Debunking False Narratives about the Patent System:
Biopharmaceutical Companies Block Competition
Through So-Called “Patent Thickets”

Critics of our IP system often claim that biopharmaceutical products are excessively patented imposing insurmountable
hurdles to generic competition. Yet, evidence has failed to show a link between patent counts and the timing of generic
entry. Here's what you need to know about biopharmaceutical patenting practices in the US and generic competition.
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It is not unusual for complex products like medicines to have more than one patent. Medicines are highly
complex products that often incorporate multiple inventions that can include the active ingredient, formulation,
dosage form, use of a medicine in a particular disease, or ways of manufacturing the medicine. However, as
each U.S. patent can only claim a single invention, multiple patents are typically necessary to cover all the
inventions that make up a biopharmaceutical product and indeed drugs are associated with an average of
about four patents.' Due to the iterative, ongoing nature of drug discovery, development, and clinical trials,
other patented inventions occur after the initial invention of the drug substance as more is learned about
the medicine and its commercial applicability. On average, it takes 10-15 years and $2.6 billion to develop a
single new medicine.’ The patent system balances the goals of ensuring full protection of medicines to enable
biopharmaceutical companies to make these investments, including for inventions made over time, while
encouraging early disclosure of inventions to the public through patent applications to advance scientific
inquiry and ultimately facilitate generic entry.

2.

Biopharmaceutical companies patent less than other sectors but invest more. The USPTO itself has

stated, “with respect to multiple patents that cover a single product, multiple patents associated with a
single marketed product are not unique to the pharmaceutical industry and are a common practice in many
innovative industries, especially for complex products.” To place this observation in context, according to
the Intellectual Property Owners Association’s report of top U.S. patentees of 2024, most of the top patent-
owning companies belong to the tech sector, while just 2.3% of the top 300 are in the biopharmaceutical
sector.” Importantly, the same report shows the combined number of patents granted to these companies
were less than a third of the patents granted to the tech company topping the list.Y While this sector patents
less than other manufacturing industries, it invests over $12 million in R&D for every patent issued — which is
more than any other sector.¥ Yet, when it comes to sales generated per patent, the industry is squarely in the
middle - demonstrating the biopharmaceutical industry’s significant risk in drug development where even vital
investments won't always be successful and able to generate sales."
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3.

Numbers of patents do not predict market exclusivity for medicines. In response to assertions by industry
critics regarding patenting activity on drugs and increasing exclusivity periods, and at the request of a U.S.
Senator, the USPTO released a study in 2024 that found no correlation between the number of patents on

a product and length of actual market exclusivity. Over the years, a wealth of research from legal scholars
and experts has pointed to consistent periods of time to generic entry for brand drug products, averaging
between 12-14 years, even as those products may involve numerous inventions and have been associated
with a greater number of corresponding patents over the past decade. x xi. xii.xi. xiv
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4.

Claims that excessive litigation hurdles impede generic entry are not supported by the facts. First,
evidence suggests generic manufacturers are increasingly challenging innovator patents in Hatch-Waxman
litigation reflecting a system working as intended. In 1995, just 9% of brand drugs had a generic challenge
patents via a paragraph IV certification. By 2019, 81% of drugs had such challenges.” Second, as judges and
litigators are well aware, the number of patents and claims in a portfolio does not reflect what is actually
litigated and certainly does not reflect the number of claims that make it to trial. It is common for courts to
require parties to narrow the patents and/or claims asserted for purposes of trials across technologies, and
courts can even have dedicated rules for Hatch-Waxman cases.*' Consequently, only a few patents, and
perhaps only a few claims total, are ultimately adjudicated.

S.

The U.S. has the most robust generic system in the world. Not only do generics represent a larger share of
total prescriptions in the U.S. — representing 90% dispensed — but they are also much cheaper than in other
developed countries. As a result, the average price of prescriptions filled through Medicare and Medicaid

is 18% less than in other OECD countries.*i Due to this built-in system of cost containment, retail and
physician-administered medicines are projected to remain constant at 14% of total U.S. health care spending
through 2030, exactly the same share as over the last decade.*ii
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