Federal Trade Commission Statement Concerning Brand Drug Manufacturers’
Improper Listing of Patents in the Orange Book

l. Introduction

Brand drug manufacturers may be harming generic competition through the improper
listing of patents in the Food and Drug Administration’s (“FDA”) Approved Drug Products with
Therapeutic Equivalence Evaluations, known as the “Orange Book.”!

Generic competition for brand-name drugs results in lower prices, increased access, and
significant cost savings for consumers and the healthcare system. The Hatch-Waxman Act and
FDA regulations set forth the criteria for listing patents in the Orange Book.? The Orange Book
puts generic companies on notice of certain types of patents that a brand company claims cover
its product. Patents listed in the Orange Book must claim the reference listed drug or a method of
using it. By listing patents, brand drug manufacturers may benefit from a 30-month stay of FDA
approval of generic drug applications, regardless of whether a court ultimately finds the patent at
issue is valid or infringed by the competing product.

Brand drug manufacturers are responsible for ensuring their patents are properly listed.
Yet certain manufacturers have submitted patents for listing in the Orange Book that claim
neither the reference listed drug nor a method of using it. When brand drug manufacturers abuse
the regulatory processes set up by Congress to promote generic drug competition, the result may
be to increase the cost of and reduce access to prescription drugs.

The goal of this policy statement? is to put market participants on notice that the FTC
intends to scrutinize improper Orange Book listings to determine whether these constitute unfair
methods of competition in violation of Section 5 of the Federal Trade Commission Act.*

! The Orange Book is the FDA's official source for listing prescription (and nonprescription) drug products approved
in an application under Section 505 of the Federal Food, Drug, and Cosmetic Act (“FDCA”),
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IV.  The FTC will enforce the law against those companies and individuals who continue
to improperly list patents in the Orange Book

The FTC intends to use its full legal authority to protect patients and payors, including
Medicare and Medicaid, from business practices that tend to negatively affect competitive
conditions. This includes taking actions against companies and individuals that improperly list
patents in the Orange Book that do not meet the statutory listing eriga@Boolerniveendt  listing
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Orange Book may constitute an “improper means” of competition.3* Accordingly, improperly
listing patents in the Orange Book may also be worthy of enforcement scrutiny from government
and private enforcers under a monopolization theory. Additionally, the FTC may alsé¥erutinize
a firm’s history of improperly listing patents during merger review.>?
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