Public Sector HealthCare Roundtable Issue Brief


Biodefense and Pandemic Vaccine and 

Drug Development Act of 2005 (Bioshield II)

S. 1873, Burr[Enzi]

Background

In order to promote defense against bio-terrorism, some in Congress want to provide a substantial number of incentives for the development of drugs useful in preparing the nation against a biological attack.  These incentives would include the granting of patent extensions in certain cases.  However, such extensions could potentially be used for drugs that are not truly linked to protecting the nation from bio-terrorism, thereby substantially increasing overall pharmaceutical costs unnecessarily while failing to create incentives for truly innovative pharmaceutical breakthroughs.  

Legislative History

Senator Richard Burr (R-NC) introduced S.1873 on October 17, 2005, and the bill was referred to the Senate Health, Education, Labor, and Pensions (HELP) Committee.  The Committee considered the measure seven days later, during which time Chairman Michael Enzi (R-WY) made some substantial changes to the bill before committee approval.  The full Senate has yet to consider the legislation.

The bill establishes the Biomedical Advanced Research and Development Agency (BARDA) under the Department of Health and Human Services (HHS) to oversee research and development of “qualified countermeasure” drugs considered useful in fighting a terrorist attack using biochemical agents, with the terms defined very broadly.  The legislation protects manufacturers from liability arising from these drugs, regardless of whether the damage occurred from use during an emergency.  In addition, such drugs would enjoy an increase in patent protection by seven to ten years.

Criticism has come from the vagueness of the term “qualified countermeasure” and the effects that designation will have on drugs which have other medical purposes other than fighting a biological attack.  According to the Generic Pharmaceutical Association, the language is so loose that common drugs to treat headaches and nausea fall into the definition.

Roundtable Positions

· The Roundtable opposes the patent extension provisions of S. 1873 as currently written because they gratuitously raise costs for Federal, State, and local providers of drug coverage while providing little real assistance in the fight against terrorism.  While the Roundtable supports protecting the nation from biological attack, it does not support measures that use such an important national goal to unnecessarily extend patent exclusivity blindly across a swath of existing products to reward companies for developing products researched and paid for long ago.  We instead believe it is time for the public to enjoy cost savings on these products by releasing them for generic license. 
· The Roundtable believes that any new initiatives in this area, such as the Biomedical Advanced Research and Development Agency (BARDA), must not have the effect of reducing funding for other important Federal programs that support pharmaceutical research and development.   It is expected that BARDA’s first year funding could exceed $1 billion.  Some concerns have been raised that, given the ever-increasing restraints on Federal discretionary spending, the result could be a reduction in funds for other important agencies such as the Centers for Disease Control (CDC) and the National Institutes of Health (NIH).  The Roundtable would oppose reductions in existing funding that could serve to impair innovative pharmaceutical research and otherwise unduly diminish ongoing programs aimed at improving healthcare quality. 
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