
 
 
 

 
December 17, 2004 
 
Centers for Medicare & Medicaid Services 
Department of Health and Human Services 
P.O. Box 8014 
Baltimore, MD 21244-8014 
 
To Whom It May Concern: 
 
On behalf of the Society for Women’s Health Research, we are responding to the Centers 
for Medicare & Medicaid Services (CMS) solicitation of comments on the “CMS 
Strategy for Affordable Access to Drugs Covered Under the Medicare Prescription Drug, 
Improvement and Modernization Act of 2003 (MMA).”  We appreciate having this 
opportunity and hope that you will take our comments into consideration.   

The Society is the nation’s only not-for-profit organization whose mission is to improve 
the health of all women through research, education and advocacy.  We advocate for 
increased funding for research on women’s health; encourage the study of sex differences 
that may affect the prevention, diagnosis and treatment of disease; promote the inclusion 
of women in medical research studies; and inform women, providers, policy makers and 
media about contemporary women’s health issues.  

We applaud CMS for its proposed strategy document outlining the four principles of 
formulary review: 1) Relying on Existing Best Practices; 2) Providing Access to 
Medically Necessary Drugs; 3) Flexibility; and 4) Administrative Efficiency.  This will 
endeavor to assure that Medicare beneficiaries will be experiencing best practices under 
the program.  The Society does have several comments and suggestions to make to help 
CMS achieve its goal of the Medicare prescription drug plans following best practices.  
We are concerned, given the number of diseases and conditions for which there is 
currently no known therapy, many of which affect women disproportionately, that there 
are not necessarily existing “best practices” to follow in all situations.  Providers must be 
given the flexibility to deal with such diseases and conditions as necessary. 

The Society remains concerned about off-label drug use for several reasons.  It is 
critically important that the Medicare Modernization Act drug benefit take into account 
the unique medical needs of women pertaining to off-label drug use.  CMS needs to 
ensure that the plan administrators demonstrate sufficient flexibility in its offerings of 
existing drugs and biologics, including off-label usage.  There are numerous illnesses and 
diseases (e.g., many autoimmune diseases) for which there is no known therapy.  Women 



are 2.7 times more likely than men to develop an autoimmune disease.  At least four 
autoimmune conditions affect nine women for every man: systemic lupus erythematosus, 
Sjogren’s syndrome, antiphospholoid syndrome, and primary biliary cirrhosis. At the 
moment, there is no category of prescription drugs designed specifically for lupus or 
Sjogren’s, and all therapy for these conditions involves off-label drug use. Access to off-
label use of lifesaving and life-enhancing drugs is critical to many areas of chronic and 
disabling diseases that have a disproportionate impact on women.   
 
The Society is pleased that CMS has included a statement recognizing the need to 
provide non-formulary drugs to beneficiaries.  This is critically important for women, 
who generally live longer and have more chronic diseases and conditions than men.  
Therefore, women often are taking multiple drug therapies and so require access to non-
formulary drugs due to the possibility of adverse reactions when simultaneously taking 
several drugs. 
 
In addition, CMS should require that each plan ensure that its Pharmaceutical and 
Therapeutic (P&T) committees, which are responsible for deciding and updating 
formularies, include patient representation.  Currently, there is insufficient patient 
consideration and input into P&T discussions.  Adding appropriate patient representation 
to the committees would remedy this problem. 

Scientists have long known of the anatomical differences between the sexes, but only 
within the past decade have they begun to uncover significant biological and 
physiological differences between the sexes. Sex differences have been found 
everywhere from the composition of bone matter and the experience of pain to the 
metabolism of certain drugs and the rate of neurotransmitter synthesis in the brain.   

In April 2001, the Institute of Medicine (IOM) of the National Academy of Sciences 
released a report entitled, "Exploring the Biological Contributions to Human Health: 
Does Sex Matter?"  The report, initiated and supported by the Society and released by the 
National Academy of Sciences, found that sex differences important to health and human 
disease occur in the womb and throughout the life span, affecting behavior, perception, 
and health. 

As we have stated before, there are numerous conditions that affect women solely, 
disproportionately, or differently from men.  Examples of such sex differences include 
but are not limited to: 
 
• Osteoporosis 
 

Osteoporosis is the most common skeletal disease among the Medicare population.  
Four times as many women as men have this condition. 
 
 
 

 



• Mental health 
 

Women are 2 to 3 times more likely than men to suffer from depression.  The risk for 
developing Post-Traumatic Stress Disorder (PTSD) following a traumatic event is 
twice as high in women as in men.  Finally, although schizophrenia occurs in women 
and men in roughly equal numbers, because women report more mood symptoms 
than men, they often require more complicated treatment regimens including both 
antidepressants and mood stabilizers. 

 
• Cardiovascular disease 
 

Cardiovascular disease (CVD) is the number one killer of American women, with one 
out of five women suffering from some form of CVD.  In 2000, more than half of all 
cardiovascular-related deaths (53.5%) occurred in women.   

 
 
• Response to Drugs 
 

A 2001 GAO report on the FDA revealed that eight of 10 drugs recently withdrawn 
for the market caused more adverse events in women than men. We now know 
through research that enzymes that metabolize certain drugs in the body have 
different activity levels in women and men.  As a result, some drugs may be less 
efficacious or cause more side effects in women.  Anesthesia is another drug area 
where there are sex differences.  Women wake up from anesthesia an average four 
minutes before men do. 

 
As a result of the biological sex differences inherent in these diseases, women may 
respond differently than men to medications that treat these conditions.  Therefore, a 
“one-size-fits-all” approach to Medicare prescription drug coverage and formularies 
would be harmful to women.   
 
Thank you for providing this opportunity to comment on the “CMS Strategy for 
Affordable Access to Drugs Covered Under the Medicare Prescription Drug, 
Improvement and Modernization Act of 2003 (MMA).”  We hope that you will take our 
comments into consideration.  If you have any questions, please feel free to contact 
Martha Nolan at 202-496-5007. 
 
 
Sincerely, 
 
 

         
 
Phyllis Greenberger    Martha Nolan 
President     Vice President of Public Policy 


