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Dr. Andrew von Eschenbach, M.D., 
Acting Commissioner 
The Food and Drug Administration 
5600 Fishers Lane 
Rockville, Maryland 20857 

Dear Dr. von Eschenbach, 

As Governor of the State of Mississippi, I am writing to offer my support of the August 3, 
2006 Citizens' Petition requesting the release of guidance documents that would allow for 
the manufacturing of therapeutically equivalent versions of insulin and Human Growth 
Hormone (HGH). Let me share with you why I feel your prompt attention is warranted. 

When I was elected Governor, our challenge was to confront the pervasive health care crisis 
enveloping our state . First, we passed comprehensive tort reform legislation, not just to 
reduce lawsuit abuse, but also to assure doctors and other health care professionals, hospitals 
and insurance would remain available to the citizens of Mississippi . 

This June, we continued our campaign for better health when I announced our Healthy 
Mississippi program . We are specifically focusing on reducing the problems of obesity, high 
blood pressure, diabetes, heart disease and other chronic medical conditions that affect 
people of all ages . It is a sad fact : the health of Mississippians is declining and drugs costs 
are rising . This is a critical problem that must be addressed to ensure the future health and 
well-being of Mississippi's citizens . 

When I learned about the Citizens' Petition urging the U.S . Food and Drug Administration 
to release the guidances fox the approval process for a "generic" equivalent for insulin, I was 
intrigued . Mississippi has the highest obesin, rate in the nation, and our incidence of 
diabetes continues to grow throughout this population . As a state, we provide insurance and 
pharmacy benefits not only for state employees and their dependents, but in addition, our 
Medicaid program provides pharmacy benefits . Lowering the cost of insulin is important to 
all Mississippians . In calendar year 2005, we spent $2.3 million on insulin for our state 
employees and for State Fiscal Year 2006, the Medicaid program spent $9,312,307.60 on 
insulin for Medicaid recipients . This number is growing and it does not include the costs of 
diabetics who pay for the drug out of pocket or those covered by other insurance programs . 

I have also learned that: 

1 . Insulin is specifically regulated under the "Hatch-Waxman Act" which allows for the 
approval of generic equivalent versions of drugs once the applicable patents have 
expired. 
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2 . The science behind insulin is simple and well known with a long history of safe use. 

Considerable cost saving could be realized if a generic insulin were authorized for 
manufacturing . 

4 . Senator Hatch and Congressman Waxman wrote you on February 10, 2006, asking 
you to release the already drafted guidance documents . 

5 . In February 2003, your predecessor, Commissioner McClellan, stated that generic 
biologics axe inevitable, followed in May 2003, by a statement that products such as 
insulin and HGH will come first . In December 2003, Dr. McClellan stated that 
clinical trials might not be necessary and that the agency would soon unveil its 
thoughts and seek public comment. 

6 . By April 2002, the scientific staff at FDA had completed work on the insulin and 
HGH guidances, and they awaited final clearance . 

Dr . von Eschenbach, it is clear to me that the need for generic insulin is real, the support for 
the release of FDA guidance is bi-partisan, and the science is available and safe . Please help 
us make insulin more affordable . 
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