New Data Show Low Testosterone More Likely in Men with Diabetes-Sexual Dysfunction Most Common Symptom 

MARIETTA, Ga., June 12, 2005 /PRNewswire via COMTEX/ -- Men with diabetes age 45 and older may be more than twice as likely as non-diabetic men to have low testosterone levels, according to new data announced at the American Diabetes Association Annual Meeting and Scientific Session in San Diego. Results of this multi- center study, which screened more than 2,000 men, also found sexual dysfunction to be the most common symptom experienced by men with diabetes and low testosterone (known also as hypogonadism or low T). These data are a subset analysis of the Hypogonadism in Males (HIM) study.

It is estimated that low T affects up to 13 million American men age 45 and older, yet fewer than 10 percent are currently receiving treatment. Because symptoms of low T are subtle and often overlap with other common medical conditions, low T is frequently undiagnosed. The signs and symptoms of low T may include diminished interest in sex, erectile dysfunction (ED), increased fat mass, reduced muscle mass and strength, decreased bone mineral density, depressed mood and fatigue. Men with chronic conditions, such as diabetes, obesity, hypertension, hyperlipidemia and asthma/COPD, are more likely to have low T compared to other men.

"In our study, more than half of the men with diabetes also had low testosterone levels suggesting a higher prevalence of low T among diabetic men than previously reported," said Dr. Sherwyn L. Schwartz, co-investigator and director of the Diabetes & Glandular Disease Clinic in San Antonio. "Men with diabetes who have signs or symptoms of low testosterone should have their testosterone levels checked with a simple blood test. If you're diagnosed with low T, the good news is that the condition very often is treatable."

Several studies have reported that a higher proportion of men with diabetes may have significantly lower testosterone levels than men without diabetes. This is the first cross-sectional study of this size to assess the prevalence and odds ratio of diabetes and hypogonadism in men.

Physicians at 95 sites in 26 states screened 2,162 men (mean age = 60.5) for low T and diabetes. Hypogonadism was defined as total testosterone level less than 300 ng/dL or men currently receiving testosterone treatment for low T. Investigators found 38.7 percent (crude prevalence), or 836 of the 2,162 men, had low T and 23 percent, or 495 of the 2,162 men, had a history of diabetes. Of the 836 men with low T, 756 were not receiving testosterone treatment. In patients with a history of diabetes not receiving testosterone (n=474), 50 percent, or 237, had hypogonadism. Using these figures, investigators determined that men age 45 and older with diabetes have 2.09 times higher odds of having hypogonadism compared to non-diabetic men. Furthermore, 55.8 percent of men with diabetes and low T self-reported a decreased ability/frequency to perform sexually, making sexual dysfunction one of the most common low T symptoms among this group.

The research was supported by Solvay Pharmaceuticals, Inc., the marketers of AndroGel(R) 1% (testosterone gel) CIII, an FDA-approved topical testosterone replacement gel.

"Solvay Pharmaceuticals is committed to helping physicians better understand the possible link between diabetes and low testosterone in men," said Harold H. Shlevin, Ph.D., president and CEO of Solvay Pharmaceuticals. "To build on this research, we have initiated a trial to evaluate our product AndroGel(R) as an adjunct to oral hypoglycemic therapy in diabetic men with low testosterone."

In March 2005, Solvay Pharmaceuticals announced the initiation of a proof of concept trial, known as DEMAND (DiabEtes in Men on ANDrogens), to evaluate the efficacy and safety of AndroGel(R) in men with type 2 diabetes and hypogonadism. The double-blind, parallel, randomized, placebo-controlled study will enroll 180 patients at approximately 55 sites in the U.S. A study extension also is planned. Results will be collected and analyzed to develop a potential Phase III clinical trial.

For more information about low testosterone and treatment please visit www.androgel.com.

About AndroGel(R)

AndroGel(R) is a once-daily, clear, odorless topical testosterone gel approved by the U.S. Food and Drug Administration in 2000 for replacement therapy in men for conditions associated with absent or low testosterone. AndroGel(R) is the first testosterone gel to be approved by the FDA. It is the number one prescribed form of testosterone therapy in the U.S.

AndroGel(R) also is the first and only FDA-approved testosterone gel available in a non-aerosol, metered-dose pump, which is designed to deliver 1.25 grams of testosterone gel per pump depression. AndroGel(R) also is available in 2.5 and 5-gram packets. This gives patients two ways for using AndroGel(R) and offers physicians added flexibility to dose it from the starting dose of 5g per day to 7.5g or from 7.5g to 10g per day as needed.

Androgens are contraindicated in men with carcinoma of the breast or known or suspected carcinoma of the prostate. AndroGel(R) is not indicated for use in women, has not been evaluated in women, and must not be used in women. Geriatric patients treated with androgens may be at an increased risk for the development of enlarged prostate and prostate cancer. Please refer to the AndroGel(R) prescribing information for complete safety information.

About Solvay Pharmaceuticals, Inc.

Solvay Pharmaceuticals, Inc. (www.solvaypharmaceuticals-us.com) of Marietta, Ga. (USA) is a research-driven pharmaceutical company that seeks to fulfill unmet medical needs in the therapeutic areas of cardiology, gastroenterology, mental health, women's health and a select group of specialized markets including men's health. It is a part of the global Solvay Pharmaceuticals organization whose core activities consist of discovering, developing and manufacturing medicines for human use. Solvay Pharmaceuticals, Inc. is a subsidiary corporation of the worldwide Solvay Group of chemical and pharmaceutical companies headquartered in Brussels, Belgium.

