
Page 83 TITLE 35—PATENTS § 271 

of Pub. L. 106–113, set out as a note under section 1 of 

this title. 
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AMENDMENTS 

1999—Pub. L. 106–113, div. B, § 1000(a)(9) [title IV, 

§ 4302(b)], Nov. 29, 1999, 113 Stat. 1536, 1501A–557, added 

item 273. 

§ 271. Infringement of patent 

(a) Except as otherwise provided in this title, 
whoever without authority makes, uses, offers 
to sell, or sells any patented invention, within 
the United States or imports into the United 
States any patented invention during the term 
of the patent therefor, infringes the patent. 

(b) Whoever actively induces infringement of a 
patent shall be liable as an infringer. 

(c) Whoever offers to sell or sells within the 
United States or imports into the United States 
a component of a patented machine, manufac-
ture, combination or composition, or a material 
or apparatus for use in practicing a patented 
process, constituting a material part of the in-
vention, knowing the same to be especially 
made or especially adapted for use in an in-
fringement of such patent, and not a staple arti-
cle or commodity of commerce suitable for sub-
stantial noninfringing use, shall be liable as a 
contributory infringer. 

(d) No patent owner otherwise entitled to re-
lief for infringement or contributory infringe-
ment of a patent shall be denied relief or deemed 
guilty of misuse or illegal extension of the pat-
ent right by reason of his having done one or 
more of the following: (1) derived revenue from 
acts which if performed by another without his 
consent would constitute contributory infringe-
ment of the patent; (2) licensed or authorized 
another to perform acts which if performed 
without his consent would constitute contribu-
tory infringement of the patent; (3) sought to 
enforce his patent rights against infringement 
or contributory infringement; (4) refused to li-
cense or use any rights to the patent; or (5) con-
ditioned the license of any rights to the patent 
or the sale of the patented product on the acqui-
sition of a license to rights in another patent or 
purchase of a separate product, unless, in view 
of the circumstances, the patent owner has mar-
ket power in the relevant market for the patent 
or patented product on which the license or sale 
is conditioned. 

(e)(1) It shall not be an act of infringement to 
make, use, offer to sell, or sell within the United 
States or import into the United States a pat-
ented invention (other than a new animal drug 
or veterinary biological product (as those terms 
are used in the Federal Food, Drug, and Cos-
metic Act and the Act of March 4, 1913) which is 
primarily manufactured using recombinant 
DNA, recombinant RNA, hybridoma technology, 
or other processes involving site specific genetic 
manipulation techniques) solely for uses reason-
ably related to the development and submission 

of information under a Federal law which regu-
lates the manufacture, use, or sale of drugs or 
veterinary biological products. 

(2) It shall be an act of infringement to sub-
mit— 

(A) an application under section 505(j) of the 
Federal Food, Drug, and Cosmetic Act or de-
scribed in section 505(b)(2) of such Act for a 
drug claimed in a patent or the use of which is 
claimed in a patent, or 

(B) an application under section 512 of such 
Act or under the Act of March 4, 1913 (21 U.S.C. 
151–158) for a drug or veterinary biological 
product which is not primarily manufactured 
using recombinant DNA, recombinant RNA, 
hybridoma technology, or other processes in-
volving site specific genetic manipulation 
techniques and which is claimed in a patent or 
the use of which is claimed in a patent, 

if the purpose of such submission is to obtain 
approval under such Act to engage in the com-
mercial manufacture, use, or sale of a drug or 
veterinary biological product claimed in a pat-
ent or the use of which is claimed in a patent be-
fore the expiration of such patent. 

(3) In any action for patent infringement 
brought under this section, no injunctive or 
other relief may be granted which would pro-
hibit the making, using, offering to sell, or sell-
ing within the United States or importing into 
the United States of a patented invention under 
paragraph (1). 

(4) For an act of infringement described in 
paragraph (2)— 

(A) the court shall order the effective date of 
any approval of the drug or veterinary biologi-
cal product involved in the infringement to be 
a date which is not earlier than the date of the 
expiration of the patent which has been in-
fringed, 

(B) injunctive relief may be granted against 
an infringer to prevent the commercial manu-
facture, use, offer to sell, or sale within the 
United States or importation into the United 
States of an approved drug or veterinary bio-
logical product, and 

(C) damages or other monetary relief may be 
awarded against an infringer only if there has 
been commercial manufacture, use, offer to 
sell, or sale within the United States or impor-
tation into the United States of an approved 
drug or veterinary biological product. 

The remedies prescribed by subparagraphs (A), 
(B), and (C) are the only remedies which may be 
granted by a court for an act of infringement de-
scribed in paragraph (2), except that a court 
may award attorney fees under section 285. 

(5) Where a person has filed an application de-
scribed in paragraph (2) that includes a certifi-
cation under subsection (b)(2)(A)(iv) or 
(j)(2)(A)(vii)(IV) of section 505 of the Federal 
Food, Drug, and Cosmetic Act (21 U.S.C. 355), 
and neither the owner of the patent that is the 
subject of the certification nor the holder of the 
approved application under subsection (b) of 
such section for the drug that is claimed by the 
patent or a use of which is claimed by the pat-
ent brought an action for infringement of such 
patent before the expiration of 45 days after the 
date on which the notice given under subsection 


		Superintendent of Documents
	2010-03-30T19:09:04-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




