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IN THE MATTER OF

FORU' INTERNATIONAL CORPORATION
F/K/A
GENEWIZE LIFE SCIENCES, INC.

CONSENT ORDER, ETC. IN REGARD TO ALLEGED VIOLATIONS OF
SECTION 5 OF THE FEDERAL TRADE COMMISSION ACT
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Complaint, May 8, 2014 — Decision, May 8, 2014

This consent order addresses foru™ International Corporation f/k/a GeneWize
Life Sciences, Inc.’s advertising and promotion of purported genetically
customized nutritional supplements and skin repair serum products, which
foru™ sold through a multi-level marketing network. The complaint alleges
that 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
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 foru™ failed to provide reasonable and
appropriate security for consumers’ personal information. The consent order
requires foru™ 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 foru™ 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: Holly Bayne, The Law Office of Bayne &
Associates; and David V. Kirby, O’Connor & Kirby.
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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
328009.

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.

* * *

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.

. 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?

e 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 I 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



1328

FEDERAL TRADE COMMISSION DECISIONS
VOLUME 157

Complaint

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™. [ have the energy to pursue my dreams of
being a singer, and much more! . . .

Talina Oblander

* * *

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

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

Although | 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. . . .

. 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 1 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



FORU™ INTERNATIONAL CORPORATION 1333

Complaint

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%.

* * *

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;

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

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:

I.  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;

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

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

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

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

e. 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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Exhibit A
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Exhibit B

Exhibit B
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¢ Langor, cooger skecp
v hlore energy dunng the day

Sodber sk
< Shrenger haw and naik
YiHe MEy F may ot experence these sama

resulbs. Yo body = unkgue and 50 s pow
forrida. it miahes sansa that your resdlts will
b wrig e foa.

1343

Exhibkit B



1344 FEDERAL TRADE COMMISSION DECISIONS
VOLUME 157

Complaint

Exhibit C

Exhihit C



FORU™ INTERNATIONAL CORPORATION

Complaint

THE NEW SCIENCE OF NUTRAGENETICS

AMND DERMAGENETICS

Mutragonoles arnd Dermagorehios am a
e bory of F8 atiandss of peiebia,
il Ay Al sl Care [l e

irsvalieal's ebebin and pemvides the basie
o sabacting & datary, redntional sul shin
v prargraa i band soilad o ackisec g s

hicalthicst ol korgust e poss b

B Muiliags et B ared e sl ued
GNP festing b [dantity arass of Gn
il widiial's e i D sk - ugp Lhal mary
o fnceoning koss than ogrimsl by,
% Miflrage neeee e Daermepenshes 19n
el e kvt inoehaosing e
ol w0 i s e
wiArring and fopical active ngredionts
SR ORI TG el Qoo
T kL
For [ Tirst lime, THis resdolionarg BNF
A B makiig B Hesible: b persanalag
Al 1 kv healihn and skin cane pendurts
Hiw |5 this done?

GEMETICALLY GUIDED
PERSCINALIEZATION OF MUTRIENT
AND SKIN CARE FORMULATIORNS.
The Nutrsgenetic and Denmegenetic SNP
Errsirammiendd SRaimne o varety of penes
WL AT RO RONE PG FoF i Aking fandcang
that play & wery ImMpetant mk oo csssal
heaith. Tress inchade oxdabive shress, eart

2l creulminny hoalth, immes heaBh, bonn
Fresatie, ol irery s Bh Sspstersonk Frsa h,
ihalermee agarml pminimsidal polsanis
ool broakcvn, phiosgmng, Skn
shicking & wendling and mikd irriakion,
KEY PLIMT i fioe ANedmagesetis v
Do S o avedion Sl o
Al T D S8 AMDCTRn T A POSAENS ¥ A
N T Ed s ey B G B cin
snET shaut K For aven ST fasrad
et ane paetiaaly cotmjpisaiing &y
SITANCAR R Ents G con M R o A
Barar ot fouissred aniinsy maa

KEY POIMNT e Jo o Dusk testias

Aard erivirrmerddl cmrsuTs, mask poani
ST Reail onach B it Cuorelen B0 o
54 SCIVVES o DTS and VORCLANGS &5

we 3z a fola! skiy cae egvme, I kaical
o Wt rraceat crvcvperie st e & B
TRAT R Sy vt ool T S iyt
Ag famd IRHCal skin Sane DTaatios i oo
ftm ke avass of gaoeva’ ieviton and sk
finess, and ocd acdiioal rgregients buesed
LA e DO SO SV Rt il
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Gasred s dlabidhosl retuls demoisbiade bhat
Wl (e HeEl o] el rerpin Sl
SupEt andsor Mesimums Supood in gt kst

Mo o byt Eane NP snass

Why are ke SHPe nsesd in Gapslin's
prodige suaesbad sree redilior al ofhant
Thers ore mullons of ShP's. Howsver, only
cortan dobisls arc dssociaiod with B rodsod
Fisk Bnr iheesss gl [tete f= il e i
AR
Garwlrk salits onky fumndicnal SNPY
wehichs g pour enepine furclion via
i giral or pae EILEIGE
Adrdthorslly, Gerelink selects onby oo
SHPs mhich Gan be addressed oS -
ents ar fermulrtians or Hesta maddfeiers

Theme SHPz phyrically reside 0 mther the

izt can aker ez furction o ey -
sickz i the pmmoier region which affocts the
lewed o eogarcssion ef the gane in question.

Wil o Ehe clnical reseoch Bl lies
ri | suppi ts and sapica’ skin
Ireatamaii 16 Luppod S8 poiiliane?
All g e engymes mgresented in the SMP
ool v Eesan weoll-gTud e s Thers

i B i mica | CuEiores in alimosl Csny
IFEtancE hat corelates wiy an ensyma
alertnd by bhe GNP doss nod Lindtion
prapery. Addibonaly, there is k=ading
el enidenin inking SHP B nuirien,

Thus, for majer sreymabic players of mdatise
siness, fhereis a chear Fit wilb the genedics,
egideminigy s Biocteerm s

Frr soverad of the EMNPs, Bieen: |5 & dinect link
bebween kenving the EAP and being zhie tn

3 heakh

loawar owidaties shiess o the pote
risks aEscCiated willh naidetiee stress by tha

Irggshion o Appdicirtion of particiar
Erdpaitant apTierts Sl solive ingredioris

Foar Risimida tha SN far methy anaket-
rafproklate reduciese MATHFRE o Heard,
Carcidetony Hoalii-2h pridhioss a0 Graymo
wilth decreased afinity (Km] for s cinect
sishatnms, b LU methyiers- |HE, whish can
causs 2 baild up of homocyzteine, which s
chificte o o hoart Peabh, e reasing fdic
it Dugrstream aulbsatvebod o o prod ot
o B e reaction & magtny FTHF) can
amalioratn tha buld-up of hamooy=taing

Fomr some SMFs here & no detimiive dinics
RO R e T Aahy that Qireethy inks
the bereid of a rotrent bo e SHE | hase
ahadiees will Corme in bme N everhiekes, the
tact thiat 80 Digchomical pemsnoscrs for ail
ol iz SHPS am seownl knmsn progices a
AR AUANTRE Anansast b adiressing
unfnmmbie phy=niogeal concitons, basad
o s UG kroasdge of Pow e SHF
apmciicaly foghons

Who conducied the eorarch a2d wha
Eibonses Gerelinh's pesearch?

Gl nk's medical and sciemde adweeos
Alnng wath indcpenocnt Jeadomic
lakafato e and racical Chmers e
conchacterd neary 100% of tha work

el nk's medical and scienidc advisoes
fodt geshons ot mage rescachonsshrons

Tha s mindce sl Bchineal nformston
hedindd Cioncd Inks eehaniogy bas been
Levorably reviewsd by the scientific staf
department of our various chents and
collabeaainn b ners

Shelies harem bessn sinistically quantied

v Freabe sophiEScaiod mokcsular BEdlogy,
hiochomigding v ponetin snatyasn
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Exhibit E

LifeMap Essentials ™
Your Foumdabon for Qatima! Walmess

Wislcome and congralutalions for taking an imponant nest sep lowssd healihy aging wilh (he most advanced amnd
saianlilizally provan nuinlion s suppleman! prgrams AuallEnle — tha LifaMAap Nutrifien ™ Systam ., which conasts of
e Tallawing:

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

2. The LiteMap Essentlals™ fomula {4 non-cuslom founcation supplement to be teken while eeailing your
Heaallihy Aging Raporl & DA guided LifaMap Cusiom iomiula)

1. The LiteMap DMNA Healthy Aging Repert™ (rmeuls in shout 4 waeka aler mailing your DRA collaction kit)
Thie LiteMap Custam ™ Tomula (& ey cusiamized fommla based on your Dha}

Your Lisahiap Essentials ™ formula is the comaerstora of the Léabag Nutrition System and fonms the base
fowndation for esvary individially cuslomized LifeMap Cuslom product

LiteMap Espentinls k2 aa promiem plant baasd formula, caradully deatgred to proveda the “key easentals” of s proper
diet and o belpoyou prepare sod maingain oplima nointisnel suppestwhie yoo are pemiting e resulls of your
Lifatiap Healhy Aging DA Assarsment ard your parsonal DMNA-guided Lifelap Custom formola (Pleasa noba: the
processirg Bme for your DA assessment & Lilekap Cuslom formula is abowl 4 10 B weeks fom the lime you mail
hack your DA coliaction kil |

1 cordains i genarous seleobon of fuits and vegelable pavsers with the highes) phyionutient oonient aking wish
impartant enli-eging "superfruil’ exiracts such as the Srazikan ecai berry, 1he Himalayan goii ey and the Southesst
Asian mangesteen In addition, your Essertials fanmula slso conlsins & comprebensive vitamin blerd, flae seeds [a
source of amaege-3 fatty ackds) and frecicoligosacchandes — a nafural prebiolic fiber thal promoetas anhancad
inleatinal haath for aplimal rulbent abaorplion.

Far anlioxidan] proleclion, LifeMag Essentials conlaing over 7500 ORAC (Daygen Radical Absorbance Capacily)
units, e equivalent ORAC value of cight {8) servings of fruils and vegetables. For @ven axfra antiaxidant pralecion,
wia've acied DxyPhyted Uikra, 8 proprelany bend of anboxidant-nich agpia, wihile e and rosemary exlracis which
has proven bisavalability in buman dincal sludies,

Far DMA, repair, we've induded 350 mg of AC-1 18, a patenlad, sdvanced, dinically-tasted bioselive compound
derived from the South Amaesican herhr Uincanis iomerdosa (Cats Glaw), AG-114 has haen circally demonstraled
sy Elemically 1o redwcs both axddalive damage end non-oxidalive damage o DNA caused by alrees, viruges o
baactina as wall @s redwse inflammation and irsproes irmmune fundson in buman chnical nals.

Dirnctions for usa:

Take frve (3) capsules in the AM and five (3] capsules inthe PH {with or without food) for a otal of tea (10)
capsules daily. These vegelarian capsules are specislly designed hal can be swallowed 28 you would any
capsule or tablet, or if you prefer, can be broken open and mixed with your favorite juice or beverage,

Wi e Leuity graletul fer wou and exclad Lo be a part of your haallh futue.

Eincaraly,
The Formulation Scienlisls al Genelyize Lils Sciencas
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Exhibit F

LifeMap Nutrition™ System Testimoniais

Seeing is believing but I can't believe what am

[ was mon R b by Sbout LifeMap Nutnhor™ Snd ribw s nme-mbedabmtum
changes [ nESE g:panenced dunng the st g months of 58, 8
iy s, o gnc] eating And o, | ioue St St meang Sk ke ine Fiss e
PO PRSI NS iN My fuanal Pealln and weliness Apeeaance. [ Eraried nadicing cnanoes
after tved aned & Rl wesSs 2] Sy’ 22 shil Lk place. Hand nals and wishout ndges b never
Eafors, sy and 5ot Bair, dry S0 gorne and row Wil a gow, skaping desp withoul deruption
Bl [ it iy s, waking Up resten and nesdy b g, enargy | i reskme 1 ool regei A
I sk o A1 62 M2 130k O [0 00 My K805 AN RS Wher Funning. BUnning was my passon
Lut severe kness and g pan kept me fromn (L e last B years, LMo o renesirg i ways |

viheeigh | nifee oewchen e less

Thank yu ko al thosa behind tha Genewize Lifemep hutrition™ System. [ aoprecisss your
dEnativon and cietermingson for making 8 procct b ik Nom, ca you megee what Lshda s

GMLKOO4118
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e 2wl My Elbow Feel Greatt g iasan’

I Sy ook vibim el throug ot sy MELG Canmer. 8fter an spury ) 19908, mey dogior Qi me
EvERy TN YAMSNS AN minerss o taee Dol T gof very Sick after [3king Hem, T calkad ine gochr,
bu:nem.ﬂ:-.tu::mtmwrgcm than o el e i keepan :.h‘ﬂ_m'ﬂmllﬂ::m
fening w0 sick Tk T cecided just b siop Wking supplements af all, Woen 1 was Srsl inbedued ©
Gaﬂwelnmalmmmy,nutlmmmuaw. After BhoUT A vk of bengy
&N tre Lk Man Wonbon™ a norbrosl discomidont an g noht elbos sibs oed, | Ao found | aomiol
shi g e v gk sgan snd iy ens gy mpndeed, e Been Laking the Lifska Suoplements
Tiox il Meida ncve e fursl Mesd grgad.”

Ghacrghe Munesen, Former NEA Flaer

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

*T arste beser suncd mmesncing o s as T e alenys Delnvs (s necessary for me 0 srimer
wath ity Batty S0t can care For inseF and orve it & the achvan ages necesaany 1 martan festh
i Eealbia, P iy s Uieagil Sogpbantenis i jusl D - 0 veay (0 g iy Doy winad i
ook 20 can 0 i jol O D iookad through my macamint, | Sous it I wis Leung oo
Eeppienean s thal 1 realy ChgT naed ad NOT taking Ones 1 Ok nead. Tha lima, ofTort and soney
Hak the LifetMap oustmined sunmiement saes me sgery mnnilstap;enrumhmdnutn
Frocke ] Ben (his mgeiier on my o ookl oost @ forhune and ionesiiy, wna nas 1he ime

* Thes ressd & Fuine: Bisin) reslby Sutsabanhisl | Punss Shwing besset & prably grod s or i ]
thoight. The profodnd shift in tha dep® and quality of steen 1 get now 5 amazing and [ na longer
T Hracees afteariod Bils oF sy, | CR miaging e gl Gadk b (E0eric, s inarkele
¢ff the sha suppiements Tha GeneVize procket i bruly fantastc)®

Keith CBrien, Indepandent Founding ARExe

1298 100 VLRI, B30 PH]
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GeneWize has changed my health and my life!

*I'm i my Sth month on the Lifebhp Cusiom supplements and 1's amaned by my persone

resuils, 50 far ['ve expenended great Sesp, great enengy, Oreat skin, and muh mone, Phs, |
CoMNLATY NOTIOR Sl MAONE POSTTNE dranges: DN i 5akNg e LIRMan supnem ems, sy

TRy wWaEn T e reatest - Dot iey 1 Feed much shames mentaly! This & very inpeant 10 e
becuums =y Mother had Azhetmera”

" The Hedliey Aging DR Azt provedied me wibh soch valusble riformation. &2 52, =ome of
Ty TR roul R et mepse, bt ] wes b eupeting to beern T hid a doadhe S8 in
iy e gene. [n our todc veorkd, this B valuatle informaticn we coubd use when were wry
WO N TN el Deder”

“ultn Al of gresst enefis T eepariancing, 1 Anos e Lifebdan Cletom supnismients ane
wn:kmf:rm“ right fusd” a0 & i nesded bt upt Gz has dhanged fiy bess
ant miy

Fobaria Jannson, Genclize ANlize, Hiami, Roide

How To Get the LifreMap Edge

“Taking cane of your oy is ‘it G Liseidap System and products,
£ o net only beking cane of iy body, T hovs anoecioe: [ fenl great knowing that §am ghang my
by ety what it needs.”

Giren) Mioe
Formes WEA Py for the Bosion Ceities.

.- e 1o 1L VL0010 P

GMNLKO041
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afer removing e soros, DUt it only book Hves moniie,

Cne gilher thing i [had 2 healn Jescssmant gong el eook with 2 Corbificd afural Hoash
Frofs onal and she soid me my Geseize uppleserts achuslly make me dronger funif |
wasr’ zking tham. [ ks oo products and 1 am 5o geietdl 0 be 4 par of oo company.

Thar yiou Gansl med
Jian Montes De Cia

Maore Sleep, Less Starbucks

At I necelad ey cuRRa menedd repdrt | s Surprsad i see that (genencally speaking) | &d ret
repine any acded support for thie SHFS thet affect choiesteral, T may haen been wasting money

Luying sLophements Whal iy Lody ooesn't actusly mesd! 1 ko Bial 1 now krow in which aress |

] U PUPPCIT, 23 1T 15 50 S0TH NG Lakin vy LIS Supsisimants Wi confidemee mat
P doing the best thatg S iy bedy

After by Hhis LifsMap Priduct for st sssk 1 Besgen nationg Sat my enargy level theoughout
e chry remisred o COTETATE, | was NG Ionge axeriennng S5 0Ty enrgy 0 the mid-
aftermcon wind used 1o have me looking for coffere. Wighn o wes, | found fat 1 e
guiting & mich bt rights shesp--batter then Ive had srce Raving SWdnen [ was fasng asieen
mion essly, and would Ak B rric MOming in Hhe sime pesbion & wien ['g fllen asisep. |
st waking sevenal timess thio oot the night ammine,

£ G20 Bnly BEBUDE HISE IMToMEEENSs 10 My LiMap Spplesents becouse nosng eise hes
chaangesd stout firy daky U,

Thesrs pou, Genewoel
AE Tk

W N 17 o 3L [VLETOTL B30 PH)
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(SR A g Tapa

Randy Keeps it Short and Sweet

Afer tang e LfeMap Frocuct It made me foel mome energesc
Farey Lesire

Thanks for the Memories

Wiz 1 remsvesd my custamized report, Twess very happy o see my DA Bssessment resuls,
espeaaily SnCe | Q0T Enow A00UL MY PEENGE. 50N 2 Way I Was 350 0 SUmnee

T o M cenimn heath chalenges and whan riEﬁBﬂlihﬂﬁ my Lifekan Procuct, after 30 8
weik and & half [ was amazed o feal tremendo s resuls| Before, | was gettng only sbout b
Paurs of Sees, nove [Can fnally Seen! My oonceniation B memdry 350 seem b De impreeeng!
Thanas o2l the soernsts and dooors that mads || poessla)

MO 13 My B 0 R eeooke with the Lefesan Mot en™ Proded

Lirta M. e

LifeMap Nutrition Meets Karaoke!

Afer raking the LifeMap Procuct for onty Dwer weeks | fave® & hol maore anergy & mi dry 540 his
irtarowet dresisbically. ([ notied thess thangss withe two weeks). | 850 Degan b S5 something
AT NAERENT [ want Bom Qettng veny I SSe B Pt ho o SIS BkE A Daby | 1he
bt vk i B s et Host § wine b Jum U &nd diwn 60 rry bed e & S0 (8
am 27 years o], ' Fesing 50 happy e Deen cut snging Kavagke ard hawng @ bast,

iown coaddn't pry e o Sep bl the LifeMap Hutnson ™, 1 Fayve the anergy b pursoe my
DA o Pyl & Syl A ffrath fion!

[ cant THANEK ¥OL enoudh Gorewize.

I LR E ¥ w00

10l I Y001 B30 )

GNLKDO41
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Talna Oolarder

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

I haren besen talin) thee Lifean Kudrition™ sapoiemant now fon Teo monts.

AU 1 wantsd My wife b iy B2 progean o, S st wouldin't DuODe. S sald e fave
mtlnmmﬂﬂl first. ‘el §'m now sheaping thiouch Be noht for the fird imen bueve
Ch, bry B wedyy, My wife B nder wearhing b nede s ber gwt LM ag Henbon ™,
THaR Yia GErenase!

Emizst Smth

Another Sleep Story. It's Making Us Sleepy

T dlwvays had 3 oeoiem ek shaping isasgh s aight 'Within Do davs of taking tha Liehag
product [ immedisidy naticed [ was finding the special pesce & full seven b eight hours of sieep

cffiers, Problem sohed ! Gensdiioe has revalutiorized my e and 1 bless all e com pamy aveny diy
for Its noedbie soence,

Warmest Regamks,
Kent Rieceso

Lawn Mower Malaise

My husband and [ i Besn tskng our supplimerts for & month and & half few We Fis bog)
nativad d Marenaes and it is Delgn us im 50 Many ways, not only nourshng cur bodies and
heging gt rd of free racical and A, 1k Seems b De BAlanang us & wel, 'What | mesn by s
basically o monds

19 T [YLYE0T1 B30 PH)

GNLKOO4
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AN genewize

|11

=

Only When You're Standing on Higher Ground ...canyou reacn
out and Nt others. Someone iz looking to you for the vision, the belief, the plan. Use what
yiou gain nere to clarify your purpose, fire-un your passion and go al the way to the top.

Principles that
Make a Difference

o Thare are wo

oringiples thal
will have o
ansjor Impact on
o enrolling
results {for Doth
cuslomiers and
Afiliates) AND
will IMpact your
overall attiude.
Taking this & step furthar, if you don't
accept thase princioies, its omast
inpoashle be mantan a poaiiive attitede
a8 you bulid your business. | dion't
ront thess principes, bl over tima e
marmed to undarstand and mespact thair
power,

PRINCIPLE ONE: Peopie need (and
want] to Like and Trust You

I percple con'l Duy you, they wen't buy
afythig thal comes ot of yaur moub
Peophe mugt e d truset you i ey
HE Going 10 oo Business with you (38 &
customer or 55 an Affillace). This is a lile
o = ok e o business lesnon,

cantinued an page 2

Contents

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

A5 afraditional rulen, communiy leader and
phitarthropist, at the age of sivty three, | kave
spark over faur docades of sy life doaing
clirscy with T e of olners, | am an Arvesicin
trained poliical consuftant, =nd a tredilional nuber
from Southern Camencons in Central Africa. | am a community tsader and a
former membsr of Pardiamant in Cameroon, At the snd of my studies m the
United States, | worked for 19 wears as Human Resouroes Manages ot Pecten
Careroon OF Sompany, a subsidiany of Shell O, LSA | heve 2lsa served

m yarous posdiors n sommunity based crgdnizationd; as memer of the
‘Washinglan, D.C. Mayor Task Force for |ntermational Aftsirs, Co-founder and
Chale of the Continental Aldcan Communly-homgomesy County: Member,
Ethric Committee and the Afrzan Affaim Advisony Boand, Montgomeny County,
Adandand.

! have also recorded 1% yeera of experience and leadershin positions in
Matwork Marketng. s bt of which was Nebona! Director with 5 Lin
Erteprises, Durng my fifteen years in the Direct Sales Indusiry, | have not
ToUnd an compalTy Witk BUCH & papula product which can imprave he lles
and heaiih of every human being an eeth.

gacided to endall N Gonatize and know wy s, wihan Rob Podies prescntad
the opporiunity To me six months age. He zssured me of 1 possibisty of
armoessing my DA and paying for mmy inital product for less than five hundred
dollars, My health condition orior to this occasion was - throatening, Like my
ks and rosl memoers of my family, s 8 serious disbetic: and cindiae
patient. My maltes disd ol disheden white my falbar disd from i messive et
attack! | e droarmad of Deing able 10 gat rmy DD hest becauss it was too
anpansve bor a retivad sitizen il me. O would naver have imagined for
are moment that 8 campany would come up with free DA assessmments for
al! The naxt appraciation was the possdilty for me 1o recaie my praducts
atno eodra cost. Of course, | ook the oppostunity and immediatsly sigeed up
four Affiises and no bonger had o pay a dime for oy neiitonal preducts. Six
mgnths on ihe products has omduced wondarfd esullts, My Bood sugar bag
shabilized ab 81130 and my dabetic prokiem is over, while a recent madics
mepe s revealsd the reduction of ry beart to normal Sze, Generally, | fee
wery stiong. For the kst s momtng, | Bave only been taking my fee Genaliize
MUAIIana BpplemEnts.

! aalune the decision of the copamte managemant tRam o davote ona
eopfinued on page 2
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e-lift

We"vir haard siony after story abou how
1) SOME Caes, MBS joined Arother
Abifata's bursinesa |usd by balng ashed.
B yiol're invoheed,” they said, “let's get
Siart being inlentional aboul learring
aboud atnes pecpie’s needs and you'l
begin bullding 8 perscnal brand for
voursalf that says, “Whan | thirs of you, |
think of someone that | e and mespect

£y focus on af of the lite thengs thal
YOl can do 1o Deeeme mors ikeabie
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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 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.
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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.

ORDER

DEFINITIONS

For purposes of this order, the following definitions shall

apply:
A

Unless otherwise specified, “respondent” means
foru™ International Corporation, formerly known as
GeneWize Life Sciences, 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, foru™ Core Plus, GeneWize
Customized Skin Repair Serum, and foru™ 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
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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
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. § 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.
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“Endorsement” means as defined in the Commission’s
Guides Concerning the Use of Endorsements and
Testimonials in Advertising, 16 C.F.R. § 255.0.

“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 I,
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.
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V.
IT IS FURTHER 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 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 I11 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 foru™
International Corporation, FTC File No. 112 3095. Provided,
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however, that in lieu of 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 foru™
International Corporation, 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 foru™
International Corporation, 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 foru™
International Corporation, 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
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representation covered by this order, maintain and
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 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.

XII.

IT IS FURTHER ORDERED that respondent foru™
International Corporation, 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 foru™ International
Corporation, and its successors and assigns, learns less than thirty
(30) days prior to the date such action is to take place, respondent
foru™ International Corporation, 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
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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, D.C. 20580. The subject line must begin: In the
Matter of foru™ International Corporation, FTC File No. 112
3095.

XIL.

IT IS FURTHER ORDERED that respondent foru™
International Corporation, 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
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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 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 foru™ International Corporation, formerly
known as GeneWize Life Sciences, Inc. (“foru™”).  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 foru™ and its co-respondent and
former parent, GeneLink, Inc. (“GeneLink”), sold through a
multi-level marketing (“MLM”) network. According to the FTC
complaint, foru™ and 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 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
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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. 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 foru™ from engaging in similar acts or practices in the
future. The order covers representations made in connection with
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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 Ilimited 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. Finally, it
defines Covered Assessment as any genetic test or assessment,
including but not limited to, the companies’ current DNA
assessments. 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 foru™"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
reduce the risk of diabetes, heart disease, arthritis, or insomnia,
unless such representation is non-misleading and, at the time the
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representation is made, foru™ 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 foru™ 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 foru™, 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 foru™ from representing that the benefits of any
Covered Product or any Covered Assessment are scientifically
proven.

Part IV of the consent order provides that nothing in the order
shall prohibit foru™ from making any representation for any
product that is specifically permitted in labeling for such product
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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 foru™ from providing
any person or entity with means and instrumentalities that contain
any representations prohibited under Parts | through 1l of the
order.

Part VI of the consent order requires foru™ to establish,
implement, and maintain a program to monitor its affiliates’
compliance with Parts | through Il of the proposed order. In
particular, for foru™’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 foru™ 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, I, or Il of the order. Finally, this
Part requires foru™ 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 foru™ 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 V111 of the consent order requires foru™ 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 security program must contain administrative,
technical, and physical safeguards appropriate to foru™’s size
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and complexity, nature and scope of its activities, and the
sensitivity of the information collected from or about consumers.
Specifically, the proposed order requires foru™ 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
foru™, 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 foru™ to obtain biennial
independent assessments of their security programs for 20 years.

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.
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Part X1 of the consent order requires foru™ to keep, for a
prescribed period, copies of all materials relied upon to prepare
the assessment and any other materials relating to foru™’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 XIII of the consent order require foru™ 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
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
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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
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

L Compl. Exs. G and H.
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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
adequately substantiated claims and depriving consumers of
potentially useful information.®> We respectfully disagree.

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.”).

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
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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
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

in this matter.
4 Ohlhausen Statement at 3.

5 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).

" 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).

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).
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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”
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.

® 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, €.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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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
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.?

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
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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
(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

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]”).

% 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).
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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.® 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
drugs and biologics because consumers face lower risks when
consuming the safe product.’

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)).

" 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.
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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 RCTs 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
products, even if they may otherwise be adequately supported by
evidence that does not comprise two RCTs.®

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).

% 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.



1400 FEDERAL TRADE COMMISSION DECISIONS
VOLUME 157

Concurring and Dissenting Statement

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. ** Where defendants have fabricated
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

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
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/UCM269919.pdf.
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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 1 am willing to support liability for
failures to have adequate substantiation for health- and disease-
related claims under certain circumstances, I am not willing to
support a de facto two-RCT standard on health- and disease-
related claims for food or other relatively-safe products.

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.
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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
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.
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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.
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IN THE MATTER OF

CORELOGIC, INC.

CONSENT ORDER, ETC. IN REGARD TO ALLEGED VIOLATIONS OF
SECTION 5 OF THE FEDERAL TRADE COMMISSION ACT AND
SECTION 7 OF THE CLAYTON ACT

Docket No. C-4458; File No. 131 0199
Complaint, May 20, 2014 — Decision, May 20, 2014

This consent order addresses the $661 million acquisition by CoreLogic, Inc. of
certain assets of TPG VI Ontario 1 AlIV L.P. The complaint alleges that the
acquisition, if consummated, would violate Section 7 of the Clayton Act and
Section 5 of the Federal Trade Commission Act by substantially lessening
competition in the market for national assessor and recorder bulk data. Under
the order respondent must grant Renwood RealtyTrac LLC a license for
national assessor and recorder bulk data that will restore to the market a third
competitor that will act independently of CoreLogic.

Participants
For the Commission: Susan A. Huber and Cathlin Tully.

For the Respondent: David Beddow and Courtney Dyer,
O’Melveny & Myers LLP, and David Ernst and Elaine Johnston,
Allen & Overy LLP.

COMPLAINT

Pursuant to the Clayton Act and the Federal Trade
Commission Act, and its authority thereunder, the Federal Trade
Commission (“Commission”), having reason to believe that
Respondent CoreLogic, Inc. (“CoreLogic”) has agreed to acquire
certain assets and interests of TPG VI Ontario 1 AIV L.P.
(“TPG”), including its DataQuick Information Systems, Inc.
(“DataQuick”) national real property public record bulk data
business, in violation of Section 5 of the Federal Trade
Commission Act, as amended, 15 U.S.C. § 45, and which, if
consummated, would violate Section 7 of the Clayton Act, as
amended, 15 U.S.C. § 18, and Section 5 of the Federal Trade
Commission Act, as amended, 15 U.S.C. 8 45, and it appearing to
the Commission that a proceeding in respect thereof would be in



