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The Good News  

Biologics are amazing drugs 

•  Cancer 

•  Inflammatory diseases 

•  Diabetes  

•  Blood disorders 

•  Growth disorders 

 More complex to develop and make than “small molecule” drugs  

 More biologics are needed, and expected 

  

 	




The Bad News 

Expensive (>20 times cost of pharmaceuticals)  

•  Remicade (arthritis) - $20,000/yr 

•  Median personal income in U.S. - $26,500/yr  

•  Herceptin (cancer) - $48,000/yr 

Many Americans have no insurance or are still unable to afford 
biologics 

Affordability is critical for patients and government  

	




Biosimilars Law 

Goal of new biosimilars law - strike a “balance” between innovation 
and price reduction through competition 

Choosing the right exclusivity period is critical – an error in either 
direction frustrates the law’s purpose 

   



12 Years 

Under the new biosimilars law – 12-year exclusivity period (“data” vs. 
“market” controversy ongoing). 

Question – is 12 years a “balanced” approach?   

Answer – No  

  	




 Where to look for guidance? 

Hatch Waxman Act  

•  5 years of exclusivity 

•  Imperfect, but successful 

Comparative studies (e.g., Grabowski) and reports (e.g., FTC 
report), in view of the Hatch Waxman Act  

   



 Just how different is the world of biologics?  

 Factors to consider –   

•  Development time 

•  Development costs 

•  Break event points 

•  Production costs 

•  Competitive dynamics 

•  Patent strength 

 

  	




Taken from H. Grabowski, “Follow-on biologics: data exclusivity and 
the balance between innovation and competition”, Nature Reviews 
Drug Discovery, May 12, 2008. 	




 Development Costs 

•  “total out-of-pocket cost per approved biopharmaceutical was 
somewhat lower than for the pharmaceutical company data 
($559 million vs $672 million).”* (emphasis added) 

•  “estimated total capitalized cost per approved new molecule 
was nearly the same for biopharmaceuticals as for the adjusted 
pharmaceutical company data ($1241 million versus $1318 
million).”* (emphasis added) 

* J. DiMasi and H. Grabowski, “The cost of biopharmaceutical R&D: is biotech different?”, Managerial and Decision 

Economics, Vol. 28, Issue 4-5, pp. 469-479 (Abstract) (June – August, 2007).  

   



Taken from H. Grabowski, “Follow-on biologics: data exclusivity and 
the balance between innovation and competition”, Nature Reviews 
Drug Discovery, May 12, 2008.  



Taken from H. Grabowski, “Follow-on biologics: data exclusivity 
and the balance between innovation and competition”, Nature 
Reviews Drug Discovery, May 12, 2008.  



 Production Costs 

•  20-100-fold more for biologics than small molecule drugs 

•  Already factored into higher prices?      

  	




 Competitive Dynamics 

•  Biosimilars are expensive to make ($100-$200 million for 
development) 

•  Fewer competitors  

•  10% - 30% price reduction, not 80% or more 

•  “pioneer manufacturers are likely to retain 70 to 90 percent of 
their market share and, therefore, will likely continue to reap 
substantial profits years after entry by FOB drugs.”* 
(emphasis added) 
* “Emerging Heath Care Issues: Follow-on Biologic Drug Competition”, Federal Trade Commission Report, p. v, June 
2009 

   



 Patent Strength 

•  Concerns by some that biologics patents are “narrower” and 
more “vulnerable to challenges from follow-on competitors”*  

•  Such concerns seem to be isolated, and do not amount to an 
established trend in patent law.  

* H. Grabowski, “Follow-on biologics: data exclusivity and the balance between innovation and competition”, Nature 

Reviews Drug Discovery, p. 1-2, May 12, 2008. 

   



So, biologics and pharmaceuticals are not that different regarding  

•  Development time 

•  Development costs 

•  Break event points  

•  Patent strength 

Biologics and pharmaceuticals are very different regarding  

•  Production costs 

•  Competitive dynamics 

But, the competitive dynamics of biologics appears to offset, and 
perhaps supercede, high production costs 

In view of these facts, 12 years of exclusivity is excessive 

  

 

   



Ramifications 

An excessive exclusivity period reduces BLA holder’s incentive to 
“innovate”, as opposed to “tweak” approved drug 

If competitors can develop new biologics faster than they can market 
biosimilars (i.e., in under 12 years), how much incentive does the 
competitor have to use the biosimilar law?  Not much. 

Consequently, drug prices remain high, harming patients and the 
government 

Purpose of the biosimilars law is frustrated 
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Conclusion 

12-year exclusivity is excessive and
 unjustified by the facts 

As a result, the biosimilar law’s
 purpose is frustrated 

A shorter exclusivity period (e.g., 7
 years or less) should be implemented
 instead 
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