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HEALTH CARE ADVOCACY ALMANCE 

January 24, 2006 

The Honorable Mike Leavitt, Secretary 
U.S . Dept . of Health & Human Services 
Hubert Humphrey Building 
200 Independence Ave. S.W ., room 615F 
Washington, DC 20201 

Re : FDA Labeling Rule - SUPPORT 

Dear Secretary Leavitt: 

DARLENE B. MINESPERRY 

Executive Diiector 
i 

i 

Phone. 7oz-so6-6ioi 
Health Care Advocacy Alliance Fax: 7oz-2537306 

E-mail : dbhp@earthlinknet 

Health Care Advocacy Alliance (HCAA) is writing to offer our support to the January 18, 2006, decision by 
the U.S . Food & Drug Administration (FDA) that updates the prescribed format and content of prescription 
labels. Consumers and patients common sense reform that will enhance health literacy, ensure that more 
patients actually take their medicine and help prevent medical errors. 

Surgeon General Richard Carmona, MD, says that "Americans are overwhelmed with the complexity of 
health information . We have hit a point of information overload and the public health message is being 
diluted. This is of great concern when it comes to making sure a patient knows how to use prescription 
drugs safely and effectively ." HCAA, an alliance to patient advocates, seniors, persons with disabilities, 
providers, pharmacists, and other healthcare stakeholders agree with Surgeon General Carmona and are 
pleased to see that this rule deals with the issue of complex prescription drug labels . For too long, patients 
taking medications have been faced with labels that were complex and provided very little understandable 
information about how to take their medicine. Complex and lengthy labels have also make it more difficult 
for health care providers and doctors to identify critical risk and safety information to communicate to 
patients . 

We are also pleased that to prevent frivolous lawsuits and abuse of the legal system, the FDA has clearly 
stated in the preamble of the rule, that the information included on an FDA approved label pre-empts 
product liability lawsuits based on conflicting state taws . Trial lawyers cannot bring lawsuits in state court 
and present evidence by so-called "experts" in art attempt to second-guess the FDA. Making medicine 
labels more understandable should not lead to a windfall for trial lawyers. We understand the importance of 
common sense tort reform measures that protect us all against frivolous and excessive lawsuits . Trial 
lawyers could have flooded state courts with unnecessary lawsuits, increasing the cost of healthcare . This 
common sense rule change will help consumers, seniors, patients, and their healthcare providers . 

Health Care Advocacy Alliance offers its support for the FDA for this needed decision. 

Sincerely, 

~wr~LC~-

Darlene B . Hines-Perry 
Executive Director 
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Phone: 702-806-6101 
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i Re : FDA Labeling Rule - SUPPORT -- 

Dear Secretary Leavitt : 

Health Care Advocacy Alliance (HCAA) is writing to offer our support to the January 18, 2006, decision by 
the ; U.S . Food & Drug Administration (FDA) that updates the prescribed format and content of prescription 
labels . Consumers and patients common sense reform that will enhance health literacy, ensure that more 
patients actually take their medicine and help prevent medical errors . 

Surgeon General Richard Carmona, MD, says that "Americans are overwhelmed with the complexity of 
health information . We have hit a point of information overload and the public health message is being 
diluted . This is of great concern when it comes to making sure a patient knows how to use prescription 
drugs safely and effectively ." HCAA, an alliance to patient advocates, seniors, persons with disabilities, 
providers, pharmacists, and other healthcare stakeholders agree with Surgeon General Carmona and are 
pleased to see that this rule deals with the issue of complex prescription drug labels . For too long, patients 
taking medications have been faced with labels that were complex and provided very little understandable 
information about how to take their medicine . Complex and lengthy labels have also make it more difficult 
for health care providers and doctors to identify critical risk and safety information to communicate to 
patients . 

We ; are also pleased that to prevent frivolous lawsuits and abuse of the legal system, the FDA has clearly 
stated in the preamble of the rule, that the information included on an FDA approved label pre-empts 
product liability lawsuits based on conflicting state laws . Trial lawyers cannot bring lawsuits in state court 
and present evidence by so-called "experts" in an attempt to second-guess the FDA. Making medicine 
labels more understandable should not lead to a windfall for trial lawyers. We understand the importance of 
common sense tort reform measures that protect us all against frivolous and excessive lawsuits . Trial 
lawyers could have flooded state courts with unnecessary lawsuits, increasing the cost of healthcare . This 
common sense rule change will help consumers, seniors, patients, and their healthcare providers . 

Health Care Advocacy Alliance offers its support for the FDA for this needed decision . 

Sincerely, 
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Darlene B . Hines-Perry 
Executive Director 
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