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This consent order addresses advertising representations made by Respondent
Natural Organics, Inc. — and its principal, Respondent Gerald A. Kessler —
about the efficacy of Pedi-Active A.D.D., a dietary supplement, in treating
Attention Deficit Hyperactivity Disorder (“ADHD?”), or certain symptoms of
that disorder. The order, among other things, prohibits the respondents from
representing that Pedi-Active A.D.D. — or any other food, drug, or dietary
supplement — (1) will improve the attention span of children who have difficulty
focusing on school work; (2) will improve the scholastic performance of
children who have difficulty focusing on school work; (3) will improve the
attention span of children who suffer from ADHD; (4) will improve the
scholastic performance of children who suffer from ADHD; or (5) can treat or
mitigate ADHD in children, unless the respondents possess competent and
reliable scientific evidence that substantiates the representation. The order also
requires the respondents — before they market a product for children using the
name “A.D.D.,” or any other name that represents that the product can treat or
mitigate ADHD — to possess competent and reliable scientific evidence that
substantiates that representation. In addition, the order prohibits the
respondents from making any representation about the ability of any food, drug
or dietary supplement marketed for children to treat or cure any disease or
mental disorder, unless they possess competent and reliable scientific evidence
that substantiates the representation.

Participants

For the Commission: Matthew D. Gold, Kerry O’Brien, Dean
C. Graybill, Linda K. Badger, Erika Wodinsky, Jeffrey Klurfeld,
and Dennis Murphy.

For the Respondents: Mark Landau and John M. Desiderio,
Kaplan, Thomashower & Landau, and John R. Fleder, Stephen H.
McNamara, A. Wes Siegner, and Paul L. Ferrari, Hyman, Phelps
& McNamara, P.C.
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COMPLAINT

The Federal Trade Commission, having reason to believe that
Natural Organics, Inc., a corporation, and Gerald A. Kessler,
individually and as an officer of the corporation (“respondents”),
have violated the provisions of the Federal Trade Commission
Act, and it appearing to the Commission that this proceeding is in
the public interest, alleges:

1.Respondent Natural Organics, Inc. is a New York corporation

with its principal office or place of business at 548 Broadhollow
Road, Melville, New York 11747-3708. Natural Organics, Inc.,
does business as “Nature's Plus.”

2.Respondent Gerald A. Kessler is an officer of the corporate
respondent. Individually or in concert with others, he formulates,
directs, or controls the policies, acts, or practices of the
corporation, including the acts or practices alleged in this
complaint. His principal office or place of business is the same as
that of Natural Organics, Inc.

3.Respondents have manufactured, advertised, labeled, offered for
sale, sold, and distributed products to the public, including “Pedi-
Active A.D.D.” Pedi-Active A.D.D. is a “food” and/or “drug”
within the meaning of Sections 12 and 15 of the Federal Trade
Commission Act.

4.Pedi-Active A.D.D. is targeted to parents of children with
Attention Deficit/Hyperactivity Disorder (‘ADHD”). As defined
in the American Psychiatric Association, Diagnostic and
Statistical Manual of Mental Disorders, (4™ ed. 1994), ADHD is a
widely-recognized developmental disorder of childhood
characterized by a persistent pattern of inattention and/or
hyperactivity-impulsiveness that is more frequent and severe than
is typically observed in individuals at a comparable level of
development. A prior edition of the American Psychiatric
Association’s Manual referred to this disorder as Attention Deficit




FEDERAL TRADE COMMISSION DECISIONS 591
VOLUME 132

Complaint

Disorder, or “ADD.” For this reason, the terms ADHD and ADD
are often used interchangeably.

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

6.Respondents have disseminated or have caused to be
disseminated advertisements for Pedi-Active A.D.D., including
but not necessarily limited to the attached Exhibits A through D.
These advertisements contain the following statements and
depictions:

A. Print Advertisement for Pedi-Active A.D.D. (Exhibit A):

“If yelling, begging and pleading doesn't get your child
to do their homework, maybe this will.

[picture of child who is holding a pen and apparently
focusing on his work is shown next to a bottle of Pedi-
Active A.D.D.]

REPORT CARD. Not working up to capabilities. Has
difficulty paying attention. Does not follow instructions.
Does not work well with others.

In many cases children will score very high on L.Q. tests.
Still, they do not perform as well in school as their parents
and teachers know they can. The problem is often not their
intelligence, but the child's inability to remain focused. A
skill which is essential for success in the classroom and
beyond.

Nature's Plus has approached the problems of the active
child from a nutritional perspective. Pedi-Active A.D.D.yy,,
a formula which combines phosphatidylserine, DMAE and
activated soy phosphatides in a state-of-the-art nutritional
supplement. Each incredibly delicious, mixed berry flavor,
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chewable tablet supplies a complete profile of the most
advanced neuronutrients available.

Isn't your child worth the best nutritional support science
has to offer?

2

. Brochure for Pedi-Active A.D.D. (Exhibit B):

“NUTRITIONAL SUPPORT FOR THE ACTIVE
CHILD

[picture of very young child holding teddy bear is shown]
ADVANCED DIETARY DELIVERY SYSTEM

PEDI-ACTIVE A.D.D.
Phosphatidylserine DMAE Complex

[report card depicted showing poor to satisfactory
performance]

Not working up to capabilities.

Has difficulty paying attention.

Does not follow instructions.

Does not work well with others.

In many cases children will score very high on L.Q. tests.
Still, they do not perform as well in school as their parents
and teachers know they can. The problem is often not their
intelligence, but the child's inability to remain focused. A

skill which is essential for success in the classroom and
beyond.
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Nature's Plus has approached the problems of the active
child from a nutritional perspective. Introducing Pedi-
Active A.D.D., a precisely calibrated formula designed for
the active child. Each incredibly delicious, chewable tablet
supplies a complete profile of the most advanced
neuronutrients available, including a diversified
combination of phosphatidylserine, DMAE and activated
soy phosphatides, such as phosphatidylcholine. Pedi-Active
A.D.D. is a state-of-the-art nutritional supplement that
naturally complements an active child's delicate system.

Isn't your child worth the best nutritional support
science has to offer?

[bottle of Pedi-Active A.D.D. is depicted]

2

. Letter Sent To Consumers Who Inquire About Pedi-Active
A.D.D. (Exhibit C):

13

Dear [consumer's name]:

Thank you for your interest in Pedi-Active A.D.D. from
Nature's Plus. We know that sometimes yelling, pleading
and begging your child to [sic] their homework just isn't
enough. Research has shown that many of the problems
[sic] a child who is hyperactive or suffering from Attention
Deficit Disorder can be related to improper nutrition. What
your child needs is a nutritional supplement that supplies a
complete profile of the most advanced neuronutrients
available to help your child live up to their full potential.
Each delicious mixed berry flavored chewable tablet
combines phosphatidylserine, DMAE and activated soy
phosphatides to provide the nutritional support your active
child needs.
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Sincerely,

[signature]

Gerald Kessler
Founder, Nature's Plus

[coupons for Pedi-Active A.D.D. and another product are
attached to bottom of letter]”

D. Natural Organics’ World Wide Web Advertisement for

Pedi-Active A.D.D. (Exhibit D):

“Pedi-Active A.D.D. Chewables

2

7.Through the means described in Paragraph 6, respondents have
represented, expressly or by implication, that Pedi-Active A.D.D.

will:

A.

E.

improve the attention span of children who have difficulty
focusing on school work;

. improve the scholastic performance of children who have

difficulty focusing on school work;

. improve the attention span of children who suffer from

ADHD;

. improve the scholastic performance of children who suffer

from ADHD; and

treat or mitigate ADHD or its symptoms.

8.Through the means described in Paragraph 6, respondents have
represented, expressly or by implication, that they possessed and
relied upon a reasonable basis that substantiated the
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representations set forth in Paragraph 7, at the time the
representations were made.

9.In truth and in fact, respondents did not possess and rely upon a
reasonable basis that substantiated the representations set forth in
Paragraph 7, at the time the representations were made. Therefore,
the representation set forth in Paragraph 8 was, and is, false or
misleading.

10.The acts and practices of respondents as alleged in this
complaint constitute unfair or deceptive acts or practices, and the
making of false advertisements, in or affecting commerce in
violation of Sections 5(a) and 12 of the Federal Trade
Commission Act.

NOTICE

Proceedings on the charges asserted against the respondents
named in this complaint will be held before an Administrative
Law Judge (ALJ) of the Federal Trade Commission, under
Part 3 of the Commission’s Rules of Practice, 16 C.F.R. Part 3.
A copy of Part 3 of the Rules is enclosed with this complaint.

You are notified that the opportunity is afforded you to file
with the Commission an answer to this complaint on or before the
twentieth (20™) day after service of it upon you. An answer in
which the allegations of the complaint are contested shall contain
a concise statement of the facts constituting each ground of
defense; and specific admission, denial, or explanation of each
fact alleged in the complaint or, if you are without knowledge
thereof, a statement to that effect. Allegations of the complaint
not thus answered shall be deemed to have been admitted.

If you elect not to contest the allegations of fact set forth in the
complaint, the answer shall consist of a statement that you admit
all of the material allegations to be true. Such an answer shall
constitute a waiver of hearings as to the facts alleged in the
complaint, and together with the complaint will provide a record
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basis on which the ALJ shall file an initial decision containing
appropriate findings and conclusions and an appropriate order
disposing of the proceeding. In such answer you may, however,
reserve the right to submit proposed findings and conclusions and
the right to appeal the initial decision to the Commission under
Section 3.52 of the Commission's Rules of Practice for
Adjudicative Proceedings.

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

The ALJ will schedule an initial prehearing scheduling
conference to be held not later than 7 days after the last answer is
filed by any party named as a respondent in the complaint. Unless
otherwise directed by the ALJ, the scheduling conference and
further proceedings will take place at the Federal Trade
Commission, 600 Pennsylvania Avenue, N.W., Washington, D.C.
20580. Rule 3.21(a) requires a meeting of the parties’ counsel as
early as practicable before the prehearing scheduling conference,
and Rule 3.31(b) obligates counsel for each party, within 5 days of
receiving a respondent’s answer, to make certain initial
disclosures without awaiting a formal discovery request.

Notice is hereby given to each of the respondents named in this
complaint that a hearing before the ALJ on the charges set forth in
this complaint will begin on April 9, 2001, at
10:00 A.M., or such other date and time as determined by the
ALJ, in Room 532, Federal Trade Commission Building, 600
Pennsylvania Avenue, N.W., Washington, D.C. 20580. At the
hearing, you will have the right under the Federal Trade
Commission Act to appear and show cause why an order should
not be entered requiring you to cease and desist from the
violations of law charged in this complaint.
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The following is the form of order which the Commission has
reason to believe should issue if the facts are found to be as
alleged in the complaint. If, however, the Commission should
conclude from record facts developed in any adjudicative
proceedings in this matter that the proposed order provisions
might be inadequate to fully protect the consuming public, the
Commission may order such other relief as it finds necessary or
appropriate, including corrective advertising or other affirmative
disclosure.

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

ORDER
DEFINITIONS

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

1.“Competent and reliable scientific evidence” shall mean tests,
analyses, research, studies, or other evidence based on the
expertise of professionals in the relevant area, that has been
conducted and evaluated in an objective manner by persons
qualified to do so, using procedures generally accepted in the
profession to yield accurate and reliable results.

2.“Substantially similar product” shall mean any product that is
substantially similar in ingredients, composition, and properties.
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3.“ADHD” shall mean Attention Deficit/Hyperactivity Disorder,
as defined in American Psychiatric Association, Diagnostic and
Statistical Manual of Mental Disorders, (4™ ed. 1994).

4.Unless otherwise specified, “respondents” shall mean Natural
Organics, Inc., a corporation, its successors and assigns and its
officers; Gerald A. Kessler, individually and as an officer of the
corporation; and each of the above's agents, representatives, and
employees.

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

VL

IT IS ORDERED that respondents, directly or through any
corporation, subsidiary, division, or other device, in connection
with the manufacturing, labeling, advertising, promotion, offering
for sale, sale, or distribution of Pedi-Active A.D.D. or any other
food, drug, or dietary supplement, as “food” and “drug” are
defined in Section 15 of the Federal Trade Commission Act, in or
affecting commerce, shall not make any representation, in any
manner, expressly or by implication, that such product:

A. will improve the attention span of children who have
difficulty focusing on school work;

B. will improve the scholastic performance of children who
have difficulty focusing on school work;

C. will improve the attention span of children who suffer from
ADHD;

D. will improve the scholastic performance of children who
suffer from ADHD; or

E. can treat or mitigate ADHD or its symptoms;
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unless, at the time the representation is made, respondents possess
and rely upon competent and reliable scientific evidence that
substantiates the representation.

VIL

IT IS FURTHER ORDERED that respondents, directly or
through any corporation, subsidiary, division, or other device, in
connection with the manufacturing, labeling, advertising,
promotion, offering for sale, sale, or distribution of Pedi-Active
A.D.D. or any substantially similar product in or affecting
commerce, shall not use the name “A.D.D.” or any other name
that represents expressly or by implication, that the product can
treat or mitigate ADHD or its symptoms unless, at the time the
representation is made, respondents possess and rely upon
competent and reliable scientific evidence that substantiates the
representation.

VIIL

IT IS FURTHER ORDERED that respondents, directly or
through any corporation, subsidiary, division, or other device, in
connection with the manufacturing, labeling, advertising,
promotion, offering for sale, sale, or distribution of any food, drug
or dietary supplement, as “food” and “drug” are defined in Section
15 of the Federal Trade Commission Act, in or affecting
commerce, shall not make any representation, in any manner,
expressly or by implication, about the health benefits,
performance, or efficacy of such product, unless, at the time the
representation is made, respondents possess and rely upon
competent and reliable scientific evidence that substantiates the
representation.

IX.

Nothing in this order shall prohibit respondents from making
any representation for any drug that is permitted in labeling for
such drug under any tentative final or final standard promulgated
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by the Food and Drug Administration, or under any new drug
application approved by the Food and Drug Administration.

X.

Nothing in this order shall prohibit respondents from making
any representation for any product that is specifically permitted in
labeling for such product by regulations promulgated by the Food
and Drug Administration pursuant to the Nutrition Labeling and
Education Act of 1990.

XIL.

IT IS FURTHER ORDERED that respondent Natural
Organics, Inc., and its successors and assigns, and respondent
Gerald A. Kessler shall, for five (5) years after the last date of
dissemination of any representation covered by this order,
maintain and upon request make available to the Federal Trade
Commission for inspection and copying:

A All advertisements and promotional materials containing the
representation;

B All materials that were relied upon in disseminating the
representation; and

C All tests, reports, studies, surveys, demonstrations, or other
evidence in their possession or control that contradict,
qualify, or call into question the representation, or the basis
relied upon for the representation, including complaints and
other communications with consumers or with
governmental or consumer protection organizations.

XIL

IT IS FURTHER ORDERED that respondent Natural
Organics, Inc., and its successors and assigns, and respondent
Gerald A. Kessler shall deliver a copy of this order to all current
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and future principals, officers, directors, and managers, and to all
current and future employees, agents, and representatives having
responsibilities with respect to the subject matter of this order, and
shall secure from each such person a signed and dated statement
acknowledging receipt of the order. Respondents shall deliver
this order to current personnel within thirty (30) days after the date
of service of this order, and to future personnel within thirty (30)
days after the person assumes such position or responsibilities.
Respondents shall maintain and upon request make available to
the Federal Trade Commission for inspection and copying a copy
of each signed statement acknowledging receipt of the order.

XIII.

IT IS FURTHER ORDERED that respondent Natural
Organics, Inc. and its successors and assigns shall notify the
Commission at least thirty (30) days prior to any change in the
corporation that may affect compliance obligations arising under
this order, including but not limited to a dissolution, assignment,
sale, merger, or other action that would result in the emergence of
a successor corporation; the creation or dissolution of a
subsidiary, parent, or affiliate that engages in any acts or practices
subject to this order; the proposed filing of a bankruptcy petition;
or a change in the corporate name or address. Provided, however,
that, with respect to any proposed change in the corporation about
which respondent learns less than thirty (30) days prior to the date
such action is to take place, respondent shall notify the
Commission as soon as is practicable after obtaining such
knowledge. All notices required by this Part shall be sent by
certified mail to the Associate Director, Division of Enforcement,
Bureau of Consumer Protection, Federal Trade Commission,
Washington, D.C. 20580.

XIV.

IT IS FURTHER ORDERED that respondent Gerald A.
Kessler, for a period of ten (10) years after the date of issuance of
this order, shall notify the Commission of the discontinuance of
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his current business or employment, or of his affiliation with any
new business or employment. The notice shall include
respondent's new business address and telephone number and a
description of the nature of the business or employment and his
duties and responsibilities. All notices required by this Part shall
be sent by certified mail to the Associate Director, Division of
Enforcement, Burcau of Consumer Protection, Federal Trade
Commission, Washington, D.C. 20580.

XV.

IT IS FURTHER ORDERED that respondent Natural
Organics, Inc., and its successors and assigns, and respondent
Gerald A. Kessler shall, within sixty (60) days after the date of
service of this order, and at such other times as the Federal Trade
Commission may require, file with the Commission a report, in
writing, setting forth in detail the manner and form in which they
have complied with this order.

XVL

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

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

B This order's application to any respondent that is not named
as a defendant in such complaint; and

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



FEDERAL TRADE COMMISSION DECISIONS 603
VOLUME 132

Complaint

Provided, further, that if such complaint is dismissed or a federal
court rules that the respondent did not violate any provision of the
order, and the dismissal or ruling is either not appealed or upheld
on appeal, then the order will terminate according to this Part as
though the complaint had never been filed, except that the order
will not terminate between the date such complaint is filed and the
later of the deadline for appealing such dismissal or ruling and the
date such dismissal or ruling is upheld on appeal.

IN WITNESS WHEREOF, the Federal Trade Commission has
caused this complaint to be signed by its Secretary and its official
seal to be hereto affixed at Washington, D.C. this ninth day of
August, 2000.

By the Commission.
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high on 1.Q. tests. Still, they do not
perform as well in school as their
parents and teachers know they can.
The problem is often not their inteili-
gence, but the child’s inability to remain
focused. A skill which is essential for
success in the classroom and beyond.

Nature's Plus has approached the
problems of the active child from
a nutritional perspective. Intro-
ducing Pedi-Active A.D.D., a precisely
calibrated formula designed for the
active child. Each incredibly delicious,

chewable tablet supplies a complete profile of the most
advanced neuronutrients available, including a diversi-
fied combination of phosphatidyiserine, DMAE and
activated soy phosphatides. such as phosphatidyl-
choline. Pedi-Active A.D.D. is a state-of-the-art nutri-
tional supplement that naturally complements an active
child’s delicate system.

Isn’t your child worth the best
nutritional support science has
to offer?

Bottles of 60
Product #3000
Each Chewable Tablet Contains:
LECI-PSe* (phosphatidylserine-rich
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Supplying Activated Phosphatides:
Phosphatidylserine (PS) . . ............. 10 mg.
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DMAE (2 -dimethylaminoethanol bitartrate). . .. .. .. 50 mg.
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Dear

Thank you for your interest in Pedi-Active A.D.D. from Nature's Plus. We know that sometimes yelling, pleading and
begging your child to their homework just isn't enough. Research has shown that many of the problems a child who
is hyperactive or suffering from Attention Deficit Disorder can be related to improper nutrition. What your child needs
is a nutritional supplement that supplies a complete profile of the most advanced neuronutrients avaitable to help your
child live up to their full potential. Each delicious mixed berry flavored chewable tablet combines phosphatidyiserine,
DMAE and activated soy phosphatides to provide the nutritional support your active child needs.

And, if you're looking for a delicious multivitamin you child will eat up, try Source of Life Animal Parade. Each cherry
and new orange flavored chewable animal supplies 16 vitamins and 8 minerals in a whole food base of fruit, vegetables

and spirulina.

To introduce you to these two formulas, clip the coupons below and redeem them at your local heaith food store or any
of the foilowing.

SOUTH END NATURALS BREAD & CIRCUS BREAD & CIRCUS

517 COLUMBUS AVE 15 WESTLAND AVENUE 115 PROSPECT STREET
BOSTON, MA 02118 BOSTON, MA 02115 CAMBRIDGE, MA 02139
(617) 536-2119 (617) 375-1010 (617) 492-0071

Experience for yourself why Nature's Plus is known as The Energy Supplements.

Sincerely,
Founder, Nature's Plus 27251331
---- Emieson 100487 T T T T T mrosdas .V Someson 1004B7 T T 287044448

EXHIBIT C
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Nature’s Plus.
ANIMAL PARADE.

Children’s Chewable Multi-Vitamin & Mineral Formula
with Very Cherry and Burst of Orange Natural Flavors.

Available Only at Your Local Health Food Store.
Manufacturer’s Coupon

*1.00°9%"

Nature’s Plus.

PEDI-ACTIVE A.D.D..

Chewable Phosphatidylserine
DMAE Complex.
NUTRITIONAL SUPPORT FOR THE ACTIVE CHILD.

Available Only at Your Local Health Food Store.
M_anufacturer's Coupon

047



N sturd's Plus: Supplements - Heaithy Bram Functon httpsr s ww w.natplus.com productsesup...go LhereButton.x 0&go | hereBution.y I

Nature’s Plus 1he Energy Supplements
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Life

Supplements
Healthy Brain Function

[ Pedi-Active A.D.D. Chewables "]t Go there!

Pedi-Active A.D.D. Chewables
Product No. 3000

Pedi-Active A.D.D. is a precisely calibrated formula designed
for the active child. Each naturally sweetened, delicious
chewable tablet supplies a complete profile of the most
advanced neuronutrients available, including a diversified
combination of phosphatidylserine, DMAE and activated soy
phosphatides. Pedi-Active A.D.D. is a state-of-the art
nutritional supplement that naturally complements an active
child's delicate system. Choose the Pedi-Active A.D.D.
tablets or the convenient Pedi-Active Liposomal Spray, and
supplement either with the naturally delicious Pedi-Active
These statements have not been Bar.

evaluated by the Food and Drug

Administration. This product is not
intended to diagnose, treat, cure,
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or prevent any di: .
, prev y disease LECI-PS (phosphatidyiserine-rich purified 100 mg
. B . lecithin concentrate) (supplying activated
Sizes Available: phosphatides: phosphatidylserine [PS] {20 mg],
Bottles of 60 #3000 - 120 phosphatidylicholine [PC] (20 mg], cephalin
#3001 [phosphatidylethanoclamine] {12 mg] and
phosphoinaositides [6 mg])

Find Supplement by Keyword
Enter your search keyword(s) separated by commas, then
click Search.
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Decision and Order

DECISION AND ORDER

The Commission having heretofore issued its complaint
charging the respondents named in the caption hereof with
violation of Sections 5 and 12 of the Federal Trade Commission
Act, as amended, and the respondents having been served with a
copy of that complaint, together with a notice of contemplated
relief; and

The respondents, their attorneys, and counsel for the
Commission having thereafter executed an agreement containing a
consent order, an admission by the respondents of all the
jurisdictional facts set forth in the complaint, a statement that the
signing of said agreement is for settlement purposes only and does
not constitute an admission by respondents that the law has been
violated as alleged in such complaint, or that the facts as alleged
in such complaint, other than jurisdictional facts, are true, and
waivers and other provisions as required by the Commission's
Rules; and

The Secretary of the Commission having thereafter withdrawn
this matter from adjudication in accordance with § 3.25(c) of its
Rules; and

The Commission having considered the matter and having
thereupon accepted the executed consent agreement and placed
such agreement on the public record for a period of thirty (30)
days, now in further conformity with the procedure prescribed in §
3.25(f) of its Rules, the Commission hereby makes the following
jurisdictional findings and enters the following order:

1. Respondent Natural Organics is a New York corporation
with its principal office or place of business at 548 Broadhollow
Road, Melville, New York 11747-3708. Natural Organics also
does business as Nature’s Plus.
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Respondent Gerald A. Kessler is an officer of the corporate
respondent. Individually or in concert with others, he formulates,
directs, or controls the policies, acts, or practices of the
corporation.

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

ORDER
DEFINITIONS

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

1. “Competent and reliable scientific evidence” shall mean tests,
analyses, research, studies, or other evidence based on the
expertise of professionals in the relevant area, that has been
conducted and evaluated in an objective manner by persons
qualified to do so, using procedures generally accepted in the
profession to yield accurate and reliable results.

2. “Substantially similar product” shall mean any product that is
substantially similar in ingredients, composition, and properties.

3. “ADHD” shall mean Attention Deficit/Hyperactivity Disorder,
a widely-recognized developmental disorder of childhood
characterized by a persistent pattern of inattention and/or
hyperactivity-impulsiveness that is more frequent and severe than
is typically observed in individuals at a comparable level of
development, as identified in American Psychiatric Association,

Diagnostic and Statistical Manual of Mental Disorders, (4" ed.
1994).

4. “Children” shall mean individuals under the age of 13.

5. “Mental disorder” shall mean any disorder that meets the
criteria for a specific disorder identified in American Psychiatric
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Association, Diagnostic and Statistical Manual of Mental
Disorders, (4™ ed. 1994).

6. Unless otherwise specified, “respondents” shall mean Natural
Organics, Inc., a corporation, its successors and assigns and its
officers; Gerald A. Kessler, individually and as an officer of the
corporation; and each of the above's agents, representatives, and
employees.

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

I

IT IS ORDERED that respondents, directly or through any
corporation, subsidiary, division, or other device, in connection
with the manufacturing, labeling, advertising, promotion, offering
for sale, sale, or distribution of Pedi-Active A.D.D. or any other
food, drug, or dietary supplement, as “food” and “drug” are
defined in Section 15 of the Federal Trade Commission Act, in or
affecting commerce, shall not make any representation, in any
manner, expressly or by implication, that such product:

A. will improve the attention span of children who have
difficulty focusing on school work;

B. will improve the scholastic performance of children who
have difficulty focusing on school work;

C. will improve the attention span of children who suffer from
ADHD;

D. will improve the scholastic performance of children who
suffer from ADHD; or

E. can treat or mitigate ADHD in children;
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unless, at the time the representation is made, respondents possess
and rely upon competent and
reliable scientific evidence that substantiates the representation.

II

IT IS FURTHER ORDERED that respondents, directly or
through any corporation, subsidiary, division, or other device, in
connection with the manufacturing, labeling, advertising,
promotion, offering for sale, sale, or distribution of Pedi-Active
A.D.D. or any substantially similar product marketed for children
in or affecting commerce, shall not use the name “A.D.D.” or any
other name that represents expressly or by implication, that the
product can treat or mitigate ADHD unless, at the time the
representation is made, respondents possess and rely upon
competent and reliable scientific evidence that substantiates the
representation.

III

IT IS FURTHER ORDERED that respondents, directly or
through any corporation, subsidiary, division, or other device, in
connection with the manufacturing, labeling, advertising,
promotion, offering for sale, sale, or distribution of any food, drug
or dietary supplement marketed for children, as “food” and “drug”
are defined in Section 15 of the Federal Trade Commission Act, in
or affecting commerce, shall not make any representation, in any
manner, expressly or by implication, regarding the ability of such
product to treat or cure any disease or mental disorder unless, at
the time the representation is made, respondents possess and rely
upon competent and reliable scientific evidence that substantiates
the representation.

v

Nothing in this order shall prohibit respondents from making
any representation for any product that is specifically permitted in
labeling for such product either by regulations promulgated by the
Food and Drug Administration pursuant to the Nutrition Labeling
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and Education Act of 1990, or pursuant to Sections 303-304 of the
Food and Drug Administration Modernization Act of 1997.

\Y%

Nothing in this order shall be constituted as a waiver of
respondents’ right to engage in speech protected by the First
Amendment to the Constitution of the United States.

VI

IT IS FURTHER ORDERED that this order shall not apply to
any product sold or distributed to consumers by third parties under
private labeling agreements with respondents, their successors or
assigns, provided respondents, their successors or assigns, do not
participate in any manner, directly or indirectly, in the funding,
preparation or dissemination of any advertising of said products to
consumers.

VII

IT IS FURTHER ORDERED that respondent Natural
Organics, Inc., and its successors and assigns, and respondent
Gerald A. Kessler shall, for five (5) years after the last date of
dissemination of any representation covered by this order,
maintain and upon request make available to the Federal Trade
Commission for inspection and copying:

1 All advertisements and promotional materials containing the
representation;

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

3 All tests, reports, studies, surveys, demonstrations, or other
evidence in their possession or control that contradict,
qualify, or call into question the representation, or the basis
relied upon for the representation, including complaints and
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other communications with consumers or with
governmental or consumer protection organizations.

VIII

IT IS FURTHER ORDERED that respondent Natural
Organics, Inc., and its successors and assigns, and respondent
Gerald A. Kessler shall deliver a copy of this order to all current
and future principals, officers, directors, and managers, and to all
current and future employees, agents, and representatives having
responsibilities with respect to the subject matter of this order, and
shall secure from each such person a signed and dated statement
acknowledging receipt of the order. Respondents shall deliver
this order to current personnel within thirty (30) days after the
date of service of this order, and to future personnel within thirty
(30) days after the person assumes such position or
responsibilities. Respondents shall maintain and upon request
make available to the Federal Trade Commission for inspection
and copying a copy of each signed statement acknowledging
receipt of the order.

IX

IT IS FURTHER ORDERED that respondent Natural
Organics, Inc. and its successors and assigns shall notify the
Commission at least thirty (30) days prior to any change in the
corporation that may affect compliance obligations arising under
this order, including but not limited to a dissolution, assignment,
sale, merger, or other action that would result in the emergence of
a successor corporation; the creation or dissolution of a
subsidiary, parent, or affiliate that engages in any acts or practices
subject to this order; the proposed filing of a bankruptcy petition;
or a change in the corporate name or address. Provided, however,
that, with respect to any proposed change in the corporation about
which respondent learns less than thirty (30) days prior to the date
such action is to take place, respondent shall notify the
Commission as soon as is practicable after obtaining such
knowledge. All notices required by this Part shall be sent by
certified mail to the Associate Director, Division of Enforcement,
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Bureau of Consumer Protection, Federal Trade Commission,
Washington, D.C. 20580.

X

IT IS FURTHER ORDERED that respondent Gerald A.
Kessler, for a period of ten (10) years after the date of issuance of
this order, shall notify the Commission of the discontinuance of
his current business or employment, or of his affiliation with any
new business or
employment. The notice shall include respondent's new business
address and telephone number and a description of the nature of
the business or employment and his duties and responsibilities.
All notices required by this Part shall be sent by certified mail to
the Associate Director, Division of Enforcement, Bureau of
Consumer Protection, Federal Trade Commission, Washington,
D.C. 20580.

X1

IT IS FURTHER ORDERED that respondent Natural
Organics, Inc., and its successors and assigns, and respondent
Gerald A. Kessler shall, within sixty (60) days after the date of
service of this order, and at such other times as the Federal Trade
Commission may require, file with the Commission a report, in
writing, setting forth in detail the manner and form in which they
have complied with this order.

XII

This order will terminate on September 6, 2021, 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:

1 Any Part in this order that terminates in less than twenty
(20) years;
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2 This order's application to any respondent that is not named
as a defendant in such complaint; and

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

Provided, further, that if such complaint is dismissed or a federal
court rules that the respondent did not violate any provision of the
order, and the dismissal or ruling is either not appealed or upheld
on appeal, then the order will terminate according to this Part as
though the complaint had never been filed, except that the order
will not terminate between the date such complaint is filed and the
later of the deadline for appealing such dismissal or ruling and the
date such dismissal or ruling is upheld on appeal.

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

The Federal Trade Commission has accepted an agreement to a
proposed consent order with Natural Organics, Inc. and Gerald A.
Kessler, the principal who controlled this corporation (referred to
collectively as “Respondents™). The agreement would settle a
complaint by the Federal Trade Commission that Respondents
engaged in unfair or deceptive acts or practices in violation of
Sections 5 and 12 of the Federal Trade Commission Act.

The proposed consent order has been placed on the public
record for thirty (30) days for reception 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 concerns advertising representations made about
Pedi-Active A.D.D., a dietary supplement. The administrative
complaint alleged that Respondents violated the FTC Act by
disseminating advertisements that made unsubstantiated efficacy
claims about the ability of Pedi-Active A.D.D. to treat Attention
Deficit Hyperactivity Disorder (“ADHD”) or certain symptoms of
that disorder. Specifically, the complaint alleged that
Respondents made unsubstantiated claims that Pedi-Active
A.D.D. will: (1) improve the attention span of children who have
difficulty focusing on school work; (2) improve the scholastic
performance of children who have difficulty focusing on school
work; (3) improve the attention span of children who suffer from
ADHD; (4) improve the scholastic performance of children who
suffer from ADHD; and (5) treat or mitigate ADHD or its
symptoms.

The proposed consent order contains provisions designed to
prevent Respondents from engaging in acts and practices similar
to those alleged in the complaint in the future. Part I of the
proposed consent order prohibits Respondents from claiming that
Pedi-Active A.D.D. or any other food, drug, or dietary supplement
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(1) will improve the attention span of children who have difficulty
focusing on school work, (2) will improve the scholastic
performance of children who have difficulty focusing on school
work, (3) will improve the attention span of children who suffer
from ADHD, (4) will improve the scholastic performance of
children who suffer from ADHD, or (5) can treat or mitigate
ADHD in children, unless they possess competent and reliable
scientific evidence substantiating the claim. In addition, Part II of
the proposed consent order requires Respondents to possess
competent and reliable scientific evidence before they market a
product for children using the name “A.D.D.” or any other name
that represents that the product can treat or mitigate ADHD.
Finally, Part III of the proposed order prohibits Respondents from
making any representation about the ability of any food, drug or
dietary supplement marketed for children to treat or cure any
disease or mental disorder, unless they possess competent and
reliable scientific evidence.

Part IV of the proposed order states that Respondents will be
permitted to make claims that the FDA has approved pursuant to
the Nutrition Labeling and Education Act of 1990, or pursuant to
Sections 303-304 of the Food and Drug Administration
Modernization Act of 1997.

Part V of the proposed order states that nothing in the order
constitutes a waiver of Respondents’ First Amendment rights.

As set out in Part VI of the proposed order, the proposed
consent order will not apply to any product sold or distributed to
consumers by third parties under private labeling agreements with
Respondents, provided Respondents do not participate in any
manner in the funding, preparation or dissemination of the
product's advertising.

The remainder of the proposed consent order contains
provisions regarding distribution of the order, record-keeping,
notification of changes in corporate status or employment,
termination of the order, and the filing of a compliance report.
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The purpose of this analysis is to facilitate public comment on
the proposed order, and it is not intended to constitute an official
interpretation of the agreement and proposed order or to modify in
any way their terms.
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IN THE MATTER OF

WARNER COMMUNICATIONS, INC.

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

Docket C-4025; File No. 0010231
Complaint, September 17, 2001--Decision, September 17, 2001

This consent order addresses an agreement between Respondent Warner
Communications Inc. — a subsidiary of AOL Time Warner Inc. — and certain
subsidiaries of Vivendi Universal S.A. concerning price and advertising levels
for certain audio and video products featuring opera singers Luciano Pavarotti,
Placido Domingo, and Jose Carreras, known collectively as The Three Tenors.
The order, among other things, prohibits the respondent from agreeing with a
competitor (1) to fix, raise, or stabilize prices for any audio product, or (2) to
prohibit, restrict, or limit truthful, non-deceptive advertising and promotion for
any audio product. The order also permits the respondent to join with other
sellers to prevent the advertising, marketing or sale to children of audio
products or video products labeled or rated with a parental advisory or
cautionary statement as to content.

Participants

For the Commission: Geoffrey M. Green, John Roberti, Cary
Zuk, Melissa Westman-Cherry, Geoffrey D. Oliver, Richard B.
Dagen, Rendell A. Davis, Jr., Roberta S. Baruch, Daniel P.
Ducore, John Howell, Michael G. Vita, and Daniel P. O’Brien.

For the Respondent: Robert Joffe, Katherine Forrest, and John
M. Lundine, Cravath, Swaine & Moore, George S. Cary and
Tanya Dunn, Cleary, Gottlieb, Steen, & Hamilton, and Paul T.
Cappuccio, Ed Weiss and Paul Washington, Warner
Communications Inc.

COMPLAINT

Pursuant to the provisions of the Federal Trade Commission
Act, and by virtue of the authority vested in it by said Act, the
Federal Trade Commission (“Commission”), having reason to
believe that Warner Communications Inc., a corporation,



