Public Sector HealthCare Roundtable Issue Brief


Generic Drug Availability

S. 2300, Stabenow/Lott

Background

Generic drugs greatly reduce costs to consumers and have played a key role in recent efforts at cost containment by health benefit plans.  For example, it is estimated that for every one-percent increase in the use of generic drugs, which cost anywhere from 30% to 80% less than name-brand pharmaceuticals, consumers could save $4 billion annually.  

Initiatives that expand the appropriate use of cost effective, quality generic drugs should be supported.  However, there is conflict over the availability of generic drugs caused by the desire to balance the need for more affordable generics with the need for brand-name drug manufacturers to make reasonable profits on risky drug development research. This is accomplished by granting exclusive rights to produce new drugs through patent protection for a given term.  Drug creators have developed a variety of techniques to extend their monopoly beyond the span envisioned, including sometimes questionable appeals of new generic applications for existing medicines, or proposing to examine the potential use of an existing drug for children when such use is highly unlikely.  The brand name drug makers have also increasingly resorted to simply paying generic drug manufacturers to not produce lower cost versions of profitable brand name drugs, a process thus far upheld as legal but nonetheless under scrutiny from the Federal Trade Commission.   

Legislative History

Senator Debbie Stabenow (D-MI) introduced the Lower PRICED Drugs Act, S.2300, on February 16, 2006, with former Majority Leader Trent Lott (R-MS) as an original cosponsor.  The bill was referred to the Senate Health, Education, Labor, and Pensions (HELP) Committee, which has taken no further action on the measure.  Congressman Henry Waxman (D-CA) intends to introduce a companion measure in the House of Representatives in the near future.

Roundtable Positions

· The Roundtable fully supports reforming the patent appeal process. Brand name drug makers that challenge a generic company’s claims before the Food and Drug Administration almost always enjoy the full 30 month stay allowed under law, adding two and half years to their monopoly rights.  S. 2300 would encourage the courts to swiftly dismiss challenges without merit.

· The Roundtable supports closing loopholes that deny the public access to cheaper generic drugs by means of frivolous delays.   Too often, pediatric marketing extensions are sought for products not suitable for children.  This only serves to keep lower-cost generic alternatives of drugs for adults off the market rather than helping to learn more about drugs for children.   The Stabenow-Lott legislation affirms that the pediatric exception can only be used for pediatric products.  

· The Roundtable supports efforts to include antibiotics in the modern patent exclusivity rules used for other drugs.  A technicality precludes certain antibiotics licensed before November 12, 1997, from eligibility for generic manufacturing.  S. 2300 allows these treatments to enter the register of drugs that can be made generically.
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