VIA FAX: (301) 827-6870

Division of Dockets Management

Food and Drug Administration

5630 Fishers Lane, Room 1061 (HFA-305)

Rockville, MD, 20852  
RE: Docket 2005P-0411

Dear Sir or Madam:

My name is Susanna Jones and I have been taking bio-identical hormones for one and a half years.  It has been a tremendous comfort to me as it alleviates hot flashes, sweating, dryness, dehydration, mood swings, my low energy level, apathy, and generally has helped to improve the quality of my day to day life.
I consult with my physician, who prescribes bio-identical hormones specifically
for me, and my pharmacist prepares them.  Without this medication, my hair was falling out, my skin had dried up, my body fluids had disappeared, I was having difficulty thinking clearly, was unable to act on those thoughts and ideas I did have, had no energy or motivation, was exceedingly tired most of the time.  My moods were unpredictable, I had hot flashes day and night, I would get drenched when I was in bed resulting in a need to change my sheets, an ability to sleep, restlessness and consequent exhaustion the next day.  Since taking bio-identical hormones, my skin has regained its texture, my hair is fuller, I don’t break out in sweats and hot flashes all the time, my body fluids replenish themselves, my digestion has improved and subsequently my metabolism too.  My mood swings are not as scary and I generally feel more like the person that I know myself to be.  The concept of having bio-identical hormones being no longer available to me is one I would rather not entertain as I had previously been on the birth control pill, yet still had all the symptoms of menopause and since I have been taking bio-identical hormones I can definitely tell the difference between the two – one works, the other does not.

The benefit of BHRT is that it is designed for me and I am concerned that Wyeth’s petition (Docket # 2005P-0411) would limit the ability of my physician and pharmacist to keep prescribing and preparing these individualized doses for me.  The FDA should reject Wyeth’s petition.
Sincerely,

Susanna Jones
Los Angeles, California
