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This book is dedicated to two courageous pioneers in the realm of hormone health. The first is the late John R. Lee, M.D. Dr. Lee committed his life’s work to increasing awareness about the safety and efficacy of bio-identical hormone replacement therapies (BHRT) as an alternative to synthetic hormone replacement therapy. His groundbreaking book series, beginning withWhat Your Doctor May Not Tell You About Menopause, continues his mission today. Dr. Lee’s professional mentoring and personal friendship have left lasting fingerprints on my life and my medical practice.



Next, Genie and I would like this book to honor the memory of Barbara Seaman, author of the seminal books The Doctor’s Case Against the Pill and The Greatest Experiment Ever Performed on Women: Exploding the Estrogen Myth. Though we never met Ms. Seaman before she passed in 2008, Genie communicated with her often.Like Dr. Lee, Ms. Seaman started a revolution in women’s health by questioning what was being taken for granted and meticulously exposing the potentially carcinogenic effects of synthetic hormones.



God bless, 
C.W. Randolph, Jr., M. D.
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Introduction 

As a board-certified obstetrician and gynecologist (OB/GYN) working with a team of qualified and gifted medical professionals, my Ageless and Wellness Medical Center serves close to ten thousand patients—women and men—each year. My focus is hormone health, and my expertise is bio-identical hormone replacement therapy (BHRT).Today, I am humbled to be internationally recognized for my natural approach to treating the symptoms and health concerns that result from the aging body’s shift in hormone production. But like most traditional physicians today, I did not always understand or prescribe BHRT for my patients.

Along with every other physician who graduated from medical school in the last several decades, I was trained to  believe that synthetic hormone replacement therapy (HRT) provided a number of health benefits for women suffering from the symptoms of hormonal changes. The touted benefits of synthetic hormone replacement included relief from hot flashes and vaginal dryness, and preventing osteoporosis. Medical schools also taught that a complete hysterectomy (removing the uterus, tubes, and ovaries) was the recommended treatment for women with dysfunctional bleeding, fibroid tumors, or endometriosis with chronic pelvic pain. For years, leading women’s health experts contended that—for a woman who had all the children she wanted or who was past childbearing age—the ovaries were just inert fibrous tissue masses that served no function for the aging female body. Today, I am convinced, and have the clinical evidence to prove, that the training we physicians received from our respective medical schools was dead wrong.

When I opened my practice in 1986, I initially adhered to my medical school training and regularly prescribed synthetic HRT, such as the pharmaceutical brands Premarin, Provera, and Prempro, for patients who had undergone a hysterectomy or who were suffering from menopausal symptoms. When asked about side effects,  including weight gain or long-term health risks, I repeated what I had been taught: that there was no clinical evidence to support these concerns. Nevertheless, it took only a couple of years for me to seriously doubt my training when I saw what these synthetic hormones were doing to my patients.

Many of the women who began taking the prescribed synthetic HRT gained a great deal of weight that couldn’t be attributed to changes in eating habits or lifestyle activities; the only thing that had changed for them was the introduction of synthetic estrogen into their bodies. In addition to their concerns about weight gain, these same patients frequently came in with new complaints including bloating, decreased libido, depression, poor quality of sleep, and “just not feeling right.”

What I heard and observed confused me. I began to ask myself, if what I had been taught about HRT and weight gain could be wrong, what other aspects of my medical training regarding synthetic hormone replacement might be, too? I determined to take a deeper look. 

First, I tested to see if my patients’ responses validated what was then the accepted medical theory that HRT would help prevent osteoporosis. It didn’t. When I tested  the bone mineral density of my patients who had been on HRT, I found that instead of evidencing an increase in bone density, many had developed borderline or true osteoporosis! Suddenly my confusion turned to real concern. Was HRT helping or hurting my patients?

Finally, I became highly concerned about the potential correlation between synthetic HRT and my patients’ breast health. I found that when I put women on synthetic HRT, they were likely to return six months to a year later with fibrocystic breasts. Even though the volume of patients I was personally tracking did not equate to a statistically sound research database, I saw enough to make me question whether the synthetic HRT I was prescribing for my patients was causing excessive breast cell proliferation or growth.

From that point on, my concerns regarding the potentially negative health concerns associated with synthetic HRT transmuted from confusion and concern to a mixture of fear and anger. Excessive cell proliferation is a known precursor to cancer. Were the synthetic hormones actually having a carcinogenic effect? And if the answer was yes, what could I do to protect my patients?

All of these questions came to a head for me in the  early 1990s, a decade before the traditional medical establishment began to question the safety and efficacy of synthetic HRT. Fortunately, I had been a compounding pharmacist before returning to medical school. My intensive background in pharmacology combined with an in-depth understanding of the molecular structure of hormones and their respective receptors accelerated my disillusionment as well as my search for alternatives. In the early stages of my research I came upon Dr. John Lee’s first book, Natural Progesterone: The Multiple Roles of a Remarkable Hormone. With Dr. Lee’s book as my compass, my research moved in a new direction. I discovered ample medical research supporting the safety and efficacy of bio-identical progesterone replacement therapy. With the medical science in hand, I began to prescribe and compound bio-identical progesterone for my patients suffering from hormone imbalances. The result was symptomatic relief without the side effects of health risks characteristic of synthetic hormone replacement.

Today there is a groundswell of paranoia regarding synthetic HRT as a choice for treating menopausal symptoms, as well as for the prevention of some postmenopausal conditions. These much-publicized concerns  are primarily derived from the National Institutes of Health (NIH)–sponsored Women’s Health Initiative (WHI) study released in 2002. The findings indicated that the women in the study on HRT evidenced an increased risk of heart disease, breast cancer, stroke, and blood clots.

More than ten years after I was dubbed a maverick for taking my patients off synthetic hormones, WHI validated my concerns and reported that synthetic HRT is most definitely dangerous and quite possibly lethal. Despite the clinical evidence of this large-scale federally funded study, the controversy and confusion about hormone replacement continues to rage. HRT is not only still on the market, but it remains the most commonly prescribed treatment for women suffering from symptoms of hormone imbalance.

How can this be true? It is all about money. Synthetic HRT continues to be the most recommended treatment for women complaining of menopausal symptoms because of the millions of dollars the pharmaceutical companies spend marketing to physicians in their offices and at medical conferences. Even more egregious than the brainwashing of physicians is the pharmaceutical  industry’s more recent efforts to mislead the everyday consumer via expensive advertising campaigns.

When marketing, illusion, and the desire for profit outpace medical science, people suffer. From my clinical experience treating tens of thousands of patients, as well as the output of decades of respected medical research, I know that BHRT is safe and effective.

Still, I don’t want you to take my word for it any more than I want you to innocently buy into pharmaceutical advertising promises. My aim in writing this book is to expose the truth about hormone replacement options so that you can make informed choices. My larger hope is that after reading this book, you will never again let any medical expert or outside entity usurp responsibility for your personal health and well-being. Your body, your mind, and your life are your own. I urge you to take charge.


PART 1 

Women Taking Control:
Dismissing Marketing Hype,
 Demanding Medical Science 


My guess is that you picked up this book because, over the last several years, you have experienced changes in your body, mind, and moods that disturb you. You have struggled with weight gain, depression, foggy thinking, or low sex drive and possibly suffered through hot flashes, night sweats, irregular bleeding, vaginal dryness, or changes in breast tissue. You believe that somehow your age and hormones (or lack thereof) are in collusion, and if you don’t do something, you are doomed to be increasingly fat, snippy, sexless, and senile. You would consider hormone replacement therapy (HRT), but over the last several years you’ve read in the newspaper or heard on television that those once-popular drugs have been linked to an increased risk of breast and uterine cancers, heart attack, stroke, and Alzheimer’s disease. Your question is: do I have another option?

The answer is a resounding “Yes!” Bio-identical hormone replacement therapy (BHRT) has been clinically proven to be a  safe and effective alternative for treating symptoms of hormone imbalance. Even better, BHRT goes beyond the symptoms to replace hormone deficiencies and biochemically resolve the problem at a cellular level.

In chapter 1, you will read the history behind the launch and promotion of pharmaceutically manufactured synthetic hormones, promoted despite the early evidence of their health dangers. You will learn how corrupt pharmaceutical industry practices have kept synthetic hormones on the market, despite mounting medical evidence linking these drugs to lethal health concerns. Then, in chapter 2, you’ll learn about bio-identical hormones: what they are, how they are made, why they can’t be patented and—most eye-opening—why you (and your doctor) may not have heard of them before now.


1 Decades of Desperate 
Women Dangerously 
Duped

For decades, pharmaceutically manufactured synthetic hormone replacement therapies have been touted as the female fountain of youth. “Take this pill and you can maintain your youthful good looks, increase your sexual energy, and keep a positive outlook for life,” doctors and advertisements told women. To boot, doctors were convinced that synthetic hormones could help aging women keep their hearts, bones, and brains healthy. But in recent years an unrelenting stream of medical evidence has indicted synthetic hormone replacement therapy as  an evil of its own, raising a woman’s risk of heart disease, breast and uterine cancers, blood clotting and strokes, and Alzheimer’s disease.

When the health risks associated with synthetic hormones first became public knowledge, millions of women on these drugs (such as the commonly prescribed Premarin or Prempro) were horrified. Their doctors were surprised and confused. Not so the medical experts employed by the pharmaceutical giants manufacturing these dangerous drugs. They had been aware of medical research evidencing the carcinogenic properties of synthetic estrogen since the early 1940s.

THE AUSCHWITZ CONNECTION

Some of the first scientific experiments with synthetic hormones were conducted at Auschwitz.1 The lead researcher was Adolph Friedrich Johann Butenandt, a biochemist (sponsored by the Schering pharmaceutical
 company) who won a Nobel Prize in 1939 for isolating sex hormones. According to previously sealed files of Nazi-era science, Butenandt’s work included the introduction of three synthetic hormone products: Progynon,  a synthetic estrogen; Proluton, a synthetic progesterone, or progestin; and Testoviron, the synthetic male hormone. In sponsoring Butenandt’s research, Schering’s marketing goal was to identify a way of using synthetic hormones as a form of birth control.

Excerpts from primary source documents obtained from archives in England and Germany describe the sterilization experiments. Women in Auschwitz were unknowingly fed daily doses of synthetic estrogen in their rutabaga soup. The goal of these experiments was to sterilize non-Aryans. Though unable to reproduce, the Jews would still be able to work as slave laborers for the “superior” Aryan race.2

In 1972, Dr. Jean Jofen presented to the Fifth World Congress of Jewish Studies a paper titled “Long-Range Effects of Medical Experiments in Concentration Camps: The Effect of Administration of Estrogen to the Mother on the Intelligence of the Offspring.” Jofen reported that, after testing hundreds of children of Holocaust survivors, the Auschwitz contingent had the lowest IQ range. Dr. Jofen postulated that the synthetic hormone experiments were responsible.3

THE DES STORY 

Diethylstilbestrol (DES) was a synthetic hormone drug first synthesized in 1938 by Sir Charles Dodd. It was the first synthetic hormone product that was cheap to manufacture and effective to take by mouth. Originally marketed as a “synthetic compound capable of producing the feminization effect similar to that of naturally occurring estrogen,” DES was commonly prescribed during pregnancy to prevent miscarriages or premature deliveries.

In the United States, an estimated 5 to 10 million people were exposed to DES from 1938 to 1971, including pregnant women prescribed DES and their children. Nine out of every ten daughters of women who took DES had deformed reproductive systems or other abnormalities. Half would never be able to conceive or bear children. One in seven DES daughters contracted a rare and often lethal form of cancer called adenocarcinoma. This malignancy affects glandular tissue that forms only in those women whose mothers took DES during their first months of pregnancy. DES was also linked to a relatively rare form of testicular cancer in sons.4

In 1971, the Food and Drug Administration (FDA)  advised physicians to stop prescribing DES. While DES was the first synthetic hormone product to be named a human carcinogen, unfortunately, it wouldn’t be the last. 

A HUGE COVER-UP

The HRT cover-up is much bigger than most people think. For over forty years, women and their physicians have been getting bad information from the pharmaceutical industry, while the federal government has done little to intervene.

Synthetic hormones are chemically altered hormones synthesized in a laboratory to have a different molecular structure than the hormones produced by the ovaries or testes. Why wouldn’t the pharmaceutical companies synthesize a hormone with exactly the same molecular structure as the ones produced by the body? Because you can’t patent a molecular structure that occurs in nature. By altering the molecular structure of the hormones, the pharmaceutical manufacturer can have exclusive ownership of both the chemical formula and the revenue generated by its synthetic hormone product until its patent expires.

Synthetic Hormone Brand Names 








	Premarin
	Combipatch



	Prempro
	Cenestin



	Premphase
	Menest



	Femhrt
	Orth-est



	Activella
	Ogen



	Ortho-prefest
	Estratab





Premarin, a synthetic estrogen made from the urine of pregnant mares, was put on the market by Ayerst Laboratories in 1942, just one year after a study published in the journal Cancer Research reported, “Estrogen is a very important factor, not merely an incidental one, in cervical carcinogenesis.” How did the medical community overlook the output of this study? The answer, once again, is pharmaceutical marketing. Consider the dollars at stake.

The marketing launch of Premarin was aggressive and conspicuous. The consumer print ads took one of two approaches. The first was to feature glamorous, happy, and thin middle-aged women attributing their health, beauty, and vitality to their new hormone pill. In subsequent years the tone of the ads changed. Angry and  disheveled middle-aged women loomed over captions like, “Is it her, or is it her hormones?” or “Do you really want to outlive your ovaries?”

In concert with the direct-to-consumer campaign, pharmaceutical sales representatives blazed trails into doctors’ offices armed with lunch and marketing materials.  They convinced doctors that these new synthetic hormones could eliminate their previous frustration of having limited success treating menopausal symptoms. Even better, these representatives purported, synthetic hormone replacement drugs would protect the bones and hearts of female patients.

What Is “Synthetic”

• “Patented” or “Conventional” or “Artificial”

• Usually not found in nature or at least not in humans 

• Chemically altered form of human hormone 

• Not identical in structure or activity to natural hormones they try to emulate 

By the 1970s, Premarin was regarded as the gold standard for treating menopausal symptoms such as hot flashes, night sweats, vaginal dryness and atrophy, depression, mood swings, and low libido. For several years, the merged pharmaceutical giant Wyeth-Ayerst capitalized on the synthetic hormone market niche and relished its position as a leader in the women’s health market. Then, in 1975, medical evidence caused the company to fumble. Clinical studies reported a link between the synthetic horse estrogen in Premarin and uterine (endometrial) cancer.
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