
Key Insights
Pharmaceutical Patent “Evergreening” 
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When tested against real data, 
“evergreening” claims consistently 

fail; one study found that predictions 
are wrong by an average of 7 years. 

Despite predictions of extended 
monopolies, U.S. market exclusivity 

periods have remained stable at about 
13-14 years since the 1980s. 

Generics enter the market quickly 
once patents expire, benefitting from 
legal advantages such as abbreviated 

approval pathways, incentives 
to challenge patents, automatic 
substitution laws, and a patent 

infringement safe harbor for activities 
associated with regulatory approval. 
Today, generics now fill over 90% of 

U.S. prescriptions.  

Later-filed patents on improvements 
to existing medicines protect distinct 
inventions that make medicines safer, 
more effective, or easier to use.  They 
can be crucial to making a compound 
into a workable drug, or to improving 

an existing medicine. These patents do 
not extend the original patent, and they 

do not block copying of the original 
product once its patents expire. Studies 
consistently find that later patents don’t 

delay generic entry. 

Critics who treat every patent related 
to a drug as preventing entry of any 

generic version misinterpret how 
generics work. Generics copy specific 

approved drug products, and the effect 
of patents on generic entry depends 

only on the patents covering that 
specific product. Treating the initial 

compound patent as the only legitimate 
patent is like saying only the engine 

patent matters for a car.

Patents expire 20 years from the 
filing date, save for Patent Term 

Adjustments (PTA) and Patent Term 
Extensions (PTE). These adjustments 

compensate for delays in patent 
examination and regulatory review, 
and they are the product of specific 

mathematical formulas with 
caps. They cannot extend patents 

indefinitely or repeatedly. 

Beyond the patent on the original 
molecule, there are essentially two types 
of patents that cover further innovations 
on a pharmaceutical product: patents on 
innovations that occur before regulatory 

approval (to develop the original 
molecule into a safe and effective drug 
that can receive regulatory approval), 
and patents on innovations that occur 

after approval (to improve efficacy, user 
experience, patient benefits, or extend 

benefits to more patients).
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