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As the single largest funder of business research 
and development (R&D) in the U.S. economy, 
the American biopharmaceutical industry drives 
economic growth, supports high-wage jobs, and 
most importantly, brings new treatments and cures 
to patients around the world. 

But drug development is not a quick or cheap 
process—it takes an average of over 10 years to 
develop a new medicine at a cost of $2.6 billion—
including the cost of failures—and only about 
12% of drug candidates that enter clinical testing 
ever receive approval from the Food and Drug 
Administration (FDA). Given the substantial costs 
of initial investment in biopharmaceutical R&D and 
lengthy timeline, strong patent protection provides 
the opportunity for companies to potentially 
recoup investments made to develop new 
medicines and to fund future research.

Patents grant inventors the exclusive right with 
respect to their inventions without others being 
able to copy and sell it for a set period of time. 
Patents are, quite literally, the foundation of the 
biopharmaceutical industry. Without patents, 
medical progress would grind to a halt, since 
no company would invest in costly and time-
consuming research if a rival could simply swoop 
in, steal a drug’s formula, and then sell knockoffs.

Congress could soon weaken the patent system 
with the passage of the “Innovation Act” (H.R. 
9). The bill is an effort to combat “patent trolls.” 
These “trolls” don’t actually manufacture anything; 
they simply acquire patents—often for obvious 
ideas—to collect licensing fees or extort settlement 
money by filing lawsuits. But the proposed 
legislation is so broad that legitimate patent 
holders, including those in the biopharmaceutical 
R&D ecosystem like large companies, startups, 
and universities, could find themselves in the 
crosshairs. (continued on page 2)

The unintended consequences of the Innovation Act 
would make it harder to defend patents in a number 
of ways: 

UNINTENDED CONSEQUENCE

INTENDED  OUTCOME

Information Overload:  The proposed legislation requires 
too much information and detail just to be able to file the case 
and begin the litigation process. These requirements would create 
undue litigation costs and compel legitimate patent holders to prepare 
and file voluminous legal paperwork. The time needed to meet 
these burdensome requirements would delay legitimate patent 
owners’ ability to get into court.  The costs of compliance and 
risks stemming from failure to comply with these requirements 
create uncertainty which, in turn, may make patented technologies 
less attractive to investors whose support is necessary to 
develop and bring new technologies to the market.  

Enhanced Pleadings: Discourage “patent trolls” from filing 
patent infringement lawsuits by imposing more stringent 
pleading requirements on plaintiffs who file infringement suits.   

Privacy Issues:  The proposed legislation would increase 
disclosure requirements beyond what is reasonable or necessary 
at that stage of the case, would create undue burdens and risks 
for patentees, and could conflict with patentees’ confidentiality 
obligations. Biopharmaceutical companies may be reluctant 
to defend their intellectual property in court if it implicates 
confidential agreements associated with the patent at issue 
(e.g., confidential licensing agreements).   

Enhanced Disclosure of Interests: Enhance disclosure 
requirements to make clear to defendants at the outset the 
persons and entities with a financial interest in the patent at 
issue in the litigation and the patentee.    

Legal Delays:  The proposed legislation could significantly 
delay the pretrial “discovery phase” of a lawsuit. The discovery 
stay would delay the progress and ultimate resolution of patent 
cases, thus impeding legitimate patent owners’ ability to enforce 
their intellectual property rights and delay the removal of infringing 
products from the marketplace. The financial impact of the delay 
in key cases could harm a biopharmaceutical company and 
diminish its ability to fund future drug research.

Discovery Stay: Make patent infringement lawsuits less 
appealing to patent trolls by delaying discovery (often the 
most expensive aspect of an infringement lawsuit from the 
defendant’s perspective). 
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The Innovation Act is too broad in how it addresses litigation abuses 
and does not address the actual concerns of legitimate patent holders. 
Any patent reform law should target patent trolls with scalpel-like 
precision, while ensuring that legitimate patent holders can still 
enforce their patents. Unfortunately, the Innovation Act is like a 
sledgehammer. It would crush legitimate patent holders along with 
trolls, endangering the biopharmaceutical industry and the life-saving 
treatments and cures it produces.

While the Innovation Act goes too far in attempting to 
curb abusive practices of patent trolls, it does little if 
anything to address abusive practices that have recently 
arisen in the post-grant proceedings administered at 
the Patent and Trademark Office (PTO) via the Patent 
Trial and Appeal Board (PTAB). These proceedings, and 
particularly inter partes review (IPR), were intended 
to provide an alternative mechanism to pressure test 
patents outside of the litigation process. However, these 
have been implemented in such a way as to call into 
question the fairness of the proceedings.  

The pro-challenger bias exhibited through these 
proceedings has led to three times the number of filings 
the PTO originally expected and has come to be known 
as a “death squad” for patents. The anti-patent bias is 

so predictable that there are now hedge funds that are 
making a market of shorting stock of companies holding 
patents and then filing petitions with the PTO to drive 
shareholder value down and hedge fund profits up. 

Furthermore, the rates of patent invalidity in IPR 
proceedings are significantly higher than rates 
experienced in proceedings conducted before federal 
courts and, in a number of instances, IPR proceedings 
have been used to challenge patents that were enforced 
successfully in federal district court. 
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