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Biosimilars Battle Brewing

On March 11, 2009, Reps. Henry Waxman (D-CA), Frank Pallone (D-NJ), Na-
than Deal (R-GA), and Jo Ann Emerson (R-MA.), introduced into the House, 
the bipartisan “Promoting Innovation and Access to Life-Saving Medicine 
Act” (H.R. 1427)(the “LSMA”).  This Bill provides an alternative to the “Pathway 
of Biosimilars Act” (the “PBA”), introduced by Reps. Anna Eshoo (D-Calif.), Jay 
Inslee (D-Wash.) and Joe Barton (R-Texas) in March of 2008 and reintroduced 
in the 111th Congress on March 17, 2009 (H.R.1548), a few short days after the 
Waxman Bill (as this article goes to press,  Senators Charles Schumer (D-NY) 
and Susan Collins (R-Maine) introduced a bipartisan bill that closely mirrors 
the LSMA).  The LSMA and PBA set up alternative approaches to opening up 
the market to a shortened approval process for generics of biologics, typically 
drugs based on biological macromolecules, such as antibodies.  The Generic 
Pharmaceutical Association (GPhA), Consumers Union, and AARP threw their 
support behind this the LSMA.  The Biotechnology Organization, as well as 
branded pharma, such as Eli Lilly and Company, announced approval of the 
PBA.  This sets up a lively battle to come in the Legislature between those con-
gressmen and women supporting the generic biologics industry and those 
supporting the branded biologics industry.

The Bills   

Both Bills attempt to balance necessary incentives for new product innova-
tion against cost of treatment.  The most combustible difference between the 
Bills arises from the time of Market/Data Exclusivity given to a first to market 
approved biologic product.  In the PBA, the Market/Data Exclusivity period is 
12 years with the possibility of an additional two if a second indication is ap-
proved.  In the LMSA, the period for market exclusivity is 5 years with an addi-
tional 3 years available for certain modifications, such as a new indication.  It is 
interesting to note that the Hatch-Waxman act of 1984, which paved the way 
for generic pharmaceuticals, through a variety of mechanisms provides a 5 
year market exclusivity period, with certain extensions for modifications such 
as a pediatric indication.  Representative Waxman has a long history in legisla-
tion surrounding the pharmaceutical industry, and the LMSA looks similar to 
the 1984 act in certain ways.  Thus, the PBA proposal significantly extends the 
exclusivity period which benefits the original innovator.  

The LMSA and PBA also provide mechanisms for accelerating and controlling 
patent litigation on patents alleged to cover the branded biologic.  Both Bills 
allow for patent dispute resolution prior to approval of the biosimilar prod-
uct, as well as harsh penalties for failure to timely bring suit.  In the LMSA, the 
generic has control at the beginning, by requesting information regarding the 
patents covering the biologic from the Biologic License Application (“BLA”), 
including methods of manufacturing the product, even if the methods are 
not used to make the reference product.  In the PBA, on the other hand, the 
holder of the BLA has discretion to act, not the biosimilar applicant.  Also, the 
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PBA does not require methods of manufacturer to be included in the list of disputed patents.  

In LMSA, after the patent list is provided, the biosimilar applicant chooses when and if to make the applica-
tion for approval available to the holder of the BLA.  This notice, must include the reasons why the biosimilar 
applicant believes the patents are invalid or otherwise unenforceable.   

Under the LMSA, the notice starts a 45 day clock for the holder of the BLA in which action must be taken, 
or the biosimilar applicant may bring an action for Declaratory Judgment.  Harsh procedural and damages 
remedies exist if the holder of the BLA chooses to remain passive in the process.  Under the PBA, the notice 
by the holder of the BLA of which patents are infringed and why starts a 60 day clock of response by the 
biosimilar applicant and a 120 day declaratory judgment clock.

The Future  

The GPhA has indicated that nothing justifies such a long market exclusivity period as biologics own aver-
age take only 8 months longer to bring to market than a traditional pharmaceutical.  While this is an in-
teresting point, it seems that other factors, such as total-cost-of-development, total-cost-per-success, and 
market-size-relative-to-cost may be other important factors for identifying the appropriate balance between 
innovators and generics.  In addition, it is likely that branded pharma has adjusted its perceived needs based 
on the success of generics after the Hatch-Waxman, and this adjustment is seen, in part, in the PBA.  There 
can be little doubt that the cost to branded pharma over the last 25 years, post the 1984 Hatch-Waxman Act, 
will motivate significant effort to decrease this cost to branded biologics.  No one in the industry accurately 
predicted the success of the litigation mechanisms put in place for those seeking to sell a second to mar-
ket product competing with the branded product.  These litigations have consumed the time and effort of 
branded pharma and have significantly decreased the overall value of branded pharma’s pipelines and mar-
ket share.  While this was a goal for the original 1984 Hatch-Waxman Act, as well as the LMSA and PBA, many 
would argue that the wrong balance was struck.  The choice of the LMSA and PBA or a compromise provides 
a second chance for innovators to right perceived injustices from the 1984 Act.    

Candidate Obama indicated during campaigning that he favors a shorter period of exclusivity than the 12 
years under the PBA, however, specifics regarding this are sparse.  President Obama has included the issue 
of generic biologics in his healthcare reform plan.  His budget also calls for money so that the FDA can deter-
mine how it should handle the science around biologics.  It remains to be seen, however, where the Obama 
administration will come down on the length of time for market and data exclusivity.


