @ oDk with skapng Tough e fght, Within twa davs of aking the Lievap
product [ immediaidy natioed [ eas linding the specizl peace & ful Sever b sight hours of sieep

cifiers, Prabiem scheed! Geneliize has revolutioized my Ie and 1 bhess dl e company every dey
for It's nonedibie soence,

WarTTHE Regar,

Kent Risce sl

Lawn Mower Malaise

My husband and [ e Basn takng our supplimerts for & manth and & half few We Fivs beg
e diMerences and it is Melpr us in 50 many ways, it only nourshng cur podies and
wmwwmwmmmm.dmsbummmmm,mlmmwms
Earskcaily o monds,

Sy ek e, et R 0K L Vet Vo 1 o Tiptrom sty e Dy |1 110 VL0011 B30 PH)

GNLKOO4"
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N genewize

Only When You're Standing on Higher Ground ...canyou reaon
out and kft others, Someone iz looking to you for the vision, the belief, the plan. Uss what
YOU gain nere to clarify your purposs, firg-uo your passion and go ab the way to the top.

Principles that
Make a Difference

There are wo
orinciples thal
wi have
A impact of
yer enroling
results {for Doth
essioiers and
Afillates) AND
Wil IMpant your
overall attiude.
Taking this @ step furthar, if you don't
accept ihase princicbes, it's @ mast
impoasihle b mantain a poalive attitude
2e you build your businesa. | didn't
Fwent these principles, bod over Bma e
marned to undarstand and respact thair
Dowes,

PRINGIPLE ONE: Paopte nead {and
want) to Like and Trust You

i peopie con't nuy you, fhey won't by
anyining thasl comes ot of yaur moadb
Peopie mnugk Be md trust you i ey
& geing 10 oo business with you (38 &
customer or 35 an Affiiate). This s a life
Washon = nck st o business lemea

cantinued an page 2

Spotlighting Top Leader
Chief Alexander Taku:
My Visionary Source Of
Suecess In GeneWize

As a traditional ruler, cormmuniy leader and
ohilerthropist. at the age of sixty three, | have
spant cver faur decades of my life doaing
clirsety withithe e of cihes, | am an Arpesican
trained polfical consuftant, 2ad 8 tredilionat nubar
from Southern Camercons in Gentral Africe. | &m & community isaderand a
former member of Pardiamant in Cameroon, At the snd of my studies mthe
United States, | worked for 10 wears as Human Rescuroes Manager at Pecten
Cameron OF Company, 2 subsidiary of Shall O, LISA | have 2k served

i yarous posifioea n sommuniy based organizationd: as member of the
Washinglon, D.C. Mo Task Force for |nlemational Ateire, Co-founder and
Chalr of the Conlnenta Alrican Sommuniy-hondgomesy County; Rember,
Ethric Committee and the African Affairs Advizsory Boand, Montgomeny County,
Adangand.

! have also recorded 1% yeers of experience and leadershin positions in
Matwaod Marketng. s last of which was Netona? Dirctor with 5 Lins
Erteprises. During my fiftesn yeans in she Direct Sales Indusiry, | have not
Hioned sy compalTy Witk SLCH & pap Ui product wWhich can imprave he s
andt Iteaith of evey faeman being on esnn.

Coacided o envall In GeneWize and know ey DMA when Bob Podies presentad
e onportunity 1o me six months 2go. He zssured me of 1t posshisty of
arnoessing oy DA and paying for my inftal product for kess than five hundred
dullars, My health cendition orior to this occasion was Be-threatening, Like my
parants and rmost mamoers of my family, §wss a senous disbelic and condise
patient. My malber dind ol distietes white iy fathie died fromn g messive Dt
attack! | mevar dresrmod of Deing able 10 gat oy DA best Decauss it was too
axpansve kor a retiad citizen Gl ma. One would naver hawe imagined foc
ane moment that 8 company would come up with free DNA assessments for
all The next sppreciation was the possdility for me o receie my products

at no edra cost. Of coursa, | took the aoposunity and immediatsly signed up
four Affiises and no bonger had 0 pay a dime for my nedibonal products. Six
mwnths on b prodects his oroduced wondarfid reguits, My Bood sugs bas
shabilizedd b 80130 and rivy daktic poklen is over, while a recent medicd
s o revealed the rduction of rw beart to normal sze, Generally, | fee
wery strong. For the kst sl montng, | Bave only been taking ey free GensWize
MUAriianal Bpplements.

! galune the decision of the coporate managemand iRem 1o devots ore
confioved on page 2

Exhibit G GNLK003448



e-lift

We've haard slooy alier stary abow how
i some casas, A ales joined another
Atfilate’s business |ust by being ashed.
"M you're involeed,” they said, "let's get

Siart baing inleniona’ akoul lesring
abad otfier pecpre’s needs and you'l
begin bullding 8 perscnal brand for
voursalf that says, “Whan | think of you, |
think of someons that | e and mspect”

£ yonn focus on & of the itk thegs thal
VOLE G 00 10 DEomye more ikeable
and truetwonhy (=such == rsluming cals,
kmeping comvniimants, being nterested
v odhees, listening coretuly, bairngg mone
Joyhul, e1c.) both your LIFE and your
Suginess will becoime mone endoyabie
ARD fulfilling.

PRINCIPLE TWO: Like it or net, 1's a
numbers game, sven |F peope fike
anid trust you.

“fov must understand that finding pecpls
1o join your Business andior o purchass
WOU prodicts 15 A numbers pame, T
mmiore people you Spesk 1o, he more you
inwite 1o your presersations the mone
people wil join your team or purchasa
and pxpariencs our praducts. e, you
can oo a lod of things to ncrease your
Tegarts cver tme, bt you must sccept
and internakize the fact that siccess = &
numbers game,

Before you sfart making calis and
presentations, I1's coitica! to recognize
that not everyone will 2coept your
Fwilation o leam aboul the products or
the busmess. You will be furmed down
elten, bud you cannot allow those who
declne your inditation to discourage
youn Its absclutely vital that you
maintain & posi ive atituds ad move
o 10 ES Nest DS,

‘T “four Good Heslth and Success

Phonts

Siomte Taylor
CEG (Gereiize Lile Sciences

GENELINK, INC. 1277
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Sputlighting Top Leader Chisf Alsxandar Taku! (conlirued)

oty s of fh Lie Wap News Letter s thie - gdifion, dedicated to
rssagnizing bop perfarmars in the GaneWize community and about the loos
that cur organization offes 1o enatls and sustain suctbes and wirlness in
the Direct Sales Busingss,

was proud and axcited whan | recahved the phone call bom Rob #odies,
enwiting e to prepare thee Stalamend as 8 guest M the pogram. | aleo take
this coportursty ko sxplamn how in tha midst of my top leedenshio positions
v ofher outfts in dhe Drect Sales Business, | choss Geraliizs as the source
al iy liEdirme suscess and legacy,
The sacret of my stable read to success duing my sis months' affiliation
with GenaWizs has bean tidden in my strong bellaf in the strangth of e
comtemed nubtticnal product. i dact, the sciesdific discovery of Human
DM, eapenially s Weliness conatiites & Endma in oo civilizanen
Luckily for me, the nutritional and skin care products manfesied openty
favorabhy on me, The DA results cleary rflectad my bl of nealth, The
sucoess of the product in reawakening and shampening my genes to contzn
and neutralize my heafth problems has tremendously changed my life, by
ahclca of Ganewize ovir the ather dirct spiles businesses becama oinvious,
aspecially, bacauss, we g feking sbout me, vou and ws, This business s
Aot our ives and e has no dupicatell.

The success of the products on me, coupked with the wondeniul efectve
aystem placad at my dapossl by the compeny ame reapenaible for my abiling
to successfully mach o and sgn-in sevenal Affilkates n the GenelWizs
Visriinees Empeen, My anhanced abilly io sticoeselufy omale a Tavorabie
enbdiegarent Ancouets bor iy Bncreasing snrlenent of more Affillates to
aenalil rom e CenaWize Bevoiuion.

Ay approach ias Doan 10 kean I simnie, | rmako Sws that our product
speals for tsalf and wiiire the system o woeld for me. The effect of
wondsrful product. the encellent tocks provided o my Yeabsits and the
urmatched dynamic teem in Cusiomar Service, Complisnce and the
dyriarmic tearm of the passonete consumes-frisndly g lire Fene comiined
It basgin the suceassiul foumey of renstonming my mighey circle of infuerce
inde & hiligs success ol Hoalthy Wealn, That & vy my SUCSa%s cannol be
attributed to me aslone - # s rightly the resull of the best produ, the best
ayatent, and the bast s in e Dinsct Sates Induskng,

The sucesas we g recording today inGensiWize must be Aghtly sttnbutbed
1o ur faureders & God's Inspiation for their seentific brealiiwough am
tha timing for us in be the standand bearers of tha tranatormation o the
Haalthy Wiaalih that Genaitizs brirgs to the Ward.

Whare do | go from here with s mighty coposunity? Sky is the limit.

| now feed rong than twenty years younger and hawe begun living my
drams. | now fesl, 1hs & ihe tma 1o bulld a legacy bor my grand ehitdmen
T COMUNITY, MY 1D, My DouAtey and e word to remem e me &8

one of those ploneer Affiliates who halped I change the word through

trre opporiunity provided by the JenelVize Life Sciences, Tha way, | have
paved the way for a haalthy wealthy Fle, whils helpeng to assure that Hive on
many yaars in hesith and weiness,

Chief Mlexander Taku Fuasonganyi

Exhibit G GNLK003449
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Key Skin Aging Genes
and Proprietary Blend

Ui i edlert it B Ky Ao ssessenial (een
i b R b ok ] Ly IR
ciflamnoss in DA, called Bk Ps (pornaed "anice,

LifeMap v DMA Skin Repair Serum

Historic Evolution in Skin Care
Genetically Customized Skin Care Made Exciusivety for You.

O, ez s b il Ty
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v ol s e | 10 i Ll i 1 et
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DECISION AND ORDER

The Federal Trade Commission (“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 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 the respondent with violation of the
Federal Trade Commission Act, 15 U.S.C. § 45 et seq.; and

The respondent, its attorney, and counsel for the Commission
having thereafter executed an agreement containing a consent
order (“consent agreement”), which includes: a statement by the
respondent that it neither admits nor denies any of the allegations
in the draft complaint, except as specifically stated in the consent
agreement, and only for purposes of this action, admits the facts
necessary to establish jurisdiction; 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 Federal Trade Commission Act, and that a
complaint should issue stating its charges in that respect, and
having thereupon 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 comments filed
thereafter by interested persons pursuant to Commission Rule
2.34, 16 C.F.R. 8 2.34, now in further conformity with the
procedure prescribed in Commission Rule 2.34, the Commission
hereby issues its complaint, makes the following jurisdictional
findings and enters the following order:

1. Respondent GeneLink, Inc. is a Pennsylvania corporation
with its principal office or place of business at 8250
Exchange Drive, Suite 120, Orlando, Florida 32809.

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

DEFINITIONS

For purposes of this order, the following definitions shall

apply:
A

Unless otherwise specified, “respondent” means
GeneLink, Inc., a corporation, also doing business as
GeneLink Biosciences, Inc., its successors and assigns,
and its officers, agents, representatives, and
employees.

“Commerce” means as defined in Section 4 of the
Federal Trade Commission Act (“FTC Act”), 15
U.S.C. §44.

“Covered Product” means any drug, food, or cosmetic
that is: (a) customized or personalized for a consumer
based on that consumer’s DNA or SNP (single
nucleotide polymorphism) assessment, including, but
not limited to, LifeMap ME DNA Customized
Nutritional ~ Supplements, GeneWize Nutritional
Supplements, LifeMap ME DNA Customized Skin
Repair Serum, and GeneWize Customized Skin Repair
Serum; or (b) promoted to modulate the effect of
genes.

“Covered Assessment” means any genetic test or
assessment, including, but not limited to, the Healthy
Aging Assessment and LifeMap Healthy Aging
Assessment.

“Essentially Equivalent Product” means a product that
contains the identical ingredients, except for inactive
ingredients (e.g., binders, colors, fillers, excipients), in
the same form and dosage, and with the same route of
administration (e.g., orally, sublingually), as the
Covered Product; provided that the Covered Product
may contain additional ingredients if reliable scientific
evidence generally accepted by experts in the field
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demonstrates that the amount and combination of
additional ingredients is unlikely to impede or inhibit
the effectiveness of the ingredients in the Essentially
Equivalent Product.

“Drug” means as defined in Section 15(c) of the FTC
Act, 15 U.S.C. § 55(c).

“Food” means as defined in Section 15(b) of the FTC
Act, 15 U.S.C. 8§ 55(b).

“Cosmetic” means as defined in Section 15(e) of the
FTC Act, 15 U.S.C. § 55(e).

“Adequate and well-controlled human clinical study”
means a human clinical study that: is randomized and
adequately controlled; utilizes valid end points
generally recognized by experts in the relevant disease
field; vyields statistically significant between-group
results; and is conducted by persons qualified by
training and experience to conduct such a study. Such
study shall be double-blind and placebo-controlled;
provided, however, that, any study of a conventional
food need not be placebo-controlled or double-blind if
placebo control or blinding cannot be effectively
implemented given the nature of the intervention. For
the purposes of this proviso, “conventional food” does
not include any dietary supplement, any customized or
personalized product based on a consumer’s DNA or
SNP assessment, or any product promoted to modulate
the effect of genes. Respondent shall have the burden
of proving that placebo-control or blinding cannot be
effectively implemented.

“Endorsement” means as defined in the Commission’s
Guides Concerning the Use of Endorsements and
Testimonials in Advertising, 16 C.F.R. § 255.0.

“Licensee” means a person or entity, including a
sublicensee, with whom respondent or its licensee has
a business agreement.
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“Affiliate” means any person or entity who
participates in an Affiliate Program.

“Affiliate Program” means any arrangement whereby
any person or entity: (a) provides respondent with, or
refers to respondent, potential or actual customers; or
(b) otherwise markets, advertises, or offers for sale any
product or service on behalf of respondent.

“Personal Information” shall mean individually
identifiable information from or about an individual
consumer, including, but not limited to: (a) a first and
last name; (b) a home or other physical address,
including street name and name of city or town; (c) an
email address or other online contact information, such
as an instant messaging user identifier or a screen
name; (d) a telephone number; (e) a Social Security
number; (f) a bank account, debit card, or credit card
account number; (g) a persistent identifier, such as a
customer number held in a “cookie” or processor serial
number; or (h) clinical laboratory testing information,
including test results.  For the purpose of this
provision, a “consumer” shall mean any person,
including, but not limited to, any user of respondent’s
services, any employee of respondent, or any
individual seeking to become an employee, where
“employee” shall mean an agent, servant, salesperson,
associate, independent contractor, or other person
directly or indirectly under the control of respondent.

The term “including” in this order means “without
limitation.”

The terms “and” and “or” in this order shall be
construed conjunctively or disjunctively as necessary,
to make the applicable phrase or sentence inclusive
rather than exclusive.
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IT IS ORDERED that respondent, directly or through any
corporation, partnership, subsidiary, division, licensee, affiliate,
trade name, or other device, in connection with the
manufacturing, labeling, advertising, promotion, offering for sale,
sale, or distribution of any Covered Product, in or affecting
commerce, shall not make any representation, in any manner,
expressly or by implication, including through the use of a
product name, endorsement, depiction, illustration, trademark, or
trade name, that such product is effective in the diagnosis, cure,
mitigation, treatment, or prevention of any disease, including, but
not limited to, any representation that the product will treat,
prevent, mitigate, or reduce the risk of diabetes, heart disease,
arthritis, or insomnia, unless the representation is non-misleading
and, at the time the representation is made, respondent possesses
and relies upon competent and reliable scientific evidence that
substantiates that the representation is true. For purposes of this
Part I, “competent and reliable scientific evidence” shall consist
of at least two adequate and well-controlled human clinical
studies of the Covered Product, or of an Essentially Equivalent
Product, conducted by different researchers, independently of
each other, that conform to acceptable designs and protocols and
whose results, when considered in light of the entire body of
relevant and reliable scientific evidence, are sufficient to
substantiate that the representation is true; provided that, if the
respondent represents that such product is effective in the
diagnosis, cure, mitigation, treatment, prevention, or the reduction
of risk of disease for persons with a particular genetic variation or
single nucleotide polymorphism (“SNP”), then studies required
under this Part I shall be conducted on human subjects with such
genetic variation or SNP. Respondent shall have the burden of
proving that a product satisfies the definition of an Essentially
Equivalent Product.

IT IS FURTHER ORDERED that respondent, directly or
through any corporation, partnership, subsidiary, division,
licensee, affiliate, trade name, or other device, in connection with
the manufacturing, labeling, advertising, promotion, offering for
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sale, sale, or distribution of any Covered Product or any Covered
Assessment, in or affecting commerce, shall not make any
representation, in any manner, expressly or by implication,
including through the use of a product name, endorsement,
depiction, or illustration, other than representations covered under
Part | of this order, about the health benefits, performance, or
efficacy of any Covered Product or any Covered Assessment,
unless the representation is non-misleading, and, at the time of
making such representation, respondent possesses and relies upon
competent and reliable scientific evidence that is sufficient in
quality and quantity based on standards generally accepted in the
relevant scientific fields, when considered in light of the entire
body of relevant and reliable scientific evidence, to substantiate
that the representation is true. For purposes of this Part II,
competent and reliable scientific evidence means tests, analyses,
research, or studies that have been conducted and evaluated in an
objective manner by qualified persons and are generally accepted
in the profession to yield accurate and reliable results.

IT IS FURTHER ORDERED that respondent, directly or
through any corporation, partnership, subsidiary, division,
licensee, affiliate, trade name, or other device, in connection with
the manufacturing, labeling, advertising, promotion, offering for
sale, sale, or distribution of any Covered Product or any Covered
Assessment, in or affecting commerce, shall not misrepresent, in
any manner, directly or indirectly, expressly or by implication,
including through the use of endorsements:

A. The existence, contents, validity, results, or
conclusions of any test, study, or research; or

B. That the benefits of any Covered Product or Covered
Assessment are scientifically proven.



1292 FEDERAL TRADE COMMISSION DECISIONS
VOLUME 157

Decision and Order

V.
IT ISFURTHER ORDERED that:

A Nothing in Parts | through Il of this order shall
prohibit respondent 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 or
permitted under Sections 303-304 of the Food and
Drug Administration Modernization Act of 1997; and

B. Nothing in Parts | through Il of this order shall
prohibit respondent 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 any new drug
application approved by the Food and Drug
Administration.

V.

IT IS FURTHER ORDERED that respondent, directly or
through any corporation, partnership, subsidiary, division,
licensee, affiliate, trade name, or other device, in connection with
the manufacturing, labeling, advertising, promotion, offering for
sale, sale, or distribution of any Covered Product or any Covered
Assessment, in or affecting commerce, shall not provide to any
person or entity the means and instrumentalities with which to
make, directly or by implication, any representations prohibited
by Parts | through Ill of this order. For purposes of this Part,
“means and instrumentalities” shall mean any information,
document, or article referring or relating to any Covered Product
or any Covered Assessment, including, but not limited to, any
advertising, labeling, promotional, or purported substantiation
materials, for use by licensees or affiliates in their marketing of
any Covered Product or any Covered Assessment in or affecting
commerce.
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VI.

IT IS FURTHER ORDERED that respondent, directly or
through any corporation, partnership, subsidiary, division, trade
name, or other device, in connection with the manufacturing,
advertising, labeling, promotion, offering for sale, sale, or
distribution of any product or service, in or affecting commerce,
shall take steps sufficient to ensure compliance with Parts |
through 11 of this order. Such steps shall include, at a minimum:

A.

Establishing, implementing, and thereafter maintaining
a system to monitor and review its affiliates’
representations and disclosures to ensure compliance
with Parts | through 111 of this order. The system shall
be implemented as follows:

1. No later than thirty (30) days after the date of

service of this order, and, on a semi-annual basis
thereafter, respondent shall determine those
affiliates that generate the most sales for
respondent.  For respondent’s top fifty (50)
revenue-generating affiliates, respondent shall:

a. Monitor and review each affiliate’s web sites
on at least a monthly basis at times not
disclosed in advance to its affiliates and in a
manner reasonably calculated not to disclose
the source of the monitoring activity at the time
it is being conducted; and

b. Conduct online monitoring and review of the
Internet on at least a monthly basis, including,
but not limited to, social networks such as
Facebook, microsites such as Twitter, and
video sites such as YouTube, for any
representations by such affiliates.

. For the remainder of respondent’s affiliates, no

later than thirty (30) days after the date of service
of this order, and, on a semi-annual basis
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thereafter, respondent shall select a random sample
of fifty (50) affiliates. Respondent shall:

a. Monitor and review each of these randomly
selected affiliates” web sites on at least a
monthly basis at times not disclosed in advance
to its affiliates and in a manner reasonably
calculated not to disclose the source of the
monitoring activity at the time it is being
conducted; and

b. Conduct online monitoring and review of the
Internet on at least a monthly basis, including,
but not limited to, social networks such as
Facebook, microsites such as Twitter, and
video sites such as YouTube, for any
representations by such affiliates.

B. Within seven (7) days of reasonably concluding that an
affiliate has made representations that the affiliate
knew or should have known violated Parts I, 11, or 11
of this order, respondent shall terminate the affiliate
from any affiliate program and cease payment to the
affiliate; provided, however, that nothing in this
subpart shall prevent respondent from honoring
respondent’s payment obligation to an affiliate
pursuant to a contract executed by the affiliate and
respondent prior to the date of service of the order; and

C. Creating, and thereafter, maintaining, and within
fourteen (14) days of receipt of a written request from
a representative of the Federal Trade Commission,
making available for inspection and copying, reports
sufficient to show compliance with this Part of the
order.

VII.
IT IS FURTHER ORDERED that respondent, directly or

through any corporation, partnership, subsidiary, division,
licensee, affiliate, trade name, or other device, in connection with
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the manufacturing, advertising, labeling, promotion, offering for
sale, sale, or distribution of any product or service, in or affecting
commerce, shall not misrepresent in any manner, expressly or by
implication, the extent to which it maintains and protects the
privacy, confidentiality, security, or integrity of Personal
Information collected from or about consumers.

VIII.

IT IS FURTHER ORDERED that respondent, directly or
through any corporation, partnership, subsidiary, division, trade
name, or other device, shall, no later than the date of service of
this order, establish and implement, and thereafter maintain, a
comprehensive information security program that is reasonably
designed to protect the security, confidentiality, and integrity of
Personal Information collected from or about consumers. Such
program, the content and implementation of which must be fully
documented in writing, shall contain administrative, technical,
and physical safeguards appropriate to respondent’s size and
complexity, the nature and scope of respondent’s activities, and
the sensitivity of the Personal Information respondent collects
from or about consumers, including:

A. The designation of an employee or employees to
coordinate and be accountable for the information
security program;

B. The identification of material internal and external
risks to the security, confidentiality, and integrity of
Personal Information that could result in the
unauthorized disclosure, misuse, loss, alteration,
destruction, or other compromise of such information,
and assessment of the sufficiency of any safeguards in
place to control these risks. At a minimum, this risk
assessment should include consideration of risks in
each area of relevant operation, including, but not
limited to: (1) employee training and management; (2)
information systems, including network and software
design, information processing, storage, transmission,
and disposal; and (3) prevention, detection, and
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response to attacks, intrusions, or other systems
failures;

C. The design and implementation of reasonable
safeguards to control the risks identified through risk
assessment, and regular testing or monitoring of the
effectiveness of the safeguards’ key controls, systems,
and procedures;

D. The development and use of reasonable steps to select
and retain service providers capable of appropriately
safeguarding Personal Information received from
respondent, and requiring service providers by contract
to implement and maintain appropriate safeguards; and

E. The evaluation and adjustment of respondent’s
information security program in light of the results of
the testing and monitoring required by subpart C, any
material changes to respondent’s operations or
business arrangements, or any other circumstances that
respondent knows or has reason to know may have a
material impact on the effectiveness of its information
security program.

IX.

IT IS FURTHER ORDERED that, in connection with its
compliance with Part VIII of this order, respondent shall obtain
initial and biennial assessments and reports (““Assessments”) from
a qualified, objective, independent third-party professional who
uses procedures and standards generally accepted in the
profession. Professionals qualified to prepare such assessments
shall be: a person qualified as a Certified Information System
Security Professional (CISSP) or as a Certified Information
Systems Auditor (CISA); a person holding Global Information
Assurance Certification (GIAC) from the SysAdmin, Audit,
Network, Security (SANS) Institute; or a qualified person or
organization approved by the Associate Director for Enforcement,
Bureau of Consumer Protection, Federal Trade Commission,
Washington, D.C. 20580. The reporting period for the
Assessments shall cover: (1) the first one hundred and eighty
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(180) days after service of the order for the initial Assessment,
and (2) each two (2) year period thereafter for twenty (20) years
after service of the order for the biennial Assessments. Each
Assessment shall:

A Set forth the specific administrative, technical, and
physical safeguards that respondent has implemented
and maintained during the reporting period;

B. Explain how such safeguards are appropriate to
respondent’s size and complexity, the nature and scope
of its activities, and the sensitivity of the Personal
Information collected from or about consumers;

C. Explain how the safeguards that have been
implemented meet or exceed the protections required
by Part V111 of this order; and

D. Certify that respondent’s security program is operating
with sufficient effectiveness to provide reasonable
assurance that the security, confidentiality, and
integrity of Personal Information is protected and has
so operated throughout the reporting period.

Each Assessment shall be prepared and completed within sixty
(60) days after the end of the reporting period to which the
Assessment applies. The respondent shall provide its initial
Assessment to the Associate Director for Enforcement, Bureau of
Consumer Protection, Federal Trade Commission, Washington,
D.C. 20580, within ten (10) days after the Assessment has been
completed. All subsequent biennial Assessments shall be retained
by respondent until the order is terminated and provided to the
Associate Director for Enforcement within ten (10) days of
request. Unless otherwise directed by a representative of the
Commission in writing, the initial Assessment, and any
subsequent Assessments requested, shall be sent by overnight
courier (not the U.S. Postal Service) to: Associate Director for
Enforcement, Bureau of Consumer Protection, Federal Trade
Commission, 600 Pennsylvania Avenue NW, Washington, D.C.
20580. The subject line must begin: In the Matter of GeneLink,
Inc., FTC File No. 112 3095. Provided, however, that in lieu of
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overnight courier, notices may be sent by first-class mail, but only
if an electronic version of any such notice is contemporaneously
sent to the Commission at Debrief@ftc.gov.

X.

IT IS FURTHER ORDERED that respondent GeneLink,
Inc., and its successors and assigns, shall deliver a copy of this
order to all current and future principals, officers, directors,
Scientific Advisory Board members, and licensees, and to
employees having managerial 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. Respondent GeneL.ink, Inc., and its successors and assigns,
shall deliver this order to current personnel within thirty (30) days
after the date of service of this order, and to future personnel
within thirty (30) days after the person assumes such position or
responsibilities.

XI.

IT IS FURTHER ORDERED that respondent GeneLink,
Inc., and its successors and assigns, shall maintain and, upon
request, make available to a representative to the Commission for
inspection and copying:

A. For a period of three (3) years after the date of
preparation of each Assessment required under Part 1X
of this order, all materials relied upon to prepare the
Assessment, whether prepared by or on behalf of
respondent, including, but not limited to, all plans,
reports, studies, reviews, audits, audit trails, policies,
training materials, and assessments, and any other
materials relating to respondent’s compliance with
Parts VIII and IX of this order, for the compliance
period covered by such Assessment;

B. Unless covered by Part XI.A, for a period of five (5)
years after the last date of dissemination of any
representation covered by this order, maintain and
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upon reasonable notice make available to the
Commission for inspection and copying:

1. All advertisements and promotional materials
containing the representation, including, but not
limited to, all marketing and training materials
distributed to licensees and affiliates;

2. All materials that were relied wupon in
disseminating the representation; and

3. All tests, reports, studies, surveys, demonstrations,
or other evidence in that respondent’s 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.

XIl.

IT IS FURTHER ORDERED that respondent GeneLink,
Inc., 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, 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 GeneL.ink, Inc., and its successors and assigns,
learns less than thirty (30) days prior to the date such action is to
take place, respondent GeneLink, Inc., and its successors and
assigns, shall notify the Commission as soon as is practicable
after obtaining such knowledge. Unless otherwise directed by a
representative of the Commission in writing, all notices required
by this Part shall be emailed to Debrief@ftc.gov or sent by
overnight courier (not the U.S. Postal Service) to: Associate
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Director for Enforcement, Bureau of Consumer Protection,
Federal Trade Commission, 600 Pennsylvania Avenue NW,
Washington, D.C. 20580. The subject line must begin: In the
Matter of GeneLink, Inc., FTC File No. 112 3095.

XIL.

IT IS FURTHER ORDERED that respondent GeneLink,
Inc., and its successors and assigns, within sixty (60) days after
service of this order, shall file with the Commission a true and
accurate report, in writing, setting forth in detail the manner and
form of its own compliance with this order. Within ten (10) days
of receipt of written notice from a representative of the
Commission, it shall submit additional true and accurate written
reports.

XIV.

This order will terminate on May 8, 2034, or twenty (20)
years from the most recent date that the United States or the
Federal Trade Commission files a complaint (with or without an
accompanying consent decree) in federal court alleging any
violation of the order, whichever comes later; provided, however,
that the filing of such a complaint will not affect the duration of:

A. Any Part in this order that terminates in less than
twenty (20) years;
B. This order’s application to any respondent that is not

named as a defendant in such complaint; and

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

Provided, further, that if such complaint is dismissed or a federal
court rules that 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
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later of the deadline for appealing such dismissal or ruling and
the date such dismissal or ruling is upheld on appeal.

By the Commission, Commissioner Ohlhausen dissenting, and
Commissioner McSweeny not participating.

ANALYSIS OF CONSENT ORDER TO AID PUBLIC
COMMENT

The Federal Trade Commission (“FTC” or “Commission”)
has accepted, subject to final approval, an agreement containing a
consent order from GeneLink, Inc., also doing business as
GeneLink Biosciences, Inc. (“GeneLink™). 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 the advertising and promotion of
purported genetically customized nutritional supplements and skin
repair serum products, which GeneLink and its co-respondent and
former subsidiary, foru™ International Corporation, formerly
known as GeneWize Life Sciences, Inc. (“foru™"), sold through
a multi-level marketing (“MLM”) network. According to the
FTC complaint, GeneLink and foru™ represented that genetic
disadvantages identified through the companies’ DNA
assessments are scientifically proven to be mitigated by or
compensated for with the companies’ nutritional supplements.
The complaint alleges that this claim is false and thus violates the
FTC Act. The FTC complaint also charges that the companies
represented that these custom-blended nutritional supplements:
(1) effectively compensate for genetic disadvantages identified by
respondents’ DNA assessments, thereby reducing an individual’s
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risk of impaired health or illness, and (2) treat or mitigate
diabetes, heart disease, arthritis, and insomnia. The complaint
alleges that these claims are unsubstantiated and thus violate the
FTC Act.

With regard to the purported genetically customized skin
repair serum products, the FTC complaint charges that the
companies represented that the products are scientifically proven
to reduce the appearance of wrinkles and improve skin firmness;
and enhance or diminish aging predispositions, including collagen
breakdown, sun damage, and oxidative stress. The complaint
alleges that these claims are false and thus violate the FTC Act.

Additionally, the complaint alleges that the companies
provided advertisements and promotional materials to their MLM
affiliates for use in the marketing and sale of their genetically
customized nutritional supplements and skin repair serum
products. The complaint alleges that the companies thereby
provided their affiliates with means and instrumentalities to
further the deceptive and misleading acts and practices at issue.

Finally, the FTC complaint alleges that the companies’ acts
and practices related to data security were unfair and deceptive.
The companies collected personal information, including names,
addresses, email addresses, telephone numbers, dates of birth,
Social Security numbers, bank account numbers, credit card
account numbers, and genetic information. They represented to
consumers that they implemented reasonable and appropriate
measures to secure consumers’ personal information. The
complaint alleges the companies failed to provide reasonable and
appropriate security for consumers’ personal information.
According to the complaint, among other things, the companies:

(1) Failed to implement reasonable policies and procedures to
protect the security of consumers’ personal information
collected and maintained by respondents;

(2) Failed to require by contract that service providers
implement and maintain appropriate safeguards for
consumers’ personal information;
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(3) Failed to provide reasonable oversight of service
providers, for instance by requiring that service providers
implement simple, low-cost, and readily available
defenses to protect consumers’ personal information;

(4) Created unnecessary risks to personal information by: (a)
maintaining consumers’ personal information in clear text;
(b) providing respondents’ employees, regardless of
business need, with access to consumers’ complete
personal information; (c) providing service providers with
access to consumers’ complete personal information,
rather than, for example, to fictitious data sets, to develop
new applications; (d) failing to perform assessments to
identify reasonably foreseeable risks to the security,
integrity, and confidentiality of consumers’ personal
information on respondents’ network; and (e) providing a
service provider that needed only certain categories of
information for its business purposes with access to
consumers’ complete personal information; and

(5) Did not use readily available security measures to limit
wireless access to their network.

The complaint further alleges respondents’ failure to provide
reasonable oversight of service providers and respondents’ failure
to limit employees’ access to consumers’ personal information
resulted in a vulnerability that, until respondents were alerted by
an affiliate, provided that affiliate with the ability to access the
personal information of every foru™ customer and affiliate in
respondents’ customer relationship management database. The
personal information that could have been accessed included
consumers’ names, addresses, email addresses, telephone
numbers, dates of birth, and Social Security numbers. The
complaint alleges that respondents’ practices were likely to cause
substantial injury to consumers, were not reasonably avoidable by
consumers, and were not outweighed by countervailing benefits to
consumers or competition.

The proposed consent order contains provisions designed to
prevent GeneLink from engaging in similar acts or practices in the
future. The order covers representations made in connection with



1304 FEDERAL TRADE COMMISSION DECISIONS
VOLUME 157

Analysis to Aid Public Comment

the manufacturing, labeling, advertising, promotion, offering for
sale, sale, or distribution of any Covered Product, in or affecting
commerce. First, the order defines Covered Product as any drug,
food, or cosmetic that is: (a) customized or personalized for a
consumer based on that consumer’s DNA or other genetic
assessment, including, but not limited to, the nutritional
supplement and skin repair serum products at issue; or (b)
promoted to modulate the effect of genes. Second, it defines
Essentially Equivalent Product to mean a product that contains the
identical ingredients, except for inactives, in the same form,
dosage, and route of administration as the Covered Product;
provided that the Covered Product may contain additional
ingredients if reliable scientific evidence generally accepted by
experts in the field demonstrates that the amount and combination
of additional ingredients is unlikely to impede or inhibit the
effectiveness of the ingredients in the Essentially Equivalent
Product. Third, it defines adequate and well-controlled human
clinical study to mean a human clinical study that is randomized
and adequately controlled; utilizes valid end points generally
recognized by experts in the relevant disease field; vyields
statistically significant between-group results; and is conducted
by persons qualified by training and experience to conduct such a
study. This definition requires that the study be double-blind and
placebo-controlled; however, this definition provides an exception
for any study of a conventional food if the respondent can
demonstrate that placebo control or blinding cannot be effectively
implemented given the nature of the intervention. Fourth, it
defines Covered Assessment as any genetic test or assessment,
including but not limited to, the companies’ current DNA
assessments. Finally, the order defines Licensee as a person or
entity, including a sublicensee (e.g., foru™) with whom
respondent or its licensee has a business agreement. With respect
to information security, the proposed order closely follows the
Commission’s previous data security orders.

Part | of the consent order is designed to address GeneLink’s
specific claims about diseases and serious health conditions by
prohibiting the company from making any representation that any
Covered Product is effective in the diagnosis, cure, mitigation,
treatment, or prevention of any disease, including any
representation that such product will treat, prevent, mitigate, or
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reduce the risk of diabetes, heart disease, arthritis, or insomnia,
unless such representation is non-misleading and, at the time the
representation is made, GeneLink possesses and relies upon
competent and reliable scientific evidence, at least two adequate
and well-controlled human clinical studies of the Covered
Product, or of an Essentially Equivalent Product, conducted by
different researchers, independently of each other, that conform to
acceptable designs and protocols and whose results, when
considered in light of the entire body of relevant and reliable
scientific evidence, are sufficient to substantiate that the
representation is true.  Further, claims that a Covered Product
effectively treats or prevents a disease in persons with a particular
genetic variation, must be conducted on subjects with that genetic
variation because persons with the particular genetic variation
may respond differently to the Covered Product than do persons
without the variation. The substantiation standard imposed under
this Part is reasonably necessary to ensure that any future claims
about diseases and serious health conditions made by the named
respondents are not deceptive; this standard does not necessarily
apply to firms not under order.

Part 11 of the consent order prohibits GeneLink from making
any representation about the health benefits, performance, or
efficacy of any Covered Product or any Covered Assessment,
unless the representation is non-misleading, and proposed
respondents rely on competent and reliable scientific evidence
that is sufficient in quality and quantity based on standards
generally accepted in the relevant scientific fields, when
considered in light of the entire body of relevant and reliable
scientific evidence, to substantiate that the claim is true.

Part 11l of the consent order addresses claims regarding
scientific research. It prohibits GeneLink, with regard to any
Covered Product or any Covered Assessment, from
misrepresenting the existence, contents, validity, results, or
conclusions of any test, study, or research. This Part also
prohibits GeneLink from representing that the benefits of any
Covered Product or any Covered Assessment are scientifically
proven.
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Part 1V of the consent order provides that nothing in the order
shall prohibit GeneLink from making any representation for any
product that is specifically permitted in labeling for such product
by regulations promulgated by the FDA pursuant to the Nutrition
Labeling and Education Act of 1990, or that is permitted under
sections 303-304 of the Food and Drug Administration
Modernization Act of 1997, which, under certain circumstances,
permit claims about health and nutrient content as long as those
claims are based on current, published, authoritative statements
from certain federal scientific bodies (e.g., National Institutes of
Health, Centers for Disease Control) or from the National
Academy of Sciences.

Part V of the consent order prohibits GeneLink from
providing any person or entity with means and instrumentalities
that contain any representations prohibited under Parts | through
[11 of the order.

Part VI of the consent order requires GeneLink to establish,
implement, and maintain a program to monitor its affiliates’
compliance with Parts | through 11l of the proposed order. In
particular, for GeneLink’s top 50 revenue-generating affiliates, on
at least a monthly basis, the company must monitor and review
such affiliates’ websites and also conduct online monitoring and
review of the Internet for any representations by such affiliates.
This Part also requires GeneLink to terminate and withhold
payment from an affiliate within seven days of reasonably
concluding that the affiliate made representations that the affiliate
knew or should have known violated Parts I, 11, or 111 of the order.
Finally, this Part requires GeneL.ink to create, maintain, and make
available to FTC representatives within 14 days of receipt of a
written request, reports sufficient to show compliance with this
Part.

Part VII of the consent order prohibits GeneLink from
misrepresenting the extent to which they maintain and protect the
privacy, confidentiality, security, or integrity of any personal
information collected from or about consumers.

Part VIII of the consent order requires GeneLink to establish
and maintain a comprehensive information security program that
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is reasonably designed to protect the security, confidentiality, and
integrity of personal information collected from or about
consumers. The security program must contain administrative,
technical, and physical safeguards appropriate to GeneLink’s size
and complexity, nature and scope of its activities, and the
sensitivity of the information collected from or about consumers.
Specifically, the proposed order requires GeneL.ink to:

e designate an employee or employees to coordinate and
be accountable for the information security program;

e identify material internal and external risks to the
security, confidentiality, and integrity of personal
information that could result in the unauthorized
disclosure, misuse, loss, alteration, destruction, or
other compromise of such information, and assess the
sufficiency of any safeguards in place to control these
risks;

e design and implement reasonable safeguards to control
the risks identified through risk assessment, and
regularly test or monitor the effectiveness of the
safeguards’ key controls, systems, and procedures;

e develop and use reasonable steps to select and retain
service  providers capable of appropriately
safeguarding personal information they receive from
GeneLink, and require service providers by contract to
implement and maintain appropriate safeguards; and

e evaluate and adjust its information security program in
light of the results of testing and monitoring, any
material changes to operations or business
arrangement, or any other circumstances that it knows
or has reason to know may have a material impact on
its information security program.

Part I1X of the consent order requires GeneLink to obtain
biennial independent assessments of their security programs for
20 years.
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Part X of the consent order requires dissemination of the
order to officers, to Scientific Advisory Board members, to
licensees, and to employees having managerial responsibilities
with respect to the subject matter of the order.

Part XI of the consent order requires GeneLink to keep, for a
prescribed period, copies of all materials relied upon to prepare
the assessment and any other materials relating to GeneLink’s
compliance with Parts VIII and IX, as well as relevant
advertisements and promotional materials, including marketing
and training materials distributed to licensees and affiliates.

Parts XII and X111 of the consent order require GeneLink to
notify the Commission of changes in corporate structure that
might affect compliance obligations under the order, and to file
compliance reports. Part XIV provides that the order will
terminate after twenty (20) years, with certain exceptions.

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
their terms in any way.

Statement of Chairwoman Edith Ramirez
and Commissioner Julie Brill

We write to explain our support for the remedy imposed
against respondents GeneLink, Inc. and foru International
Corporation, which we believe to be amply supported by the
relevant facts. In this, as in all of the Commission’s advertising
actions alleging deceptive health claims, the Commission has
called for, as proposed relief, a level of substantiation that is
grounded in concrete scientific evidence and reasonably tailored
to ensure that the conduct giving rise to the violation ceases and
does not recur, among other important remedial goals. In our
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view, the remedy adopted here accomplishes just that, without
imposing undue costs on marketers or consumers more generally.

Respondents market and sell genetically customized
nutritional supplements and topical skin products. As described
in the complaint, this enforcement action stems from claims
made by respondents in promotional materials and through
testimonials that their products compensate for consumers’
“genetic disadvantages” and cure or treat serious conditions such
as diabetes, heart disease, and arthritis. In a newsletter, for
example, respondents represented their products had cured “a
serious diabetic and cardiac patient,” and an affiliate’s website
stated that the products produced “improvements in everything
from blood pressure to eczema to hormonal issues to arthritis.”?
The Commission alleges that respondents lacked adequate
substantiation for these claims and that they falsely represented
that the products’ benefits were scientifically proven.

Disease treatment claims such as these require a rigorous
level of substantiation. Based on evidence from genetics and
nutritional genomics experts, the Commission has reason to
believe that well-controlled human clinical trials (referred to here
as “randomized controlled trials” or “RCTs”) are needed to
substantiate respondents’ claims and that the studies relied on by
respondents to back up their claims fall far short of this evidence.
Because respondents lacked even one valid RCT for their
products, it was unnecessary for the Commission to decide, for
purposes of assessing liability, the precise number of RCTs
needed to substantiate their claims.

In fashioning an appropriate remedy, however, we are
requiring that respondents have at least two RCTs before making
disease prevention, treatment, and diagnosis claims. We have
the discretion to issue orders containing “fencing-in” provisions
— “provisions . . . that are broader than the conduct that is
declared unlawful.” Telebrands Corp. v. FTC, 457 F.3d 354,
357 n.5 (4th Cir. 2006) (citation and internal quotation marks
omitted). Here, we believe that the two-RCT mandate is
appropriate and reasonably crafted to prevent the recurrence of

L Compl. Exs. G and H.
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respondents’ alleged unlawful conduct. This requirement
conforms to well-recognized scientific principles favoring
replication of study results to establish a causal relationship
between exposure to a substance and a health outcome. See, e.g.,
Thompson Med. Co., 104 F.T.C. 648, 720-21, 825 (1984)
(requiring two RCTs to support claims of arthritis pain relief and
thereby affirming determination that “[r]eplication is necessary
because there is a potential for systematic bias and random error
in any clinical trial”), aff’d, 791 F.2d 189 (D.C. Cir. 1986).% It
also provides clear rules for respondents, facilitating the setting
of future research and marketing agendas, and preserves law
enforcement resources by minimizing future argument over the
quantity and quality of substantiation needed for the most serious
health claims about respondents’ products. Moreover, the
deceptive claims alleged in the complaint are the type of
significant violations of law for which fencing-in relief is more
than justified as an additional safeguard against potential
recidivism. See, e.g., id.at 834 (ruling that deceptive health
claims about topical analgesic for arthritis pain warranted
fencing-in, and noting that the seriousness of the violations was
“affected by the fact that consumers could not readily judge the
truth or falsity of the claims™).

While not taking issue with respondents’ liability as alleged
in the Commission’s complaint, Commissioner Ohlhausen
objects to the Commission’s decision to require, as a remedial
matter, that respondents have at least two RCTs before
representing that their genetic products can cure, treat, diagnose,
or prevent a disease. In addition to arguing that the two-RCT
requirement is “unduly high,” Commissioner Ohlhausen
expresses concern that these and other recent Commission orders
may lead advertisers in general to believe that they too must
invariably have two RCTs to substantiate health and disease
claims for a variety of products, leading them to forgo otherwise

2 See also GEOFFREY MARCZYK ET AL., ESSENTIALS OF RESEARCH DESIGN AND
METHODOLOGY 15-16 (2005) (“The importance of replication in research
cannot be overstated. Replication serves several integral purposes, including
establishing the reliability (i.e., consistency) of the research study’s findings
and determining . . . whether the results of the original study are generalizable
to other groups of research participants.”).



GENELINK, INC. 1311

Concurring Statement

adequately substantiated claims and depriving consumers of
potentially useful information.®> We respectfully disagree.

There is nothing in our action today that amounts to the
imposition of a “de facto two-RCT standard on health- and
disease-related claims.” In this and other recent enforcement
actions, the Commission has consistently adhered to its
longstanding view that the proper level of substantiation for
establishing liability is a case-specific factual determination as to
what constitutes competent and reliable scientific evidence for
the advertising claims at issue.®> The same fact-specific approach
has guided the Commission’s remedial standards. Recent
Commission consent orders concerning different types of health
claims have variously required two RCTs,® one RCT,” or more

3 Statement of Commissioner Maureen K. Ohlhausen, Dissenting in Part and
Concurring in Part [hereinafter Ohlhausen Statement] at 1. In her Statement,
Commissioner Ohlhausen also references various weight-loss related
enforcement actions announced today by the Commission, including FTC v.
Sensa Products, LLC. Her objections, however, center on the remedy imposed
in this matter.

4 Ohlhausen Statement at 3.

> See, e.g., Bristol Meyers Co., 102 F.T.C. 21, 332-38 (1983), aff'd, 738 F.2d
554 (2d Cir. 1984); FTC, DIETARY SUPPLEMENTS: AN ADVERTISING GUIDE
FOR INDUSTRY 10 (Apr. 2001) [hereinafter DIETARY SUPPLEMENTS
ADVERTISING GUIDE] (“When no specific claim about the level of support is
made, the evidence needed depends on the nature of the claim. A guiding
principle for determining the amount and type of evidence that will be
sufficient is what experts in the relevant area of study would generally consider
to be adequate.”).

6 See, e.g., FTC v. Skechers U.S.A., Inc., No. 1:12-cv-01214-JG (N.D. Ohio
July 12, 2012) (prohibiting, as a remedial matter, weight loss claims without
two RCTs); FTC v. Labra, No. 11 C 2485 (N.D. Ill. Jan. 11, 2012) (same);
FTC v. lovate Health Scis.USA, Inc., No. 10-CV-587 (W.D.N.Y. July 29, 2010)
(same); Nestlé Healthcare Nutrition, Inc., 151 F.T.C. 1 (2011) (requiring two
RCTs for claims that any probiotic drink or certain nutritionally complete
drinks reduce the duration of acute diarrhea in children or absences from
daycare or school due to illness).

7 See, e.g., FTC v. Skechers U.S.A., Inc., No. 1:12-cv-01214-JG (N.D. Ohio
July 12, 2012) (prohibiting muscle strengthening claims for any footwear
product without one RCT); FTC v. Reebok Int’l Ltd., No. 1:11-cv-02046-DCN
(N.D. Ohio Sept. 29, 2011) (same).
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generally defined “competent and reliable scientific evidence.”®
Against this backdrop, we are not persuaded that by requiring
two RCTs as a remedial matter here, the Commission will create
a misperception among advertisers about the substantiation
standards that govern liability for deceptive advertising.®
However, to the extent other marketers look to our orders for
signals as to the type of backing required for disease treatment
claims, we prefer that they understand that serious claims like
those made by respondents must have hard science behind them.

We also disagree that the proposed remedy will deny
consumers access to useful information about new areas of
science. The value of information naturally depends on its
accuracy.!® As the D.C. Circuit has emphasized, “misleading
advertising does not serve, and, in fact, disserves, th[e] interest”

8 See, e.g., NBTY, Inc., 151 F.T.C. 201 (2011) (requiring marketer of vitamins
to possess “competent and reliable scientific evidence” for any claim about the
health benefits, performance, or efficacy of any product).

® Moreover, as Commissioner Ohlhausen notes, Ohlhausen Statement at 2 n.7,
there may be some instances in which the medical community would not
require RCTs to demonstrate that a substance treats, prevents, or reduces the
risk of a disease. See, e.g., DIETARY SUPPLEMENTS ADVERTISING GUIDE, supra
note 5, at 11 (explaining that an appropriately qualified claim based on
epidemiological evidence would be permitted where “[a] clinical intervention
trial would be very difficult and costly to conduct,” “experts in the field
generally consider epidemiological evidence to be adequate” and there is no
“stronger body of contrary evidence”). But, contrary to Commissioner
Ohlhausen’s contention, the link between folic acid and neural tube birth
defects was substantiated using a combination of RCTs and observational
epidemiological evidence, as indicated by the articles she cites. See, e.g.,
Walter C. Willett, Folic Acid and Neural Tube Defect: Can’t We Come to
Closure?, 82 AM. J. PuB. HEALTH 666, 667 (1992).

1 In some instances, “emerging” scientific evidence has been subsequently
contradicted by further research, leading to consumer confusion and potential
physical and financial harm. See, e.g., Eric A. Klein et al., Vitamin E and the
Risk of Prostate Cancer, The Selenium and Vitamin E Cancer Prevention Trial
(SELECT), 306 J. AM. MED. Ass’N 1549, 1551 (2011) (reporting that a 2008
randomized, placebo-controlled prospective clinical trial of over 35,000 men
contradicted “considerable preclinical and epidemiological evidence that
selenium and vitamin E may reduce prostate cancer risk,” and that follow-up
observational data from 2011 showed a statistically significant increase in
prostate cancer in the vitamin E group over placebo).
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of “consumers and society . . . in the free flow of commercial
information.” FTC v. Brown & Williamson Tobacco Corp., 778
F.2d 35, 43 (D.C. Cir. 1985) (citation and internal quotation
marks omitted). If respondents wish to rely on emerging science,
they can qualify their claims accordingly. Properly qualified
claims are lawful and permissible under our proposed orders.
See Proposed Consent Orders, Part I11.

The fact that the ingredients in respondents’ products are safe
also does not alter our conclusion. Consumers who rely on
respondents’ claims may forgo important diet and lifestyle
changes that are known to reduce the risk of diabetes, heart
disease, or arthritis. Or they may forgo treatments that, unlike
respondents’ products, have been demonstrated to be effective.
In addition, respondents charge a premium, over $100 per month,
for their customized products. Consumers, therefore, may be
deceived both to their medical and economic detriment when a
safe product provides an ineffective treatment. See FTC v. QT,
Inc., 512 F.3d 858, 863 (7th Cir. 2008) (safe but deceptively
advertised treatment “will lead some consumers to avoid
treatments that cost less and do more; the lies will lead others to
pay too much for [treatment] or otherwise interfere with the
matching of remedies to medical conditions”); Pfizer Inc., 81
F.T.C. 23, 62 (1972) (“A consumer should not be compelled to
enter into an economic gamble to determine whether a product
will or will not perform as represented.”). Unsubstantiated
disease claims also harm honest competitors that expend
considerable resources on studies or analyses of the existing
science and conform their advertising claims accordingly.
Allowing companies to rely on “emerging” evidence to support
disease claims merely because the products in question are safe
would risk a ‘“race to the bottom” — the proliferation of
progressively more egregious disease claims, which would harm
both legitimate competitors and consumers in the process.

Finally, Commissioner Ohlhausen argues that requiring the
RCTs to be conducted by different researchers working
independently of each other imposes undue burdens in the
absence of evidence that a defendant has fabricated or interfered
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with a study or its results.! This requirement is an important
safeguard that lessens the likelihood that researcher bias will
affect the outcome of a study and helps ensure that the results are
replicable.?

In short, we believe the relief obtained by the Commission in
this settlement is warranted and strikes the right balance between
the need for accuracy in health-related advertising claims and the
burden placed on respondents.

STATEMENT OF COMMISSIONER MAUREEN K. OHLHAUSEN
DISSENTING IN PART AND CONCURRING IN PART

I strongly support the Commission’s enforcement efforts
against false and misleading advertisements and therefore have
voted in favor of the consent agreements with Sensa Products,
LLC; HCG Diet Direct, LLC; L’Occitane, Inc.; and LeanSpa,
LLC, despite having some concerns about the scope of the relief
in several of these weight-loss related matters. | voted against
the consent agreements in the matter of GeneLink, Inc. and foru
International Corporation, however, because they impose an
unduly high standard of at least two randomized controlled trials

1 Ohlhausen Statement at 2-3.

2 Commissioner Ohlhausen also objects to the Part | requirement that testing be
conducted on the product about which the advertising claim is made or an
“essentially equivalent product,” arguing that the order should authorize
“claims regarding individual ingredients in combined products as long as
claims for each ingredient are properly substantiated and there are no known
interactions.” Ohlhausen Statement at 3. In fact, the orders permit that very
thing. If there is reliable evidence that the additional ingredients will not
interact with the tested product in a way that impacts efficacy, the orders do not
require testing of the combined product. See Proposed Consent Orders at 3
(defining “Essentially Equivalent Product” to permit additional ingredients,
beyond those in the tested product, if “reliable scientific evidence generally
accepted by experts in the field demonstrates that the amount and combination
of additional ingredients [in the respondent’s product] is unlikely to impede or
inhibit the effectiveness of the ingredients in the [tested product]™).
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(or RCTs) to substantiate any disease-related claims, not just
weight-loss claims. Adopting a one-size-fits-all approach to
substantiation by imposing such rigorous and possibly costly
requirements for such a broad category of health- and disease-
related claims® may, in many instances, prevent useful
information from reaching consumers in the marketplace and
ultimately make consumers worse off.*

The Commission has traditionally applied the Pfizer® factors
to determine the appropriate level of substantiation required for a
specific advertising claim. These factors examine the nature of
the claim and the type of product it covers, the consequences of a
false claim, the benefits of a truthful claim, the cost of
developing the required substantiation for the claim, and the
amount of substantiation experts in the field believe is reasonable
for such a claim.b One of the goals of the Pfizer analysis is to
balance the value of greater certainty of information about a
product’s claimed attributes with the risks of both the product
itself and the suppression of potentially useful information about
it. Under such an analysis, the burden for substantiation for
health- or disease-related claims about a safe product, such as a
food, for example, should be lower than the burdens imposed on

8 This provision may apply quite broadly in practice given the Commission
majority’s conclusion in our POM Wonderful decision that many of the claims
involving the continued healthy functioning of the body also conveyed implied
disease-related claims. See POM Wonderful, LLC, No. 9344, 2013 WL 268926
(F.T.C. Jan. 16, 2013).

4 To be clear, however, | am not advocating in favor of permitting
“unsubstantiated disease claims,” as suggested in the statement of Chairwoman
Ramirez and Commissioner Brill. Rather, | am suggesting that consumers
would on balance be better off if we clarified that our requirements permit a
variety of health- or disease-related claims about safe products, such as foods
or vitamins, to be substantiated by competent and reliable scientific evidence
that might not comprise two RCTs.

5 Pfizer, Inc., 81 F.T.C. 23 (1972).
6 Id. at 91-93; see also FTC Policy Statement Regarding Advertising

Substantiation, 104 F.T.C. 839 (1984) (appended to Thompson Med. Co., 104
F.T.C. 648, 839 (1984)).
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drugs and biologics because consumers face lower risks when
consuming the safe product.’

Recently, however, Commission orders, including the ones in
the matter of GeneLink and foru International, seem to have
adopted two RCTs as a standard requirement for health- and
disease-related claims for a wide array of products.® RCTs can
be difficult to conduct and are often costly and time-consuming
relative to other types of testing, particularly for diseases that
develop over a long period of time or complex health conditions.
Requiring RCTs may be appropriate in some circumstances, such
as where use of a product carries some significant risk, or where
the costs of conducting RCTs may be relatively low, such as for
conditions whose development or amelioration can be observed
over a short time period. Thus, | am willing to support the order
requirement of two RCTSs for short-term weight loss claims in the
Sensa, HCG Diet Direct, L’Occitane, and LeanSpa matters
because such studies can be conducted in a relatively short
amount of time at a lower cost than for many other health claims.
My concern with GeneLink and foru International and the series
of similar orders is that they might be read to imply that two
RCTs are required to substantiate any health- or disease-related
claims, even for relatively-safe products. It seems likely that
producers may forgo making such claims about these kinds of

" The FDA designates most food ingredients as GRAS (generally recognized as
safe). 21 C.F.R. 8 170.30. Vitamins and minerals are treated as foods by the
FDA and are also GRAS. See FDA Guidance for Industry: Frequently Asked
Questions about GRAS (Dec. 2004), available at http://www.fda.gov/Food/
GuidanceRegulation/GuidanceDocumentsRegulatorylnformation/IngredientsA
dditivesGRASPackaging/ucm061846.htm#Q1. As a result, food ingredients,
vitamins, and minerals can be combined and sold to the public without direct
evidence on the particular combination realized in the new product. Many
products are made up of several common generic ingredients, for which there is
little financial incentive to test individually or to retest in each particular
combination.

8 The orders in this matter include as a Covered Product any food, drug, or
cosmetic that is genetically customized or personalized for a consumer or that
is promoted to modulate the effect of genes. Other cases requiring two RCTs
are POM Wonderful LLC, Docket No. 9344 (F.T.C. Jan. 10, 2013) (fruit juice);
Dannon Co., Inc., 151 F.T.C. 62 (2011) (yogurt); Nestlé Healthcare Nutrition,
Inc., 151 F.T.C. 1 (2011) (food); FTC v. lovate Health Sci. USA, Inc., No. 10-
CV-587 (W.D.N.Y. July 29, 2010) (dietary supplement).


http://www.fda.gov/Food/%20GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/IngredientsAdditivesGRASPackaging/ucm061846.htm#Q1
http://www.fda.gov/Food/%20GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/IngredientsAdditivesGRASPackaging/ucm061846.htm#Q1
http://www.fda.gov/Food/%20GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/IngredientsAdditivesGRASPackaging/ucm061846.htm#Q1
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products, even if they may otherwise be adequately supported by
evidence that does not comprise two RCTs.?

Although raising the requirement for both the number and the
rigor of studies required for substantiation for all health- or
disease-related claims may increase confidence in those claims,
the correspondingly increased burdens in time and money in
conducting such studies may suppress information that would, on
balance, benefit consumers. If we demand too high a level of
substantiation in pursuit of certainty, we risk losing the benefits
to consumers of having access to information about emerging
areas of science and the corresponding pressure on firms to
compete on the health features of their products. In my view, the
Commission should apply the Pfizer balancing test in a more
finely calibrated manner than they have in the GeneLink and foru
International orders to avoid imposing “unduly burdensome
restrictions that might chill information useful to consumers in
making purchasing decisions.”

In addition, based on the same concerns about imposing
unnecessarily burdensome and costly obligations, 1 do not
support a general requirement that all products be tested by
different researchers working independently without an
indication that the defendant fabricated or otherwise interfered
with a study or its results. 1! Where defendants have fabricated

® Notably, the medical community does not always require RCTs to
demonstrate the beneficial effects of medical and other health-related
innovations. For example, the recommendation that women of childbearing
age take a folic acid supplement to reduce the risk of neural tube birth defects
was made without RCT evidence on the relevant population. See Walter C.
Willett, “Folic Acid and Neural Tube Defect: Can’t We Come to Closure?”
American Journal of Public Health, May 1992, Vol. 82, No. 5; Krista S.
Crider, Lynn B. Bailey and Robert J. Berry, “Folic Acid Food Fortification—
Its History, Effect, Concerns, and Future Directions,” Nutrients 2011, Vol. 3,
370-384.

10 FTC Staff Comment Before the Food and Drug Administration In the Matter
of Assessing Consumer Perceptions of Health Claims, Docket No. 2005N-0413
(2006), available at http://www.ftc.gov/be/\VV060005.pdf.

1 The FDA does not require independent testing for clinical investigational
studies of medical products, including human drug and biological products or
medical devices, and it permits sponsors to use a variety of approaches to fulfill
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results, as our complaint against Sensa alleges, a requirement of
independent testing may be appropriate, but a simple failure to
have adequate substantiation should not automatically trigger
such an obligation. In other cases, where there is some concern
about a sponsor or researcher biasing a study, our orders may
address this in a less burdensome way by requiring the producer
making the disease-related claims to provide the underlying
testing data to substantiate its claims, which we can examine for
reliability. Similarly, the requirement to test an “essentially
equivalent product,” which appears to be more rigorous than
FDA requirements for food and supplement products, can
significantly and unnecessarily increase the costs of
substantiation, again potentially depriving consumers of useful
information. Instead, Commission orders should clearly allow
claims regarding individual ingredients in combined products as
long as claims for each ingredient are properly substantiated and
there are no known relevant interactions.*2

It is my hope and recommendation that as we consider future
cases involving health- and disease-related claims, the
Commission and its staff engage in a further dialogue about our
substantiation requirements to discern how best to assess the
potential costs and benefits of allowing different types of
evidence that might provide a reasonable basis to substantiate
such claims. Although | am willing to support liability for

their responsibilities for monitoring. See FDA Guidance for Industry Oversight
of Clinical Investigations—A Risk-Based Approach to Monitoring (Aug.
2013), available at http://www.fda.gov/downloads/Drugs/GuidanceCompliance
Regulatorylnformation/Guidances/lUCM269919.pdf.

12 Although the statement by Chairwoman Ramirez and Commissioner Brill
asserts that the orders in GeneLink and foru International permit claims for
individual ingredients in combined products as long as the claims for each
ingredient are properly substantiated and there are no known interactions, the
orders actually require that “reliable scientific evidence generally accepted by
experts in the field demonstrate that the amount and combination of additional
ingredients is unlikely to impede or inhibit the effectiveness of the ingredients
in the Essentially Equivalent Product.” Decision and Order at 2, In the Matter
of GeneLink, Inc. FTC File No. 112 3095 (emphasis added). My point is that
the FDA does not require direct evidence regarding combinations of individual
ingredients deemed GRAS but the order on its face requires scientific evidence
demonstrating the effect of such combinations.


http://www.fda.gov/downloads/Drugs/GuidanceCompliance%20RegulatoryInformation/Guidances/UCM269919.pdf
http://www.fda.gov/downloads/Drugs/GuidanceCompliance%20RegulatoryInformation/Guidances/UCM269919.pdf
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failures to have adequate substantiation for health- and disease-
related claims under certain circumstances, | am not willing to
support a de facto two-RCT standard on health- and disease-
related claims for food or other relatively-safe products.

Statement of Commissioner Joshua D. Wright

Today the Commission announces five settlements involving
the deceptive marketing of a variety of nutritional and dietary
supplements, skincare products, and weight-loss remedies.
While the course of business conduct, type of product and
particular advertising claim at issue in each case differs, all share
one common characteristic — the Commission has alleged that, in
the course of advertising their products, each of these defendants
has made false or unsubstantiated claims about the treatment of
certain medical or health conditions.

Cases that challenge false or unsubstantiated claims —
especially those involving serious medical conditions — are an
important component of our agency’s mission to protect
consumers from economic injury. Indeed, the aggregate
consumer injury in these particular matters is estimated to be
$420 million and these settlement agreements will return
approximately $33 million to consumers. | fully support the
Commission’s efforts to deter deceptive advertising and voted in
favor of authorizing these particular settlements.

In crafting remedial relief in these cases, the Commission
inevitably faces a tradeoff between deterring deceptive
advertising and preserving the benefits to competition and
consumers from truthful claims. Tailoring remedial relief —
including the level of substantiation required — to the specific
claims at issue is in the best interests of consumers.! | write
today to express some of my views on this issue.

! The Commission’s determination of whether an advertiser has adequate
substantiation in the first instance depends upon “a number of factors relevant
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Each of the consent agreements announced today includes
injunctive relief provisions requiring the settling parties to satisfy
a standard of “competent and reliable scientific evidence” before
again making the claims at issue. Each consent agreement
further defines “competent and reliable scientific evidence” as
requiring, among other things, two adequate and well-controlled
human clinical studies (randomized controlled trials or RCTs) of
the product. | encourage the Commission to explore more fully
whether the articulation and scope of injunctive relief in these
and similar settlements strikes the right balance between
deterring deceptive advertising and preserving for consumers the
benefits of truthful claims. The optimal amount and type of
evidence to substantiate a future claim will vary from case to
case. Similarly, a fact-specific inquiry may justify specially
crafted injunctive relief in certain cases, such as bans,
performance bonds or document retention requirements for
underlying study data. | look forward to working with my fellow
Commissioners to continue to examine and evaluate our
formulation of the competent and reliable scientific evidence
standard, as well as the ancillary injunctive provisions in consent
agreements, in order to best protect consumers from the costs
imposed upon them by deceptive advertising while encouraging
competition and truthful advertising that benefits consumers.

to the benefits and costs of substantiating a particular claim. These factors
include: the type of claim, the product, the consequences of a false claim, the
benefits of a truthful claim, the cost of developing substantiation for the claim,
and the amount of substantiation experts in the field believe is reasonable.”
FTC Policy Statement Regarding Advertising Substantiation, appended to
Thompson Medical Co., 104 F.T.C. 648, 839 (1984), aff’d, 791 F.2d 189 (D.C.
Cir. 1986), cert. denied, 479 U.S. 1086 (1987). Formulating the required level
of substantiation for injunctive relief should necessarily be grounded in the
factors set forth in this policy statement, although additional considerations
might also be relevant.





