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A reader recently asked why a generic 
manufacturer might challenge the patents 
covering an approved drug product.  
Specifically, what conditions lead up 
to the 180-day period that a generic 
manufacturer can be the only approved 
generic maker of a drug product.  This 
question relates to 
the Hatch-Waxman 
Act passed in 1984, 
which encompasses 
both patent and FDA 
issues and governs the 
processes companies 
follow to market 
branded and generic 
drug products.  There 
are many facets to this 
area of the law, and the 
following explanation 
provides a brief 
background of the 
topic. 

Before a product 
can be marketed with 
treatment claims, that product must 
be approved by the FDA.  The FDA’s 
review of a drug product begins with the 
submission of an Investigational New 
Drug Application or “IND.”  Approval 

of an IND enables clinical trials of the 
drug product to establish its safety and 
efficacy.  The results of those trials are 
included in a New Drug Application or 
“NDA.”  

A generic drug 
manufacturer may 
submit an Abbreviated 
New Drug Application 
or “ANDA” relying on 
the safety and efficacy 
data provided by the 
NDA applicant.  This 
enables the generic 
manufacturer to forgo 
conducting its own 
clinical trials, and it 
need only demonstrate 
that its drug product is 

“bioequivalent.”  The 
FDA, however, will 
not permit the ANDA 
applicant to rely on 

the NDA data for certain 
periods of time.  This limitation 

is known as “data exclusivity.”  For 
example, the FDA will not permit a 
generic manufacturer to rely on data for a 
new chemical entity (“NCE”) for a period 
of 5 years.  
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Parallel to the issue of data exclusivity is patent exclusivity.  
The United States Patent and Trademark Office 
examines patent applications to determine whether 
an applicant’s claimed invention is useful, novel, non-
obvious, and meets other statutory requirements.  If 
so, then the granted patent confers up to a twenty-year 
period of exclusivity in which the patent holder can 
exclude others from practicing the claimed invention.  
For example, if a product or process is covered by one or 
more patent claims, the patent holder can stop someone 
from making, using, selling, or offering for sale that 
product or process.

Returning to the FDA process, the applicant for an 
NDA must identify patents that might cover the drug 
product.  See 21 U.S.C. § 355(b)(1), (c)(2).  Those 
patents are listed in an FDA publication known as the 
“Orange Book.”  The purpose of the Orange Book is to 
identify patents that must be overcome before a generic 
manufacturer can sell the same drug product.  

The ANDA must include a certification relating to the 
patents identified in the Orange Book.  There are four 
certification options, namely, (I) there are no patents 
in the Orange Book; (II) patents in the Orange Book 
are expired; (III) the generic drug will not be marketed 
until patents in the Orange Book expire; and (IV) 
patents in the Orange Book are invalid, not infringed, or 
unenforceable.  See 21 U.S.C. § 355(j)(2)(A)(vii).

When the ANDA includes a “paragraph IV” certification, 
the NDA holder and patentee can file a lawsuit against 
the generic manufacturer that blocks the FDA from 
approving the ANDA for a period of 30 months.  During 
that time, the parties litigate the patents, which may or 
may not be resolved at the end of the period.  Why 
might an ANDA applicant risk such a lawsuit and delay?  
Because the first ANDA filer to include a paragraph 
IV challenge that successfully overcomes those patents 
receives 180 days of market exclusivity.  That means the 
FDA cannot approve subsequently submitted ANDAs 
by other companies for the same drug product until the 
180-day period ends. The 180-day period begins when 
the generic manufacture begins commercial marketing 
of the drug product.  See 21 U.S.C. § 355(j)(5)(B)(iv)(I).  

We have added 2 new columns to our IMWSCC 
Newsletter:   Ask A Patent Attorney and Geek is Chic.  
These columns are our attempt to keep our quarterly 
newsletter fresh and interesting.  We also have a new 
contest this year and that is: Name the Newsletter 
Contest.  Submit your ideas for a catchy name for our 
IMWSCC newsletter and in November you may be the 
recipient of a $100 dollar gift card. 

Somewhere in the newsletter we’ve hidden the 
IMWSCC favicon symbol it looks like this -      . Spot 
it and email Aaron (apeterson@nuskin.com) the page 
number and place where it is and you’ll be entered in a 
drawing for a chance to win a $25 gift card at the next 
meeting.  

What’s New and 
Read to Win!

Ask a Patent Attorney Continued: In summary, a generic manufacturer can be rewarded 
with 180 days of market exclusivity as the only approved 
generic maker when it is the first entity to successfully 
challenge Orange Book patents.  That period of exclusivity 
is triggered by the generic manufacturer’s commercial 
marketing of the drug product.  

This article is intended to provide information of general interest to the 
public and is not intended to offer legal advice about specific situations 
or problems. Brinks Hofer Gilson & Lione does not intend to create an 
attorney-client relationship by offering this information, and review of the 
information shall not be deemed to create such a relationship. You should 
consult a lawyer if you have a legal matter requiring attention. For further 
information, please contact a Brinks Hofer Gilson & Lione lawyer. 

Ryan Marshall is a shareholder in Brinks Hofer Gilson 
& Lione’s Salt Lake City office.  His practice includes 
prosecution experience with patent and trademark 
matters, as well as litigation experience of patent, trade 
secret, trade dress and unfair trade practice claims. 
Ryan counsels clients and prepares opinions relating to 
patentability, invalidity, enforceability, infringement 
and clearance issues. He also advises clients on strategic 
patent portfolio development, landscape analysis, ANDA 
and ANADA opinions and in drafting U.S. and foreign 
patent applications.  Ryan has substantial experience 
in the chemical, pharmaceutical and biochemical arts.  
Here are a few of Ryan’s patents:  7,714,161; 7,776,842; 
7,855,285; and 8,093,247. 


