ARE ALL HORMONES CREATED EQUAL?

One of the common statements I hear in the press from “hormone/menopause experts” is how there is little difference between “natural” hormones and synthetic hormones.  The safety concerns revealed by the Women’s Health Initiative study, which came out in 2002 and which studied the synthetic hormones Premarin (horse derived estrogen) and Prempro (horse derived estrogen, plus synthetic progestin), caused an uproar among women and doctors (some of whom, like me, were also women) alike. The Prempro arm, comprised of women with an intact uterus, identified a 26% increased risk of invasive breast cancer, 41% increased risk of stroke, 26% increased risk of cardiovascular disease and a 105% risk of dementia.  The Premarin arm, made up of women who had undergone a hysterectomy, showed a statistically significant increased risk of blood clot, stroke and dementia.

The spin doctors, usually those who profited from the billion dollar sales of these drugs, immediately went to work trying to explain, rationalize and minimize the serious findings.  Phones were ringing off the hook at doctors’ offices and pharmacies from concerned women about the safety of their hormone regimens.  Most doctors were reeling from the awareness that the ingrained paradigm of hormone replacement was now seriously challenged.  But the spin soon became almost as loud as the original announcement that synthetic hormones were far from benign and in many cases were in fact dangerous.  “The women studied were older than the normal HRT patient,” they crowed.  “They already had medical problems or risk factors which were just highlighted and not caused by the drugs,” they insisted.  “Younger women are (probably) not at risk!” they proclaimed.  “Millions of women take these drugs, the absolute risk is still small,” they reassured.
When the natural response happened, and women stopped taking their HRT drugs, the real trouble began.  Now it wasn’t just a safety concern, it was a serious financial concern.  And credibility started to suffer.  All those things we were trained to tell women were good for them, now they were being challenged, and patients (HOW DARE THEY) were questioning us and our judgment.  So the experts convened and reconvened and came up with…”your doctor should make the decision about whether you should take the drugs.”  Yes, they punted.  Oh, and they suggested helpfully that women should take the lowest dose possible for the shortest amount of time.
When the next natural thing happened and women started asking for something safe, something natural to control their menopausal symptoms, because really you can only eat so much soy, the uproar was now more on the medical side.  “Natural hormones are NOT better” and “one would expect the same side effects (outlined in WHI) from natural hormones” and “there is no evidence that ‘naturals’ are safer” so that essentially, the implication was that women should really defer to their doctors and quit asking for these products.  So although naturals had already been available and had been commonly used (like natural estrogen patchs and oral progesterone), the prevailing paradigm was centered on the synthetics.  You asked your patient one question and usually just one, “Do you have a uterus or not?”, and then you went to your drug sample closet and you handed her one synthetic product or the other, you wrote out a script and you waved goodbye to the patient, “See you in a year.”

Then the patients started to hear whisperings about these mysterious “bio-identical” hormones.  They were plant based hormones that were the same chemical structure as in the human body.  How come we didn’t know about these before, the patients asked?  Did you have to knock on the back door in a dark alley and say a secret password to get them?  There started to be more murmurings about testing, hormone testing, through of all things, saliva instead of blood.  But what, my doctors never suggested testing my hormones, or they said testing is not accurate, especially that saliva testing that we never bothered to look into so it must not be valid or we would of heard of it by now.  Then the patients heard that maybe there was some kind of customizing of hormones that could be done because maybe it was true that four women with hot flashes all had different hormone levels and needed different things?  At first, it seemed only Suzanne Somers had access to these things but she told women they needed to go out and find it for themselves.
Some doctors like I where taken aback by the WHI findings and vowed not to prescribe the “synthetics.”  But now what, I wasn’t trained on how to actually treat hormonal imbalances or how to pick and choose which hormone methods were more physiologic.  Oh, yes, a little subject like physiology…so women were born with two main sex hormones, estrogen and progesterone, and they were supposed to be in balance with one another.  And if we were worried about exposing a woman’s uterus to unopposed estrogen, why were we not concerned about exposing her breasts by giving her only estrogen after a hysterectomy?  Why were we trained extensively on how to use synthetic progestins and not natural progesterone?  How come smart doctors who wrote journal articles used these terms interchangeably?  Why wouldn’t the body respond better to a hormone it recognized, then one that was foreign to it?  Why did we not recognize that when we gave women estrogen by mouth, it would put them at risk for the same problems that we already knew about from birth control pills; heart attacks, blood clots and stroke?  Why did we not concern ourselves much with all the weight gain, the drop of sex drive, all the sleeping problems, and, especially, all the mood problems we were seeing every day in our office?  Especially when we just upped the estrogen dosage?  Was it because we had a vast army of diet pills, water pills, sleeping pills and anxiety, depression and “mood” pills of every size and shape?  Because, let’s be realistic, isn’t it easier just to prescribe Drug “XYZ” because the waiting room is full?
So some of us decided to say, wow, maybe we were wrong this whole time and maybe there is something better for our patients.  I personally said, isn’t it my job to make my patients feel better and protect them, rather then make them feel worse or God forbid, cause a problem they didn’t have before?  After all, H. pylori turned the ulcer paradigm on its head and HPV turned the cervical cancer paradigm on its head.  So I turned to the books and the literature and guess what I found out?  This “natural” stuff was out there the whole time, it’s just with the exception of some very progressive (and usually stubborn) people who were using them, most of us and you were not told.  So I started trying to be logical about hormone therapy.  So what started to seem logical based on my research was:  test first using a reliable, easy test (turned out to be spitting, who knew), give only what the woman or man is deficient in (you mean this stuff could help men too, who knew), use a hormone the body was already familiar with (I mean this is challenging stuff), use the safest route of administration (transdermal or through the skin seemed to be associated with fewer side effects, oh and lower dosages).  Then, radical idea, have the patient come back and see how they are doing!  Maybe retest if things aren’t quite right?  Maybe try different routes of delivery or check some other hormones (like thyroid, adrenals, blood sugar/insulin, and vitamin levels) and address diet and lifestyle issues like stress.  Again, to me it didn’t seem so radical, just, well logical and physiologic.
I wasn’t the only one who was having this epiphany.  In fact, those of us willing to suspend our egos but not our brains started using this approach and getting good results, better than we had ever seen with the synthetics.  And patients were telling other people, and they were coming in.  And compounding pharmacies (pharmacies who make preparations rather than retail pharmacies who just dispense them), who had really been involved all along, began to gain confidence and come out in the open and tell women what was available to them in the form of customized hormonal therapy.  And the women started dumping their old regimens and started embracing this new approach.  And then…..

And then Big Pharma (jargon for the big pharmaceutical companies, makers of synthetic drugs) noticed, got angry, talked to their lawyers (many, well-paid) and then….they pounced.  Wyeth (the maker of Premarin and Provera, remember them from WHI?) took their bevy of well-paid lawyers to the FDA and said, “Do you know what’s happening out there?  Do you know that some people with medical degrees are actually out there talking to people with pharmacy degrees and coming up with individualized hormone therapy for women and claiming it can do things they can’t prove!  Did you know that one of the things they are doing is prescribing a natural human estrogen called estriol to treat menopause, you know, that corner of the market that we used to have?”
And instead of the FDA saying, “Oh, estriol, we know about that naturally occurring weak estrogen in humans because it has a USP monograph (United States Pharmacopia).  So that means Congress states that any drug that has a USP monograph, well, doctors can prescribe it and pharmacies can make it and women can take it.  Oh, and there used to be a product on the market with estriol in it.  Oh and they’ve used estriol-containing products in Europe for decades including two products made by Wyeth, the very company who is now complaining to us.  Oh, and there has never been one safety report about estriol reported to us.”  They instead said…and I am paraphrasing and being extreme for dramatic effect, of course, “Oh, my goodness, look at this large herd of well-dressed lawyers.  They are really scaring us.  We can’t afford to have any more bad press.  So we have to come out strong and say…compounding pharmacies cannot use estriol because it is not FDA approved.  There is no FDA approved product on the (American) market containing estriol.”   And when we get hundreds of thousands of letters from women using these medications and benefiting from them, we are going to ignore them because are more concerned about these bothersome lawyers.  And we are aware that when the insurance companies pick up on this, they are going to stop paying for compounded hormones containing estriol.  And we can see that American women are likely to more concerned about their co-pays than their general health and well-being and they are going to discontinue these hormones because we scared them into thinking that they must be bad if they are not FDA approved.  And we are going to hope that these women are going to be so miserable that they are going to go back to the FDA approved drugs Premarin and Provera, which should make the lawyers of the manufacturers and the stockholders of that company happy, and oh yeah, increase their profit margin.
So those of us who still think for ourselves decided that the drug companies and the insurance companies were not going to dictate our therapy to us.  We decided that the doctor-patient relationship was sacred and should not be subject to someone else’s financial gain (or losses).  And we started writing letters.  To our senators and representatives and to our insurance companies because we knew in our hearts that the only way to go up against deep pocketed companies and well-paid lawyers was to start at the grassroots and appeal to people’s common sense and logic.  In the meantime, we would continue to practice excellent evidence-based medicine, yes, you heard me, evidence-based medicine, that supports the use of bio-identical hormones.  And we pray that in America, we are never so far gone that the rights of the people are surpassed by the desires (and the bank accounts) of the corporation.

