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3 WA 35USCS271(e) » e p F 4T
(e)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 patented invention....solely for
uses reasonable related to the development and submission of information under a
federal law which regulates the manufacture, use, or sale of drugs or veterinary
biological products.
* Brief of Washmgton Legal Foundation, Kidney Cancer Association, and 60 Plus
Association As amici curiae in Support of Plaintiffs-Appellees Supporting Affirmance
(2006), p.7.
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$245 35USCE156(a)° 5 70 & Jl3F4ciken 5 4 % (product) ~
P 22 i 2 2 (method of manufacturlng a product) ~ 1 % F 5.2
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dRfEA S A AR DY g R R BJRP T

1. ZEFl2 %4 %Eﬁﬂﬁé“ré A

2. FEHZEBEJIRDEFAGUE L

3. A SR K@ 'é‘%ﬁiﬁ CE R EHBEET L UE

4, FHFT LM EASL P AR 25 - KT o

H ¢ 4% 35USC8IS6(F) C2 32 » 32537 + 3 A & WFE

>35USC8156(a)tp M R 22 > N 5 4o
(a) The term of a patent which claims a product, a method of using a product, or a
method of manufacturing a product shall be extended in accordance with this
section from the original expiration date of the patent, which shall include any
patent term adjustment granted under section 154 (b), if—

(1) the term of the patent has not expired before an application is submitted
under subsection (d)(1) for its extension;

(2) the term of the patent has never been extended under subsection (e)(1) of this
section;

(3) an application for extension is submitted by the owner of record of the patent
or its agent and in accordance with the requirements of paragraphs (1)
through (4) of subsection (d);

(4) the product has been subject to a regulatory review period before its
commercial marketing or use;

(5) (A) except as provided in subparagraph (B) or (C), the permission for the
commercial marketing or use of the product after such regulatory review
period is the first permitted commercial marketing or use of the product
under the provision of law under which such regulatory review period
occurred;.....

6 4.9 35USC8156()» B2 p F 4T :
(f) For purposes of this section:

(1) The term “product” means: (A) A drug product. (B) Any medical device,
food additive, or color additive subject to regulation under the Federal Food,
Drug, and Cosmetic Act.

(2) The term “drug product” means the active ingredient of: (A) a new drug,
antibiotic drug, or human biological product (as those terms are used in the
Federal Food, Drug, and Cosmetic Act and the Public Health Service Act),
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—fﬁ L% — T

% T A USPTO #7 4% {7 —‘F% » 233 - OO0w # & The Arnold
Partnership v. Godiciz % ¥ £ =t f/F3s > & S m202 s b o

or (B) a new animal drug or veterinary biological product (as those terms
are used in the Federal Food, Drug, and Cosmetic Act and the
Virus-Serum-Toxin Act) which is not primarily manufactured using
recombinant DNA, recombinant RNA, hybridoma technology, or other
processes involving site specific genetic manipulation techniques,
including any salt or ester of the active ingredient, as a single entity or in
combination with another active ingredient..
=8 = 35USC§1I56(a)(S) ¥ AfK M 7 > R ? 40
(A) except as provided in subparagraph (B) or (C), the permission for the
commercial marketing or use of the product after such regulatory review period is
the first permitted commercial marketing or use of the product under the provision
of law under which such regulatory review period occurred..
¥ % 9 Patent Term Extension for Biotechnology Patents >
http://www.pwsp.com/content/portal/publications/2004/7/00051C2/Mehok%?20biolife
$¢1%20070104%20Alert.pdf (%2> F& B 1 2007/04/01) »
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® 4.8 35USC§156(d)(1) » B2 4o
(1) To obtain an extension of the term of a patent under this section, the owner of
record of the patent or its agent shall submit an application to the Director.
Except as provided in paragraph (5), such an application may only be
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submitted within the sixty-day period beginning on the date the product
received permission under the provision of law under which the applicable
regulatory review period occurred for commercial marketing or use....

10 % 8 35USC8§156(d)(5)(A)E (C) > B2 4o :

(5) (A) If the owner of record of the patent or its agent reasonably expects that the
applicable regulatory review period described in paragraph (1)(B)(ii), (2)(B)(ii),
(3)(B)(i1), (4)(B)(ii), or (5)(B)(ii) of subsection (g) that began for a product that
is the subject of such patent may extend beyond the expiration of the patent term
in effect, the owner or its agent may submit an application to the Director for an
interim extension during the period beginning 6 months, and ending 15 days,
before such term is due to expire. The application shall contain—

(i) the identity of the product subject to regulatory review and the Federal
statute under which such review is occurring;

(ii) the identity of the patent for which interim extension is being sought
and the identity of each claim of such patent which claims the product
under regulatory review or a method of using or manufacturing the
product;

(iii) information to enable the Director to determine under subsection
(a)(1), (2), and (3) the eligibility of a patent for extension;

(iv) a brief description of the activities undertaken by the applicant during
the applicable regulatory review period to date with respect to the
product under review and the significant dates applicable to such
activities; and

(v) such patent or other information as the Director may require.

(B) If the Director determines that, except for permission to market or use the
product commercially, the patent would be eligible for an extension of the patent
term under this section, the Director shall publish in the Federal Register a notice
of such determination, including the identity of the product under regulatory
review, and shall issue to the applicant a certificate of interim extension for a
period of not more than 1 year.

(C) The owner of record of a patent, or its agent, for which an interim
extension has been granted under subparagraph (B), may apply for not more than 4
subsequent interim extensions under this paragraph, except that, in the case of a
patent subject to subsection (g)(6)(C), the owner of record of the patent, or its
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g

agent, may apply for only 1 subsequent interim extension under this paragraph.
Each such subsequent application shall be made during the period beginning 60
days before, and ending 30 days before, the expiration of the preceding interim
extension.
% 8 35USC8§156(c)(3) » k2 4c
(3) if the period remaining in the term of a patent after the date of the approval of
the approved product under the provision of law under which such regulatory
review occurred when added to the regulatory review period as revised under
paragraphs (1) and (2) exceeds fourteen years, the period of extension shall be
reduced so that the total of both such periods does not exceed fourteen years....
124 8 35USC8§156(g)(6)(A) » R 2 4 -
(6) A period determined under any of the preceding paragraphs is subject to the
following limitations:

(A) If the patent involved was issued after the date of the enactment of this
section, the period of extension determined on the basis of the regulatory
review period determined under any such paragraph may not exceed five
years.
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B 29 35USC8§156(g)(1)(B) * B = 40T
(B) The regulatory review period for a new drug, antibiotic drug, or human
biological product is the sum of—

(1) the period beginning on the date an exemption under subsection (i) of
section 505 or subsection (d) of section 507 became effective for the
approved product and ending on the date an application was initially
submitted for such drug product under section 351, 505, or 507, and

(ii) the period beginning on the date the application was initially submitted for
the approved product under section 351, subsection (b) of section 505, or
section 507 and ending on the date such application was approved under
such section.
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4 48 35USC8§156(b) » it % 4o
(b) Except as provided in subsection (d)(5)(F), the rights derived from any patent
the term of which is extended under this section shall during the period during
which the term of the patent is extended—
(1) in the case of a patent which claims a product, be limited to any use
approved for the product—
(A) before the expiration of the term of the patent—
(i) under the provision of law under which the applicable regulatory
review occurred, or
(i1) under the provision of law under which any regulatory review
described in paragraph (1), (4), or (5) of subsection (g) occurred,
and
(B) on or after the expiration of the regulatory review period upon which
the extension of the patent was based;
(2) in the case of a patent which claims a method of using a product, be
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limited to any use claimed by the patent and approved for the product—
(A) before the expiration of the term of the patent—
(1) under any provision of law under which an applicable regulatory
review occurred, and
(i1) under the provision of law under which any regulatory review
described in paragraph (1), (4), or (5) of subsection (g) occurred,
and
(B) on or after the expiration of the regulatory review period upon which
the extension of the patent was based; and

(3) in the case of a patent which claims a method of manufacturing a product,

be limited to the method of manufacturing as used to make—

(A)the approved product, or

(B)the product if it has been subject to a regulatory review period described
in paragraph (1), (4), or (5) of subsection (g).

As used in this subsection, the term “product” includes an approved product.
B ;%’ TE S A ke —;ep« ’3-%? YL 2 Ll Romd > F
TP Rl R A A A 2 R ;1 E@T#ﬂ@—;—hzgif%gﬂﬂf’“
j,fé-%‘f » % B, Hoechst-Roussel Pharmaceutlcals Inc., v. Lehman, 109 F.3d 756 (Fed.
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(4) in no event shall more than one patent be extended under subsection (e)(1) for
the same regulatory review period for any product.
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