Date:  February 7, 2006

Food and Drug Administration
Dockets Management Branch (HFA-305)
5630 Fishers Lane
Room 1061
Rockville, MD 20852

To Whom It May Concern:
I am shocked that protection of a pharmaceutical company’s profits could possibly be allowed to impact so many women in an adverse way.  Bio-identical hormones are safe and effective.  To subject women to a significant risk of cancer, stokes, etc. to protect the profitability of a line of synthetic drugs that has been dangerous and knowingly misrepresented to the public for decades is obscene.  The fact of the matter is that the pharmaceutical companies have enjoyed windfall profits for many, many years.  It has been known for quite some time that progesterone is the hormone that activates osteoblast cells (responsible for making new bone), and yet these pharmaceutical companies continued to push their dangerous synthetic estrogenic compounds and Progestins on the market using fear tactics.
There is no level of synthetic hormone use that can be considered as safe as the use of natural (bio-identical) hormones.   There is no credible evidence that bio-identical hormones are dangerous.  The pharmaceutical companies should not be protected at the cost of human lives.  I strongly urge that Americans and their elected leaders stop giving away our rights at such an alarming rate.  Freedom to choose a safe and effective form of health care must ALWAYS come before the protection of corporate profits.

I have numerous patients that have been taking natural hormones for years, including my mother.  Their health and happiness is intact.  Do not allow greed and weakness to prevail.  Protect the rights and health of the woman and men of America.   Do not be fooled by claims that natural hormones are dangerous.   The following information should enlighten the decision makers to the true purpose of this petition to remove a better, safer alternative to hormone replacement therapy.

Wyeth, the makers of Premarin and Prempro, have seen a 72% decline in sales recently, after the famous 2002 Womens Health Initiative Study had to be halted because the results showed that women taking these popular drugs were at heightened risk for blood clots, breast cancer, heart attack and stroke! These very drugs had --for years --been sold to the public as good protection for bones and heart! 

Now Wyeth is using lobbyists to influence the FDA to prevent women from using natural safe options for hormone balance. Bio-identical hormones are safe and effective, often relieving the uncomfortable symptoms of hormonal imbalances without the potentially life-threatening side effects of chemical drugs like Premarin. They want to make it illegal to use compounded (individually prepared) pills and creams from natural "bio-identical"sources. 


The FDA should fulfill its obligation to protect the American people from harm and to support the people’s best interests— not those of the pharmaceutical giants!
Since the 2002 Women's Health Initiative (WHI) which demonstrated that Wyeth's products, Premarin and Prempro, caused a significant increase in breast cancer, blood clots to the lungs, heart attacks and strokes, Wyeth has seen a dramatic decline in the sales of these counterfeit hormones. Wyeth's financial reports, which are available online at www.wyeth.com, indicate the following significant decline in sales of Premarin Family products;

2002 - $2,072,000,000;
2003 - $1,275,000,000;
2004 - $880,000,000.

This represents a 68% decline in sales of Premarin Family products between 2002 - 2004. Wyeth's profits have likewise declined precipitously; 2002 - $4,447,000,000; 2003 - $2,051,192,000; 2004 - $1,234,000,000, a 72% decline in profits. 

Tens of thousands of women have forsaken Premarin family drugs for bio-identical hormones. Wyeth is simply trying to stop its losses and regain its market share. Wyeth wants to force women to take their counterfeit hormones by eliminating the competition from bio-identical hormones prepared by compounding pharmacies. 

The FDA receives drug user fees, totaling at least $300,000,000 in 2004, from the pharmaceutical companies for the drugs they sell. The less drugs that Wyeth sells, the less money the FDA makes. The FDA collects no drug user fees from compounding pharmacies because they are regulated by the states, not the federal government. So there is a strong financial incentive placed before the FDA to eliminate compounding pharmacies as well.

Pharmaceutical companies recruit key FDA employees to work for them at huge salaries. This is the dream of many bureaucrats, to get a high paying job with a big drug company. So you can understand why FDA regulators have an incentive to please Wyeth.

Wyeth, like all the major pharmaceutical companies, contributes billions of dollars to various medical societies and patient advocacy organizations. So it is not surprising that many of these organizations have written responses to the FDA in support of Wyeth's complaint. Because of their money ties to Wyeth, these organizations endorse Wyeth's products and do Wyeth's bidding. When an organization supports something which is obviously detrimental to women and men, it is important to follow the money trail.

Wyeth must be defeated in its attempt to restrict patients' rights to choose safe, effective and natural treatments using bio-identical hormones.   Corruption must be curtailed by the strength of men and women of good conscience.
Sincerely,

Richard A. Pizzini, D.C.
