UNITED STATES OF AMERICA
FEDERAL TRADE COMMISSION

Inthe Matter of

THE GREENWILLOW TREELLC,
alimited liability company, and

FILE NO. 072-3144

AGREEMENT CONTAINING
ROBERT BURNS, CONSENT ORDER
individually and as a manager and

member of The Green Willow Tree, LLC.
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The Federa Trade Commission (“*Commission”) has conducted an investigation of
certain acts and practices of The Green Willow Tree, LLC, alimited liability company, and
Robert Burns, individually and as a member and manager of The Green Willow Treg, LLC
(“proposed respondents’). Proposed respondents are w00 age 1 of £1.00000 0.09s130 0.00 rg0007e00 7m 1.1.2

Pagelof 8



(b) The requirement that the Commission’s decision contain a statement of findings
of fact and conclusions of law; and

(c) All rightsto seek judicial review or otherwise to challenge or contest the validity
of the order entered pursuant to this agreement.

5. This agreement shall not become part of the public record of the proceeding
unless and until it is accepted by the Commission. If this agreement is accepted by the
Commission, it, together with the draft complaint, will be placed on the public record for a
period of thirty (30) days and information about it publicly released. The Commission thereafter
may either withdraw its acceptance of this agreement and so notify proposed respondents, in
which event it will take such action as it may consider appropriate, or issue and serveits
complaint (in such form as the circumstances may require) and decision in disposition of the
proceeding.

6. This agreement is for settlement purposes only and does not constitute an
admission by proposed respondents that the law has been violated as alleged in the draft
complaint, or that the facts as alleged in the draft complaint, other than the jurisdictional facts,
aretrue.

7. This agreement contemplates that, if it is accepted by the Commission, and if such
acceptance is not subsequently withdrawn by the Commission pursuant to the provisions of
Section 2.34 of the Commission’s Rules, the Commission may, without further notice to
proposed respondents, (1) issue its complaint corresponding in form and substance with the
attached draft complaint and its decision containing the following order in disposition of the
proceeding, and (2) make information about it public. When so entered, the order shall have the
same force and effect and may be altered, modified, or set aside in the same manner and within
the same time provided by statute for other orders. The order shall become final upon service.
Delivery of the complaint and the decision and order to proposed respondents’ address as stated
in this agreement by any means specified in Section 4.4(a) of the Commission’s Rules shall
constitute service. Proposed respondents waive any right they may have to any other manner of
service. The complaint may be used in construi(e t0)20000 cm(on’ s Rules) toun108.0000 425.5200 TD(7.)TjHT
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ORDER
DEFINITIONS
For purposes of thisorder, the following definitions sha | apply:
1 Unless otherwise specified, “Respondents’ shall mean:

a The Green Willow Tree, LLC, alimited liability company, its successors and
assigns and its managers; and

b. Robert Burns, individually and as a member and manager of The Green Willow
Tree, LLC.
2. “Competent and reliable scientific evidence” shal mean tests, analyses, research,

studies, or other evidence based on the expertise of professionalsin the relevant area, that has
been conducted and evaluated in an objecow
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action within or on the body of man or
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G. About the health benefits, performance, efficacy, safety, or side effects of such
product or service;

unless therepresentation is true, not misleading, and, at the time it is made, Respondents possess
and rely upon competent and reliable scientific evidence that substantiates the representation.

IT ISFURTHER ORDERED that Respondents, directly or through any person,
partnership, corporation, subsidiary, division, trade name, or other device, in connection with the
labeling, advertising, promotion, offering for sale, sale, or distribution of any Progesterone
product or any other covered product or servicein or affecting commerce, shall not misrepresent,
in any manner, expressly or by implication, the existence, contents, vdidity, results, conclusions,
or interpretations of any test, study, or research.

[,

IT ISFURTHER ORDERED that:

A. 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 by the Food and Drug Administration, or under any new drug application approved
by the Food and Drug Administration;

B. 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; and

C. Nothing in this order shall prohibit Respondents from making any representation
for any device that is permitted in labeling for such device under any new medical device
application approved by the Food and Drug Administration.

V.

IT ISFURTHER ORDERED that Respondents shdl, for five (5) years after the | ast
date of dissemination of any representation covered by this order, maintain and upon reasonable
noti ce 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
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C. All tests, reports, sudies, surveys, demonstrations, or other evidence in their
possession or control that contradict, qualify, or call into question the
representation or the basis relied upon for the representation, including complaints
and other communications with consumers or with governmental or consumer
protection organizations.

V.

IT ISFURTHER ORDERED that Respondents shdl deliver a copy of this order to all
current and future principals, officers, directors, and managers, and to al current and future
employees, agents, and representatives having responsibilities with respect to the subject matter
of thisorder, and shall secure from each such person a signed and dated statement
acknowledging receipt of the order. Respondents shall deliver this order to current personne
within thirty (30) days 00 cmQ100 0.00 0.00 rgBT72.0000 524.4000 TDOI0600 TctD.0600 Tw(within thir) Tjt00
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VIII.

IT ISFURTHER ORDERED that Respondents shall, within sixty (60) days after
service of this order, and, upon reasonable notice, at such other times as the Federal Trade
Commission may require, file with the Commission areport, in writing, setting forth in detail the
manner and form in which they have complied with this order.

IX.

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 filesa
complaint (with or without an accompanying consent decree) in federal court aleging 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 thisorder that terminates in less than twenty (20) years,

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

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

Provided, further, that if such complaint is dismissed or afederal 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 this order will not terminate between the date such
complaint isfiled and the | ater of the deadline for appealing such dismissd or ruling and the date
such dismissal or ruling is upheld on appeal.

Signed this day of , 2007.

RESPONDENTS

THE GREEN WILLOW TREE LLC, alimited liability
company

ROBERT BURNS, individually and as amember and
manager of The Green Willow TreeLLC
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APPROVED:

FEDERAL TRADE COMMISSION

GREGORY A. ASHE
JANICE P. FRANKLE
Attorneys for the Federal Trade Commission

LAURA DEMARTINO
Assistant Director
Division of Enforcement

JAMES A. KOHM
Associate Director
Division of Enforcement

LYDIA B. PARNES
Director
Bureau of Consumer Protection
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