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WOMEN’S MENOPAUSE HEALTH CENTER 

IN THE MATTER OF 
 

MERILOU BARNEKOW, 
TRADING AND DOING BUSINESS AS 

WOMEN’S MENOPAUSE HEALTH CENTER 
 

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

 
Docket C-4208; File No. 072 3143 

Complaint, November 19, 2007 – Decision, November 19, 2007 
 

This consent order addresses the deceptive advertising and promotion of Preserve 
Progesterone Cream and Return to Eden Progesterone Cream 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 
respondent 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 
any disease. The order further prevents the respondent from engaging in similar 
acts and practices in the future and prohibits the respondent 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 
Merilou Barnekow, an individual trading and doing business as 
Women’s Menopause Health Center (“Respondent”), has violated 
the provisions of the Federal Trade Commission Act, and it 
appearing to the Commission that this proceeding is in the public 
interest, alleges: 
 

1. Respondent Merilou Barnekow is an individual trading and 
doing business as Women’s Menopause Health Center with her 
principal office or place of business at 1026 Blue Water Highway, 
Surfside Beach, Texas 77541, 709-2 Plaza Drive #105, Chesterton, 
Indiana 46304, and 3900 Orange Grove Boulevard #54, North Fort 
Myers, Florida 33903.  Individually, or in concert with others, she 
formulates, directs, controls, or participates in the policies, acts, or 
practices of Women’s Menopause Health Center, including the acts 
and practices alleged in this complaint. 

 
2. The acts and practices of Respondent alleged in this 

complaint have been in or affecting commerce, as “commerce” is 
defined in Section 4 of the Federal Trade Commission Act. 

 
3. 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 
overgrowth) in the endometrium (lining of the uterus). This 
overgrowth can lead to endometrial (uterine) cancer.  While 
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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. 

 
4. Respondent has advertised, offered for sale, sold, and 

distributed products to the public throughout the United States, 
including Preserve Progesterone Cream and Return to Eden 
Progesterone Cream.  Respondent primarily advertises and offers the 
products for sale through the Internet site www.womens-menopause-
health.com. 

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

52, Preserve Progesterone Cream and Return to Eden Progesterone 
Cream are “drugs” as defined in Section 15(c) of the FTC Act, 15 
U.S.C. § 55(c). 

 
6. Preserve Progesterone Cream is a drug labeled as containing 

USP Natural Progesterone and other ingredients.  A 3.5 ounce bottle 
costs $34.95 plus shipping and handling.   Return to Eden 
Progesterone Cream is a drug labeled as containing USP 
Progesterone.  A 2 ounce jar costs $19.95 plus shipping and 
handling.  Preserve Progesterone Cream and Return to Eden 
Progesterone Cream are applied transdermally. 

 
7. Until on or about August 1, 2007, to induce consumers to 

purchase Preserve Progesterone Cream, Respondent disseminated or 
caused to be disseminated advertisements, including but not 
necessarily limited to those contained in the attached Exhibit A.  
These advertisements contain the following statements and 
depictions, among others, on Respondent’s website: 
 

A. Women today, armed with educated health information, 
know that there is a better, safer way to protect against 
osteoporosis and heart disease than by using synthetic 
hormones. They have learned that it is clinically proven 
that one of the benefits of natural progesterone like that 
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found in Preserve natural progesterone cream is that it can 
actually rebuild bone tissue with no known side effects. 

 
With large studies* revealing that women using synthetic 
estrogen for more than five years have a 46% higher risk 
of breast cancer than women who don’t use it, progressive 
women are deciding on a more natural course of action. 
They are deciding to reduce their cancer risks while 
experiencing the benefits of natural USP progesterone 
cream. After all, what discriminating woman would want 
to increase her risk of cancer by about 50%? Women are 
seeing the benefits of our physician formulated and 
independent lab tested progesterone cream instead. The 
Preserve superb quality progesterone cream formula was 
developed by a team of physicians based on Dr. John 
Lee’s research. 

 
* * * 

 
A natural course of action makes a lot more sense with 
progesterone cream’s proven safety. Researchers have 
conducted clinical tests proving progesterone cream to be 
effective and safe with no side effects. 

 
* * * 

 
Why do women need progesterone cream? 
 
The most important of many reasons that progesterone is 
needed in hormone replacement therapy for menopausal 
women is to balance or oppose the effects of estrogen. 
Unopposed estrogen creates a strong risk for reproductive 
and breast cancers. Dr. Lee calls this “estrogen 
dominance.” Estrogen, as mentioned, is a potent and 
potentially dangerous hormone when not balanced by 
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adequate progesterone like that found in Preserve 
progesterone cream. 
Estrogen levels drop only 40% to 60% during menopause, 
but progesterone levels may drop to near zero in some 
women. Because progesterone is the precursor to so many 
other steroid hormones, its use can enhance hormone 
balance after menopause. Since progesterone stimulates 
bone-building, it also helps protect against osteoporosis. 

 
Thus, the application of progesterone provides many 
benefits and combats estrogen dominance providing 
protection against cancers of the breast, ovaries, uterus, 
(endometrium), and in men, the prostrate. 

(Exhibit A at 5-7.) 
 

B. The benefits of natural progesterone cream are said to be 
many: 

 
* * * 

 
Rebuilds lost bone mass at a rate of 5-15% per year. 
Improves new bone formation. 

 
* * * 

 
Reduces risk of breast cancer. 
Reduces risk of uterine cancer. 

(Exhibit A at 9-10.) 
 

C. Research and study information also shows that natural 
progesterone - in addition to diet and lifestyle changes - 
provides far greater benefit to bone health. 

 
* * * 

 
Progesterone works to actively build new bone tissue. By 
supplying the body with adequate supplies of bone-
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building progesterone, new tissue can be made to replace 
old bone tissue. For women taking hormone replacement 
therapy for the prevention of osteoporosis, this is great 
news. Women no longer need to choose hormone 
replacement therapy and its side effects - endometrial 
cancer, phlebitis, weight gain, high blood pressure, 
jaundice, vaginal candidiasis, depression, skin rashes, hair 
loss, nausea, vomiting, abdominal cramps, cysts and more 
- to halt bone loss. 

 
* * * 

 
Research shows that osteoporosis prevention measures of 
a healthy calcium-rich diet, exercise and progesterone 
work better than using hormone replacement therapy. 

(Exhibit A at 13, 15.) 
 

D. An increasing number of studies show that progesterone as 
a natural alternative to traditional osteoporosis treatment is 
highly effective in not only preventing bone loss but in 
actually increasing bone density. This natural alternative to 
traditional osteoporosis treatment not only helps build 
bone mass, but also helps decrease menopause symptoms 
without side effects associated with hormone replacement 
therapy or dugs [sic] used for the treatment of 
osteoporosis. 

 
* * * 

 
For women seeking osteoporosis treatment while 
simultaneously addressing menopause related symptoms 
and health concerns, progesterone is the perfect natural 
alternative. The lack of progesterone causes a decrease in 
new bone formation. Using progesterone cream as a 
natural osteoporosis alternative can increase bone mass 
and actually reverse osteoporosis! 
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In addition to improving new bone formation and warding 
off osteoporosis, progesterone balances estrogen 
dominance, improves lipid profile, improves blood sugar 
control, improves the ability to burn body fat. 
Progesterone cream eliminates hot flashes, helps with 
sleep disorders, normalizes and restores sexual desire, 
promotes youthful skin appearance and reduces the risk of 
breast cancer and uterine cancer. 

 
* * * 

 
Women do not need to take estrogen for osteoporosis 
treatment given the natural alternative of progesterone.  
Estrogen works to diminish bone less while progesterone 
aids the body in building new bone. 

 
* * * 

 
This is the good news.  Even if bones have lost density, 
there is opportunity to gain it back. 

(Exhibit A at 16-17.) 
 

E. Fortunately, women have safe and effective natural 
hormone replacement therapy alternatives to ease them 
through menopause without the risks associated with non-
natural hormone replacement therapy. 

 
In addition to the multi-dimensional plant-based estrogen 
complex in Preserve, the Preserve formula also contains 
the following ingredients found effective in reducing 
menopause symptoms: 

 
* * * 

 
Progesterone: A naturally occurring hormone which works 
with estrogen compounds, important for its abilities to 
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correctly balance estrogen activity, and helps to maintain 
bone density. 

(Exhibit A at 21.) 
 
F. Excess fatty tissue is a source of circulating estrogen in 

your body, and breast cancer risk is directly linked to how 
much estrogen you’re exposed to during your lifetime. 
(Another significant reason to avoid synthetic estrogen 
replacement therapy (ERT) and balance hormones with 
Preserve Progesterone Cream or Preserve as a part of your 
breast cancer prevention regimine [sic]. 

(Exhibit A at 24.) 
 

G. Natural progesterone cream helps: 
 

* * * 
 

-Rebuild lost bone mass. 
-Improves new bone formation. 

 
* * * 

 
-Reduce risk of breast cancer. 
-Reduce risk of uterine cancer. 

 
* * * 

 
If you have not already kicked the hormone replacement 
therapy [sic], now is as good a time as any. Order a bottle 
of Preserve and a pump container of Preserve Natural 
Progesterone Cream and experience healthy menopause 
for yourself. 

(Exhibit A at 27-28.) 
 

H. The next step in the osteoporosis prevention plan is to 
begin using a high quality progesterone cream like 
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Preserve to give the body the hormonal building block 
components for new bone growth. Progesterone serves a 
dual purpose. While providing positive effects on 
osteoporosis by promoting the building of new bone mass, 
progesterone also decreases menopause symptoms typical 
in the age group of women at risk for osteoporosis. 

(Exhibit A at 29.) 
 
8. From on or about August 1, 2007, to induce consumers to 

purchase Return to Eden Progesterone Cream, Respondent has 
disseminated or has caused to be disseminated advertisements, 
including but not necessarily limited to those contained in the 
attached Exhibit B.  These advertisements contain the following 
statements and depictions, among others, on Respondent’s website: 
 

A. Women today armed with educated health information, 
know there is a better, safer way to protect against 
osteoporosis and heart disease than by using synthetic 
hormones.  They have learned what women in Great 
Britain and Europe have known for decades - the benefits 
of natural progesterone like that found in Return to Eden 
natural progesterone cream.  These women believe, from 
decades of use, that it can actually rebuild bone tissue with 
no known side effects. 

 
With large studies* revealing that women using synthetic 
estrogen for more than five years have a 46% higher risk 
of breast cancer than women who don’t use it, progressive 
women are deciding on a more natural course of action.  
They are deciding to reduce their cancer risks while 
experiencing the benefits of natural USP progesterone 
cream.  After all, what discriminating woman would want 
to increase her risk of cancer by about 50%?  Women are 
seeing the benefits of our physician formulated and 
independent lab tested progesterone cream instead. 

 
* * * 
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Why do women need progesterone cream? 

 
The most important of many reasons that progesterone is 
needed in hormone replacement therapy for menopausal 
women is to balance or oppose the effects of estrogen.  
Unopposed estrogen creates a strong risk for reproductive 
and breast cancers.  Dr. Lee calls this “estrogen 
dominance.”  Estrogen, as mentioned, is a potent and 
potentially dangerous hormone when not balanced by 
adequate progesterone like that found in Return to Eden 
all-natural progesterone cream. 

 
* * * 

 
Since progesterone stimulates bone-building, it also helps 
protect against osteoporosis. 

 
Thus, the application of progesterone may provide many 
benefits and combats estrogen dominance. 

(Exhibit B at 5, 7.) 
 

B. The benefits of natural diosgenin (nicknamed 
progesterone) cream are said to be many: 

 
* * * 

 
Balances estrogen dominance. 

(Exhibit B at 9.) 
 

C. Given the positive benefits of progesterone cream and the 
low incidence of progesterone side effects, many women 
choose this natural alternative to achieve normal 
progesterone levels. 

 
* * * 
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To achieve the optimal benefits of progesterone cream 
without progesterone side effects to achieve normal 
progesterone levels, use the natural progesterone cream 
500 mg/oz Return to Eden formula. 

(Exhibit B at 12.) 
 

D. The Federal Drug Administration recently mandated a new 
boxed warning on the danger of estrogen therapy and 
estrogen/progestin products such as Premarin and 
Prempro.  This is the highest FDA warning level for drug 
labeling.  The FDA estrogen information warning states an 
increased risk for heart disease, heart attacks, strokes, and 
breast cancer and also emphasizes that estrogen products 
are not approved for heart disease prevention. 

 
* * * 
The government report cites data from human 
epidemiology studies that show a connection between 
estrogen therapy and an increase in endometrial cancer 
and breast cancer. 

 
* * * 

 
Stopping hormone replacement therapy would be a 
difficult choice without effective alternatives to hormone 
replacement therapy.  Fortunately, there are effective 
alternatives for women who no longer wish to take 
hormone replacement therapy. 

 
A quality progesterone cream like Return to Eden natural 
progesterone cream, may gently alleviate menopause 
symptoms as well as hormone replacement therapy. 

 
Natural progesterone cream helps: 

 
* * * 
Balances estrogen dominance. 
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(Exhibit B at 14-15.) 
 

E. Women in Great Britain and Europe have found that 
progesterone is a natural alternative to traditional 
osteoporosis treatment.  This natural alternative to 
traditional osteoporosis treatment is believed by them to 
build bone mass, and help decrease menopause symptoms 
without side effects associated with synthetic hormone 
replacement therapy or dugs [sic] used for the treatment of 
osteoporosis. 

 
* * * 

 
For women seeking osteoporosis treatment while 
simultaneously addressing menopause related symptoms 
and health concerns, progesterone may be the perfect 
natural alternative.  The lack of progesterone is thought to 
cause a decrease in new bone formation. 

 
Progesterone balances estrogen dominance. . . 

 
* * * 

 
For a natural alternative to osteoporosis treatment, post-
menopausal women may use up to one teaspoon of high 
quality progesterone cream daily for three weeks each 
month.  The week off progesterone maintains the 
sensitivity of the progesterone receptors.  We recommend 
Return to Eden natural USP progesterone cream. 

 
* * * 

 
Women do not need to take estrogen for osteoporosis 
treatment given the natural alternative of progesterone.  
Estrogen works to diminish bone loss while progesterone 
aids the body in building bone. 
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* * * 

 
This is the good news.  Even if bones have lost density, 
there is opportunity to gain it back.  But, in order for new 
bone to be made, bones need an adequate supply of 
nutrients like calcium, regular weight-bearing exercise and 
hormonal balance conducive to bone growth. 

(Exhibit B at 17-18.) 
 

F. Given the serious health risks associated with estrogen and 
the lack of long-term benefit, hormone replacement 
therapy is one of the least appropriate osteoporosis 
treatment methods women should take. 

 
Women in Great Britain and Europe have been using 
natural progesterone like that found in Return to Eden all-
natural progesterone cream for decades to combat 
osteoporosis. 

 
* * * 

 
Progesterone is thought to actively build new bone tissue.  
By supplying the body with adequate supplies of bone-
building progesterone, new tissue can be made to replace 
old bone tissue.  For women taking hormone replacement 
therapy for the prevention of osteoporosis, this is great 
news.  Women no longer need to choose hormone 
replacement therapy and its side effects - endometrial 
cancer, phlebitis, weight gain, high blood pressure, 
jaundice, vaginal candidiasis, depression, skin rashes, hair 
loss, nausea, vomiting, abdominal cramps, cysts and more 
- to halt bone loss. 

(Exhibit B at 21.) 
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G. Post Menopausal symptoms include . . . osteoporosis. . . 
 

* * * 
 

The above symptoms of menopause are successfully 
relieved for the majority of women when using Return to 
Eden as directed. 

(Exhibit B at 24.) 
 

H. The answer to managing menopause symptoms requires a 
multi-pronged approach that includes healthy lifestyle 
choices, natural hormone replacement therapy and the use 
of progesterone cream to encourage hormonal balance and 
harmony. 

 
* * * 

 
Many women find that by supplementing their hormone 
production with natural progesterone that they will reduce 
many or most of their menopausal symptoms.  The 
presence of progesterone in the body sensitizes estrogen 
receptor sites enabling estrogen to work more efficiently 
without being dominant. 

 
* * * 

 
The benefits of natural progesterone cream are said to be 
many: 

 
* * * 

 
Balances estrogen dominance. 

 
* * * 

 
Rebuilds lost bone mass at a rate of 5-15% per year. 
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Improves new bone formation. 
* * * 

 
Reduces risk of breast cancer. 
Reduces risk of uterine cancer. 

(Exhibit B at 28-29.) 
 

9. Through the means described in Paragraphs 6 through 8, 
Respondent has represented, expressly or by implication, that: 
 

A. Preserve Progesterone Cream and Return to Eden 
Progesterone Cream are effective in preventing, treating, or 
curing osteoporosis; 

 
B. Preserve Progesterone Cream and Return to Eden 

Progesterone Cream are effective in preventing or reducing the 
risk of estrogen-induced endometrial (uterine) cancer; and 

 
C. Preserve Progesterone Cream and Return to Eden 

Progesterone Cream 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 6 through 8, 

Respondent has represented, expressly or by implication, that she 
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, Respondent 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 
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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 
nineteenth day of November, 2007, has issued this complaint against 
respondent. 
 

By the Commission. 
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Exhibit A 
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Exhibit B 
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DECISION AND ORDER 
 

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

 
The Respondent and counsel for the Commission having 

thereafter executed an agreement containing a consent order, an 
admission by the Respondent 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 Respondent 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 Respondent 
has 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 Merilou Barnekow is an individual trading and 
doing business as Women’s Menopause Health Center with her 
principal office or place of business at 1026 Blue Water Highway, 
Surfside Beach, Texas 77541.  Individually, or in concert with 
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others, she formulates, directs, controls, or participates in the 
policies, acts, or practices of Women’s Menopause Health Center. 

 
2. The Federal Trade Commission has jurisdiction of the 

subject matter of this proceeding and of the Respondent, and the 
proceeding is in the public interest. 
 

ORDER 
 

DEFINITIONS 
 

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

1. Unless otherwise specified, “Respondent” shall mean 
Merilou Barnekow, individually and trading and doing 
business as Women’s Menopause Health Center. 

 
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 
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 Preserve Progesterone 
Cream and Return to Eden Progesterone Cream. 

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. 
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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 
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 



FEDERAL TRADE COMMISSION DECISIONS 
VOLUME 144 

 
Decision and Order 

 

 
 

1222 

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 Respondent, 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: 
 

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; 
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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, Respondent possesses and relies upon competent and reliable 
scientific evidence that substantiates the representation. 
 

II. 
 

IT IS FURTHER ORDERED that Respondent, 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, 
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 Respondent from making 
any representation for any drug that is permitted in labeling 
for such drug under any tentative final or final standard 
promulgated by the Food and Drug Administration, or under 
any new drug application approved by the Food and Drug 
Administration; 
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B. Nothing in this order shall prohibit Respondent from making 
any representation for any product that is specifically 
permitted in labeling for such product by regulations 
promulgated by the Food and Drug Administration pursuant 
to the Nutrition Labeling and Education Act of 1990; and 

 
C. Nothing in this order shall prohibit Respondent 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 Respondent 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; 

 
B. All materials that were relied upon in disseminating the 

representation; and 
 
C. All tests, reports, studies, surveys, demonstrations, or other 

evidence in her 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 Respondent shall deliver a 

copy of this order to all current and future principals, officers, 



1225 
 
 

Decision and Order 
 

 

WOMEN’S MENOPAUSE HEALTH CENTER 

directors, and managers, and to all current and future employees, 
agents, and representatives having responsibilities with respect to 
the subject matter of this order, and shall secure from each such 
person a signed and dated statement acknowledging receipt of the 
order.  Respondent shall deliver this order to current personnel 
within thirty (30) days after the date of service of the order, and to 
future personnel within thirty (30) days after the person assumes 
such position or responsibilities. 
 

VI. 
 

IT IS FURTHER ORDERED that Respondent shall notify the 
Commission at least thirty (30) days prior to any change with regard 
to Women’s Menopause Health Center or any business entity that 
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 
or address.  Provided, however, that, with respect to any proposed 
change 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, 600 
Pennsylvania Avenue, N.W., Washington, D.C. 20580. 
 

VII. 
 

IT IS FURTHER ORDERED that Respondent, for a period of 
seven (7) years after the date of issuance of this order, shall notify 
the Commission of the discontinuance of her current business or 
employment; or of her affiliation with any new business or 
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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 Respondent 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 she has complied with this 
order. 
 

IX. 
 

This order will terminate on November 19, 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 
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. 
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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. 
 
 
 
 
 
 
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 Merilou Barnekow, an individual trading and 
doing business as Women’s Menopause Health Center 
(“respondent”). 

 
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 Preserve 

Progesterone Cream and Return to Eden Progesterone Cream, 
transdermal creams that, according to their labels, contain, among 
other ingredients, natural progesterone.  According to the FTC 
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complaint, respondent represented that Preserve Progesterone Cream 
and Return to Eden Progesterone Cream:  (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 
respondent failed to have substantiation for these claims.  The 
proposed consent order contains provisions designed to prevent 
respondent 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 
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 respondent 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 respondent 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 
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regulations issued by the FDA under the Nutrition Labeling and 
Education Act of 1990. 

 
Parts IV through VIII require respondent to keep copies of 

relevant advertisements and materials substantiating claims made in 
the advertisements; to provide copies of the order to certain of her 
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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IN THE MATTER OF 
 

KYPHON INC., 
DISC-O-TECH MEDICAL TECHNOLOGIES LTD. 

AND 
DISCOTECH ORTHOPEDIC TECHNOLOGIES 

INC. 
 

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

TRADE COMMISSION ACT 
 

Docket C-4201; File No. 071 0101 
Complaint, October 5, 2007 – Decision, December 3, 2007 

 
This consent order addresses the $220 million acquisition by Kyphon Inc. 
(“Kyphon”) of certain assets from Disc-O-Tech Medical Technologies Ltd. (Under 
Voluntary Liquidation) and Discotech Orthopedic Technologies Inc. (collectively 
“Disc-O-Tech”). Respondents compete in the market for minimally invasive 
vertebral compression fracture (“MIVCF”) treatments, which doctors use to relieve 
pain when one or more vertebrae collapse. MIVCF treatments were developed to 
provide doctors and their patients with a safer and more effective treatment than 
pain management and open surgery.  The complaint alleges that Disc-O-Tech 
developed an innovative MIVCF treatment system known as Confidence.  The 
complaint further alleges that the acquisition of the assets related to Disc-O-Tech’s 
Confidence product lines would remove an actual, direct, and substantial 
competitor from the U.S. market for MIVCF treatment products. Under the 
consent order, both Kyphon and Disc-O-Tech must divest all Confidence assets 
(including intellectual property) to a third party and enable that third party to 
manufacture and sell the Confidence cement and delivery system. The order 
further requires Kyphon to provide a license for any other assets it acquired from 
Disc-O-Tech, which will ensure that the acquirer will be able to remain a viable 
competitor in the MIVCF treatment product market. 

 
Participants 

 
For the Commission:  Stephanie C. Bovee, Richard H. 

Cunningham, Sean G. Dillon, Daniel P. Ducore, Nwamaka Ejebe, 
Jonathan S. Klarfeld, Richard A. Levy, Randall A. Long, Michael R. 


