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THE GREEN WILLOW TREE, LLC,  
AND  

ROBERT BURNS 
 

CONSENT ORDER, ETC., IN REGARD TO ALLEGED VIOLATIONS  
OF SEC. 5 AND SEC. 12 OF THE FEDERAL TRADE COMMISSION ACT 

 
Docket C-4207; File No. 072 3144 

Complaint, November 13, 2007 – Decision, November 13, 2007 
 
 

This consent order addresses the deceptive advertising and promotion of Progesta 
Care Plus, EST, and Restored Balance transdermal creams in violation of the FTC 
Act. According to their labels, the creams contained, among other ingredients, 
natural progesterone. The complaint alleged that the respondent had no 
substantiation for its claims that the creams were effective (a) in preventing, 
treating, or curing osteoporosis; (b) in preventing or reducing the risk of estrogen 
inducted endometrial (uterine) cancer; and (c) in reducing or alleviating the user’s 
risk of developing breast cancer.  The consent order requires that respondents have 
competent and reliable scientific evidence substantiating claims that any 
progesterone product or any other dietary supplement, food, drug, device or health 
related service or program is effective in preventing, treating, or curing any 
disease. The order also bars respondents from engaging in similar acts and 
practices in the future and prohibits the respondents from misrepresenting the 
existence, contents, validity, results, conclusions, or interpretations of any test, 
study, or research. 

 
Participants 

 
For the Commission: Gregory A. Ashe, Laura DeMartino, Janice 

P. Frankle, James A. Kohm, and Michael Ostheimer. 
 
For the Respondents: Not represented by counsel. 
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COMPLAINT 
 

The Federal Trade Commission, having reason to believe that 
The Green Willow Tree, LLC, a limited liability company, and 
Robert Burns, individually and as a manager and member of The 
Green Willow Tree, LLC (“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 The Green Willow Tree, LLC is a North 
Carolina limited liability company with its principal office or place 
of business at 34 Rocky Ridge Road, Asheville, North Carolina 
28806. 

 
2. Respondent Robert Burns is a manager and member of The 

Green Willow Tree, LLC.  Individually, or in concert with others, he 
formulates, directs, controls, or participates in the policies, acts, or 
practices of The Green Willow Tree, LLC, including the acts and 
practices alleged in this complaint. His principal office or place of 
business is the same as that of The Green Willow Tree, LLC. 
 

3. 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. 

 
4. Many women experience symptoms of menopause including 

hot flashes (also called flushes), night sweats, sleep disturbances, 
and painful intercourse.  To relieve the symptoms of menopause, 
some doctors prescribe hormone therapy.  This typically involves the 
use of either estrogen alone (for women who have had a 
hysterectomy) or (for women who have not had a hysterectomy) 
estrogen with an orally administered progestagen.  Progestagen is a 
general term that includes progesterone (which is the progestagen 
produced by the human body or which can be synthesized as a drug) 
and progestins (which are synthetic forms of progestagens).  A 
progestagen is added to estrogen to prevent hyperplasia (cell 
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overgrowth) in the endometrium (lining of the uterus). This 
overgrowth can lead to endometrial (uterine) cancer.  While 
progestagens decrease a woman’s risk of estrogen-induced 
endometrial cancer, progestins have been found to increase a 
woman’s risk of developing breast cancer. 

 
5. Respondents have advertised, offered for sale, sold, and 

distributed products to the public throughout the United States, 
including Progesta Care Plus, EST, and Restored Balance.  
Respondents advertise and offer the products for sale through the 
Internet site www.greenwillowtree.com. 

 
6. For the purposes of Section 12 of the FTC Act, 15 U.S.C. § 

52, Progesta Care Plus, EST, and Restored Balance are “drugs” as 
defined in Section 15(c) of the FTC Act, 15 U.S.C. § 55(c). 
  

7. Progesta Care Plus is a drug labeled as containing Natural 
Progesterone USP and other ingredients.  A four ounce tube costs 
$35 plus shipping and handling.  EST is a drug labeled as containing 
960 mg of USP natural progesterone extracted from wild yam and 
soybean per two ounce tube and other ingredients.  A two ounce tube 
costs $24.95 plus shipping and handling.  Restored Balance is a drug 
labeled as containing Natural Progesterone USP (15-20 mg per 1/8 
teaspoon dose) and other ingredients.  A two ounce tube costs $24 
plus shipping and handling.  Progesta Care Plus, EST, and Restored 
Balance are applied transdermally. 

 
8. To induce consumers to purchase Progesta Care Plus, EST, 

and Restored Balance, respondents have disseminated or have 
caused to be disseminated advertisements, including but not 
necessarily limited to the attached Exhibit A.  These advertisements 
contain the following statements and depictions, among others, on 
respondents’ website: 
 

A. A BRIEF LOOK AT THE MAJOR HORMONES 
 

* * * 
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Because progesterone is the hormone responsible for 
building bone, we may also start to lose bone during this 
period [perimenopause].  And whether or not we decide to 
use estrogen during or after menopause, we should 
continue to use progesterone indefinitely to protect our 
bones.  This hormone is generally best absorbed through 
the skin in the form of a cream or liquid. 

 
* * * 

 
Benefits of progesterone 
* * * 

 
Prevents endometrial cancer 
Helps prevent breast cancer 
Stimulates bone building 

 
* * * 

 
Synthetic progesterones, like Provera, have many side 
effects and can be dangerous as well.  Natural 
progesterone is a “human-identical hormone in that it is an 
exact copy of the molecule produced by the ovaries. 

(Exhibit A at 4-5.) 
 

B. We believe that natural progesterone is the safest and most 
beneficial form of supplemental progesterone. 

 
U.S.P. bio-identical progesterone is very different from 
synthetic progestin. Bio-identical progesterone has the 
same molecular structure as the progesterone produced in 
the human body and the body recognizes it. Topical 
creams have been shown to be the most effective mode of 
administration. When bio-identical progesterone is applied 
topically, it is absorbed transdermally (through the skin) 
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immediately into the bloodstream and then distributed and 
utilized in progesterone target tissues. Transdermally 
absorbed progesterone works within the body in 
essentially the same manner as the progesterone that is 
endogenously secreted (produced within the body) to enter 
the blood stream directly. 

(Exhibit A at 8.) 
 

C. THE BENEFITS OF NATURAL PROGESTERONE 
 

* * * 
 

An essential key, according to an increasing number of 
researchers and medical professionals, is the neglected 
substance known as natural progesterone. Their studies 
indicate that this hormone is beneficial for a wide range of 
symptoms related to PMS and menopause, and that 
progesterone may be the key factor in understanding, 
preventing, and even reversing osteoporosis.  

 
First, let’s clarify the difference between natural and 
synthetic progesterone--a distinction that even many 
doctors do not make. Natural progesterone is considered 
extremely safe. Dr. Joel T. Hargrove, director of the PMS 
and Menopause Clinics at Vanderbilt University in 
Nashville, says, “I have been prescribing (natural) 
progesterone for 12 years and I haven't seen any long-term 
side effects. It doesn’t affect cholesterol levels; it doesn’t 
affect Mother Nature--basically, it is a wonderful thing.” 
In England, Dr. Katharina Dalton has been using natural 
progesterone for over 30 years and has seen no increases 
in cancer. 

 
Synthetic progesterones, such as Provera, are called 
progestins or progestogens, and are known to have a wide 
range of side effects. David Steinman, author of Diet for a 
Poisoned Planet, writes that “In addition to unpleasant 
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side effects such as fluid retention and salt build-up, 
synthetic progesterone is known to cause some serious 
illnesses--blood clots and uterine and breast cancers.” The 
list of side effects, risks, and warning for Provera is a full 
page long. Synthetic progesterone causes side effects, says 
John R. Lee, MD (now deceased) of Sebastopol CA, 
because “it’s not progesterone. The pharmaceutical 
companies alter the molecular structure so it no longer fits 
into the bio-chemical machinery of the body.” 

 
* * * 

  
Effects of excess or 
unbalanced estrogen 

Progesterone effects 

* * * * * * 

causes endometrial cancer prevents endometrial cancer 

increased risk of breast cancer helps prevent breast cancer 

slightly restrains osteoclast 
function  

stimulates osteoblast bone 
building 

 
One of the most important actions of progesterone is that 
is has major implications for bone health, however, the use 
of natural progesterone for the prevention of osteoporosis 
in post-menopausal women is very controversial. In the 
International Clinical Nutrition Review, Dr. Lee reported 
on his treatment of 100 post menopausal women with 
natural progesterone. Many of the women had lost height 
or suffered one or more fractures; both indications of 
osteoporosis. Bone density tests were used to monitor the 
effects of the therapy. Although some women were treated 
with estrogen as well, Dr. Lee concluded that “the bone 
building benefits of the progesterone therapy were 
independent of the presence or absence of supplemental 
estrogen.” This is not surprising when we realize that the 
function of estrogen pertains to the osteoclast cells which 
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dissolve old or imperfect bone, while progesterone 
mediates the osteoblast cells which build bone. 
Osteoporosis occurs when osteoclast activity exceeds 
osteoblast activity. Thus, estrogen can slow the loss of 
bone, but progesterone can help to build it. Dr. Lee insured 
adequate mineral intake for his patients; however, 
nutritional support cannot account for the impressive 
results he achieved. “It was common to see a 10% increase 
(in bone density) in the first 6 to 12 months and an annual 
increase of 3 to 5% until stabilizing at the levels of healthy 
35-year olds,” Lee says. “Neither age nor time from 
menopause was an apparent factor. The faster increases 
occurred in those with the lowest initial bone densities. . . 
The occurrence of osteoporotic fractures dropped to zero.” 

 
Dr. Lee describes the case of a 72 year old woman who 
was especially conscientious in following his therapeutic 
program. She suffered from back pains and kyphosis and 
had lost height; x-rays revealed an advanced case of 
osteoporosis. Dual-photon densitometry tests over a period 
of 22 years on Dr. Lee’s program revealed an average 
increase of over 29% in the bone density of the lumbar 
vertebrae. “The vertebrae of lowest mineral density 
increased over 39% in mineral density,” states Dr. Lee. His 
conclusion offered hope to countless menopausal women: 
“Osteoporosis would appear to be reversible.” 

(Exhibit A at 12-14.) 
 

D. Natural progesterone is technically called “Progesterone 
USP” or sometimes “USP progesterone”. Because it is not 
cancer causing and because it is such a beneficial 
hormones, progesterone USP has been considered so safe 
that a “more is better” attitude has been adopted. 

(Exhibit A at 18.) 
 

E. Since 1995, I have been writing about the positive benefits 
of natural estrogen and progesterone, as opposed to the 
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dangers of synthetic hormones. . .It is my firm belief that 
women do not have to choose between heart attacks or 
cancer on the one hand; and hot flashes, mood swings, 
premature aging, and other symptoms of low hormone 
levels on the other.  Natural alternatives exist, and they go 
far beyond the commonly used remedies of using more 
soy products and herbs.  These alternatives are just as 
effective as the synthetics.  While nothing in this life is 
100% safe, according to all the research and experience at 
my disposal, they are virtually free of both dangerous 
complications and uncomfortable side effects. 

(Exhibit A at 22.) 
 

F. Osteoporosis is one of the most serious health concerns for 
mid-life and mature women, and can affect men as well. 
The use of natural hormones, such as progesterone, is 
essential for bone health. 

(Exhibit A at 27.) 
 

G. However, all foremost authorities on this subject agree that 
progesterone is by far the more important hormone for 
osteoporosis. Progesterone helps to build new bone. It?s 
[sic] like having a bank balance. Estrogen helps you to 
spend less, but progesterone puts new cash into your 
account. Therefore, using progesterone is essential for 
your bone health. Progesterone levels begin to fall 5-15 
years before menopause. This corresponds with the fact 
that bone loss usually starts when women are in their 
forties, when estrogen levels are generally still high. 
Progesterone declines even further after menopause. If you 
want to keep your bones healthy, use some type of 
progesterone!  

 
* * * 
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Dr. John Lee?s [sic] impressive study involved 100 post-
menopausal women, many of whom showed osteoporosis 
symptoms. The women used a 3% natural progesterone 
cream for at least three years. Of the 63 women who had 
bone density tests, instead of the predicted bone loss that 
would be expected in this group, every single one had an 
increase in bone mass. Some women showed an increase 
of 10% after the first 6 to 12 months of therapy, and others 
showed a 20-25% increase in the first year. Dr. Lee found 
that the effects of the therapy were independent of whether 
the women were receiving estrogen. While Dr. Lee?s [sic] 
results have not been replicated in the US, I have heard 
that progesterone is the standard treatment for 
osteoporosis in Europe. 

(Exhibit A at 32-34.) 
 

H. This elegant white cream contains natural progesterone 
and natural phyto-estrogens, and provides an ideal 
hormone balance for menopausal and post-menopausal 
women. A rare find, EST is based on a phyto-estrogen 
equivalent of bi-estrogen with natural progesterone. It is 
formulated for quick absorption into the skin with superior 
bioavailability. This completely natural product can 
provide relief from menopausal and peri-menopausal 
symptoms including, hot flashes, night sweats, mood 
swings, vaginal dryness, and sleep disturbances. May also 
help improve new bone formation. 

(Exhibit A at 37.) 
 

9. Through the means described in Paragraphs 7 and 8, 
Respondents have represented, expressly or by implication, that: 
 

A. Progesta Care Plus, EST, and Restored Balance are 
effective in preventing, treating, or curing osteoporosis; 
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B. Progesta Care Plus, EST, and Restored Balance are 
effective in preventing or reducing the risk of estrogen-induced 
endometrial (uterine) cancer; and 

 
C. Progesta Care Plus, EST, and Restored Balance do not 

increase the user’s risk of developing breast cancer and/or are 
effective in preventing or reducing the user’s risk of developing 
breast cancer. 

 
10. Through the means described in Paragraphs 7 and 8, 

respondents have represented, expressly or by implication, that they 
possessed and relied upon a reasonable basis that substantiated the 
representations set forth in Paragraph 9, at the time the 
representations were made. 

 
11. In truth and in fact, respondents did not possess and rely 

upon a reasonable basis that substantiated the representations set 
forth in Paragraph 9 at the time the representations were made. 
Therefore, the representation set forth in Paragraph 10 was, and is, 
false or misleading. 

 
12. The acts and practices alleged in this complaint constitute 

unfair or deceptive acts or practices, and the making of false 
advertisements, in or affecting commerce in violation of Sections 
5(a) and 12 of the Federal Trade Commission Act. 
 

THEREFORE, the Federal Trade Commission, on this 
thirteenth day of November, 2007, has issued this complaint against 
respondents. 
 

By the Commission. 
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Exhibit A 
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DECISION AND ORDER 
 

The Federal Trade Commission having initiated an investigation 
of certain acts and practices of the Respondents named in the caption 
hereof, and the Respondents having been furnished thereafter with a 
copy of a draft of complaint which the Bureau of Consumer 
Protection proposed to present to the Commission for its 
consideration and which, if issued by the Commission, would charge 
the Respondents with violation of the Federal Trade Commission 
Act; and 

 
The Respondents 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 aforesaid draft complaint, a statement that the signing of the 
agreement is for settlement purposes only and does not constitute an 
admission by the Respondents that the law has been violated as 
alleged in such complaint, or that any of the facts as alleged in such 
complaint, other than jurisdictional facts, are true, and waivers and 
other provisions as required by the Commission’s Rules; and 

 
The Commission having thereafter considered the matter and 

having determined that it had reason to believe that the Respondents 
have violated the Act, and that a complaint should issue stating its 
charges in that respect, and having thereupon accepted the executed 
consent agreement and placed such agreement on the public record 
for a period of thirty (30) days for the receipt and consideration of 
public comments, now in further conformity with the procedure 
prescribed in § 2.34 of its Rules, the Commission hereby issues its 
complaint, makes the following jurisdictional findings, and enters 
the following order: 
 

1. Respondent The Green Willow Tree, LLC is a North 
Carolina limited liability company with its principal office or place 
of business is at 34 Rocky Ridge Road, Asheville, North Carolina 
28806. 
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2. Respondent Robert Burns is a manager and member of The 

Green Willow Tree, LLC.  Individually, or in concert with others, he 
formulates, directs, controls, or participates in the policies, acts, or 
practices of The Green Willow Tree, LLC, including the acts and 
practices alleged in this complaint. His principal office or place of 
business is the same as that of The Green Willow Tree, LLC. 

 
3. 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. Unless otherwise specified, “Respondents” shall mean: 
 

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

 
3. “Progesterone product” shall mean any product containing or 

purporting to contain any progestagen (whether natural or 
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synthetic), including but not limited to progesterone 
(whether produced by the human body or produced outside 
the human body but having the same chemical structure as 
the progesterone produced by the human body) or any 
progestin, including but not limited to Progesta Care Plus, 
EST, and Restored Balance. 

 
4. “Food,” shall mean (a) articles used for food or drink for 

man or other animals, (b) chewing gum, and (c) articles used 
for components of any such article. 

 
5. “Drug” shall mean (a) articles recognized in the official 

United States Pharmacopoeia, official Homoeopathic 
Pharmacopoeia of the United States, or official National 
Formulary, or any supplement to any of them; (b) articles 
intended for use in the diagnosis, cure, mitigation, treatment, 
or prevention of disease in man or other animals; (c) articles 
(other than food) intended to affect the structure or any 
function of the body of man or other animals; and (d)articles 
intended for use as a component of any article specified in 
clause (a), (b), or (c); but does not include devices or their 
components, parts, or accessories. 

 
6. “Device” shall mean an instrument, apparatus, implement, 

machine, contrivance, implant, in vitro reagent, or other 
similar or related article, including any component, part, or 
accessory, which is (a) recognized in the official National 
Formulary, or the United States Pharmacopeia, or any 
supplement to them; (b) intended for use in the diagnosis of 
disease or other conditions, or in the cure, mitigation, 
treatment, or prevention of disease, in man or other animals, 
or (c) intended to affect the structure or any function of the 
body of man or other animals, and which does not achieve 
any of its principal intended purposes through chemical 
action within or on the body of man or other animals and 
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which is not dependent upon being metabolized for the 
achievement of any of its principal intended purposes.  

 
7. “Covered product or service” shall mean any dietary 

supplement, food, drug, device, or any health-related service 
or program. 

 
8. “Commerce” shall mean commerce among the several States 

or with foreign nations, or in any Territory of the United 
States or in the District of Columbia, or between any such 
Territory and another, or between any such Territory and any 
State or foreign nation, or between the District of Columbia 
and any State or Territory or foreign nation. 

 
9. “Endorsement” shall mean any advertising message 

(including verbal statements, demonstrations, or depictions 
of the name, signature, likeness or other identifying personal 
characteristics of an individual or the name or seal of an 
organization) which message consumers are likely to believe 
reflects the opinions, beliefs, findings, or experience of a 
party other than the sponsoring advertiser.  The party whose 
opinions, beliefs, findings, or experience the message 
appears to reflect will be called the endorser and may be an 
individual, group or institution. 

 
I. 

 
IT IS THEREFORE 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 service, in or 
affecting commerce, shall not represent, in any manner, expressly or 
by implication, including through the use of a product name or 
endorsement: 
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A. That such product or service is effective in preventing, 
treating, or curing osteoporosis; 

 
B. That such product or service is effective in preventing or 

reducing the risk of estrogen-induced endometrial (uterine) 
cancer; 

 
C. That such product or service does not increase the user’s risk 

of developing breast cancer; 
 
D. That such product or service is effective in preventing or 

reducing the user’s risk of developing breast cancer; 
 
E. That such product or service is safe for human use or has no 

side effects; 
 
F. That such product or service is effective in the mitigation, 

treatment, prevention, or cure of any disease, illness or 
health conditions; or 

 
G. About the health benefits, performance, efficacy, safety, or 

side effects of such product or service; 
 
unless the representation 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. 
 

II. 
 

IT IS FURTHER 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 service in or 
affecting commerce, shall not misrepresent, in any manner, 
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expressly or by implication, the existence, contents, validity, results, 
conclusions, or interpretations of any test, study, or research. 
 

III. 
 

IT IS FURTHER 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. 

 
IV. 

 
IT IS FURTHER ORDERED that Respondents shall, for five 

(5) years after the last date of dissemination of any representation 
covered by this order, maintain and upon reasonable notice make 
available to the Federal Trade Commission for inspection and 
copying: 
 

A. All advertisements and promotional materials containing the 
representation; 
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B. All materials that were relied upon in disseminating the 
representation; and 

 
C. All tests, reports, studies, surveys, demonstrations, or other 

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

 
V. 

 
IT IS FURTHER ORDERED that Respondents 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 the order, and to 
future personnel within thirty (30) days after the person assumes 
such position or responsibilities. 
 

VI. 
 

IT IS FURTHER ORDERED that Respondents shall notify the 
Commission at least thirty (30) days prior to any change with regard 
to The Green Willow Tree, LLC or any business entity that any 
Respondent directly or indirectly controls, or has an ownership 
interest in, that may affect compliance obligations arising under this 
order, including but not limited to  incorporation or other 
organization; a dissolution, assignment, sale, merger, or other action 
that would result in the emergence of a successor entity; 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 business or corporate name 



1029 
 
 

Decision and Order 
 

 

THE GREEN WILLOW TREE, LLC 

or address.  Provided, however, that, with respect to any proposed 
change about which Respondents learn less than thirty (30) days 
prior to the date such action is to take place, Respondents shall 
notify the Commission as soon as is practicable after obtaining such 
knowledge.  All notices required by this Part shall be sent by 
certified mail to the Associate Director, Division of Enforcement, 
Bureau of Consumer Protection, Federal Trade Commission, 600 
Pennsylvania Avenue, N.W., Washington, D.C. 20580. 
 

VII. 
 

IT IS FURTHER ORDERED that Respondents, for a period of 
seven (7) years after the date of issuance of this order, shall notify 
the Commission of the discontinuance of their current business or 
employment; or of their affiliation with any new business or 
employment.  The notice shall include respondent’s new business 
address and telephone number, a description of the nature of the 
business or employment, and their 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, 600 Pennsylvania Avenue, 
N.W., Washington, D.C. 20580. 

 
VIII. 

 
IT IS FURTHER 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 a report, in writing, setting forth in 
detail the manner and form in which they have complied with this 
order. 
 

IX. 
 

This order will terminate on November 13, 2027, 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 
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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 Respondent in such complaint; and 
 
C. This order if such complaint is filed after the order has 

terminated pursuant to this Part. 
 
Provided, further, that if such complaint is dismissed or a federal 
court rules that the Respondent did not violate any provision of the 
order, and the dismissal or ruling is either not appealed or upheld on 
appeal, then the order will terminate according to this Part as though 
the complaint had never been filed, except that this 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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THE GREEN WILLOW TREE, LLC 

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 The Green Willow Tree LLC, a limited liability 
company, and Robert Burns, individually and as a member and 
manager of The Green Willow Tree ( together, “respondents”). 

 
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 involves the advertising and promotion of Progesta 

Care Plus, EST, and Restored Balance, transdermal creams that, 
according to their labels, contain, among other ingredients, natural 
progesterone. According to the FTC complaint, respondents 
represented that Progesta Care Plus, EST, and Restored Balance: (1) 
are effective in preventing, treating, or curing osteoporosis; (2) are 
effective in preventing or reducing the risk of estrogen-inducted 
endometrial (uterine) cancer; and (3) do not increase the user’s risk 
of developing breast cancer and/or are effective in preventing or 
reducing the user’s risk of developing breast cancer.  The complaint 
alleges that respondents failed to have substantiation for these 
claims.  The proposed consent order contains provisions designed to 
prevent respondents from engaging in similar acts and practices in 
the future. 

 
Part I of the proposed order requires respondents to have 

competent and reliable scientific evidence substantiating claims that 
any progesterone product or any other dietary supplement, food, 
drug, device or health-related service or program is effective in 
preventing, treating, or curing osteoporosis, in preventing or 
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reducing the risk of estrogen-induced endometrial cancer or breast 
cancer, or in the mitigation, treatment, prevention, or cure of any 
disease, illness, or health condition; that it does not increase the 
user’s risk of developing breast cancer, is safe for human use, or has 
no side effects; or about its health benefits, performance, efficacy, 
safety, or side effects. 

 
Part II of the proposed order prevents respondents from 

misrepresenting the existence, contents, validity, results, 
conclusions, or interpretations of any test, study, or research. 

 
Part III of the proposed order provides that the order does not 

prohibit respondents from making representations for any drug that 
are permitted in labeling for the drug under any tentative final or 
final Food and Drug Administration (“FDA”) standard or under any 
new drug application approved by the FDA; representations for any 
medical device that are permitted in labeling under any new medical 
device application approved by the FDA; and representations for any 
product that are specifically permitted in labeling for that product by 
regulations issued by the FDA under the Nutrition Labeling and 
Education Act of 1990. 

 
Parts IV through VIII require respondents to keep copies of 

relevant advertisements and materials substantiating claims made in 
the advertisements; to provide copies of the order to certain of their 
personnel; to notify the Commission of changes in corporate 
structure and changes in employment that might affect compliance 
obligations under the order; and to file compliance reports with the 
Commission.  Part IX provides that the order will terminate after 
twenty (20) years under certain circumstances. 
 

The purpose of this analysis is to facilitate public comment on 
the proposed order.  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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Complaint 
 

 

HEALTH SCIENCE INTERNATIONAL, INC. 

IN THE MATTER OF 
 

HEALTH SCIENCE INTERNATIONAL, INC., 
AND  

DAVID MARTIN 
 

CONSENT ORDER, ETC., IN REGARD TO ALLEGED VIOLATIONS  
OF SEC. 5 AND SEC. 12 OF THE FEDERAL TRADE COMMISSION ACT 

 
Docket C-4205; File No. 072 3145 

Complaint, November 13, 2007 – Decision, November 13, 2007 
 

This consent order relates to the deceptive advertising and promotion of 
respondents’ transdermal cream, Serenity for Women Natural Progesterone Cream. 
The complaint alleged that respondents violated the FTC Act by falsely advertising 
that its cream was effective (a) in preventing, treating, or curing osteoporosis; (b) 
in preventing or reducing the risk of estrogen-inducted endometrial (uterine) 
cancer; and (c) in reducing or alleviating the user’s risk of developing breast 
cancer. The complaint alleged that respondents had no substantiation for these 
claims. The consent order requires that respondents have competent and reliable 
scientific evidence substantiating claims that any progesterone product or any 
other dietary supplement, food, drug, device or health-related service or program is 
effective in preventing, treating, or curing any disease. The order further bars 
respondents from engaging in similar acts and practices in the future and prohibits 
respondents from misrepresenting the existence, contents, validity, results, 
conclusions, or interpretations of any test, study, or research. 

 
Participants 

 
For the Commission: Gregory A. Ashe, Laura DeMartino, 

Janice P. Frankle, James A. Kohm, and Michael Ostheimer. 
 
For the Respondents: Not represented by counsel. 

 
COMPLAINT 

 
The Federal Trade Commission, having reason to believe that 

Health Science International, Inc., a corporation, and David Martin, 
individually and as an officer of Health Science International, Inc. 
(“Respondents”), have violated the provisions of the Federal Trade 


