
Biogenerics and Exclusivity: Why Twelve Years is Too Much 

Legislation Must Strike A Balance 
Any legislation must balance reasonable incentives for innovation with timely access to affordable life-
saving medicines for consumers. Proposals from brand biologics makers have ranged from 12-14 years 
and beyond of market exclusivity in conjunction with any FDA approval pathway.  This means the FDA 
would be prohibited from approving a more affordable version of the brand drug until the innovator 
product has been on the market for at least 12 years. An exclusivity period of 12 years is excessive and 
inconsistent with an approach that encourages both innovation and competition. 
 
Experience Dictates that 5 years of Exclusivity Encourages Innovation 
Hatch-Waxman provides five years of market exclusivity for a “new chemical entity” and an additional 
three years for new indications and dosage forms of existing drugs.  In the twenty-five years since 
passage of the law, innovation has accelerated as demonstrated by a dramatic increase in research and 
development spending, new drug patents and new FDA applications. At the same time, patients, 
taxpayers and federal and state governments have enjoyed billions of dollars in consumer savings from 
generic alternatives. 

 
President Obama, in his FY 2010 proposed budget, called on Congress to establish a “workable 
regulatory, scientific and legal pathway for generic versions of biologic drugs” and recommended a 
period of exclusivity which is “generally consistent with the principles in the Hatch-Waxman law for 
traditional products.” 

 
Long Periods of Exclusivity Stifle Innovation 
In a recent paper supporting the Hatch-Waxman model, Boston University Economics Professor Larry 
Kotlikoff argues that there are no economically material differences between the biologic and drug 
industries that would necessitate longer monopoly protection and large amounts of exclusivity, as 
contemplated by the brand biotech industry.  In fact, the brand industry’s s own expert, Henry 
Grabowski, Duke University economist, has shown the average development time for new biologic 
entities is only 7.4 months longer than for new chemical entities. Unduly long periods of exclusivity 
would actually result in less rather than more innovation over time.  Bestowing lengthy monopolies 
excludes other innovators from building – in a timely manner – on the work of prior inventors. 

 
BIO’s Own Economic Figures Reveal 14 years Is Too Long 
A paper by former House Ways and Means Committee Chief Economist Alex Brill examined the model 
crafted by Grabowski, and concluded that an exclusivity period of seven years is sufficient to ensure 
strong incentives to innovate.  Even so, Brill goes on to point out the shortcomings of this model in 
determining the optimal number of years of exclusivity as it does not account for patent protection or 
business strategies to “evergreen” exclusivity periods. 

 
Products Are Not Protected by Exclusivity Alone 
All brand biologic products are protected by a portfolio of patents. These patents recognize the 
contribution that innovative products have made to society and bestow upon the holder an intellectual 
property right. As with traditional drugs, these patents will hold market share for the brand manufacturer 
and prevent generics from entering the market. Exclusivity, as included in Hatch-Waxman, is meant as 
an additional protection or back-stop and not a windfall.  


