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‘‘(B) EXCEPTION.—In an action under sub-

paragraph (A), the findings of the Commis-
sion as to the material facts in the adminis-
trative adjudicative proceeding with respect 
to such person’s, partnership’s or corpora-
tion’s violation of this section shall be con-
clusive unless— 

‘‘(i) the terms of such cease and desist 
order expressly provide that the Commis-
sion’s findings shall not be conclusive; or 

‘‘(ii) the order became final by reason of 
section 5(g)(1), in which case such finding 
shall be conclusive if supported by evidence. 

‘‘(3) CIVIL PENALTY.—In determining the 
amount of the civil penalty described in this 
section, the court shall take into account— 

‘‘(A) the nature, circumstances, extent, 
and gravity of the violation; 

‘‘(B) with respect to the violator, the de-
gree of culpability, any history of violations, 
the ability to pay, any effect on the ability 
to continue doing business, profits earned by 
the NDA holder, compensation received by 
the ANDA filer, and the amount of com-
merce affected; and 

‘‘(C) other matters that justice requires. 
‘‘(4) REMEDIES IN ADDITION.—Remedies pro-

vided in this subsection are in addition to, 
and not in lieu of, any other remedy provided 
by Federal law. Nothing in this paragraph 
shall be construed to affect any authority of 
the Commission under any other provision of 
law. 

‘‘(h) DEFINITIONS.—In this section: 
‘‘(1) AGREEMENT.—The term ‘agreement’ 

means anything that would constitute an 
agreement under section 1 of the Sherman 
Act (15 U.S.C. 1) or section 5 of this Act. 

‘‘(2) AGREEMENT RESOLVING OR SETTLING A 
PATENT INFRINGEMENT CLAIM.—The term 
‘agreement resolving or settling a patent in-
fringement claim’ includes any agreement 
that is entered into within 30 days of the res-
olution or the settlement of the claim, or 
any other agreement that is contingent 
upon, provides a contingent condition for, or 
is otherwise related to the resolution or set-
tlement of the claim. 

‘‘(3) ANDA.—The term ‘ANDA’ means an 
abbreviated new drug application, as defined 
under section 505(j) of the Federal Food, 
Drug, and Cosmetic Act (21 U.S.C. 355(j)). 

‘‘(4) ANDA FILER.—The term ‘ANDA filer’ 
means a party who has filed an ANDA with 
the Food and Drug Administration. 

‘‘(5) ANDA PRODUCT.—The term ‘ANDA 
product’ means the product to be manufac-
tured under the ANDA that is the subject of 
the patent infringement claim. 

‘‘(6) DRUG PRODUCT.—The term ‘drug prod-
uct’ means a finished dosage form (e.g., tab-
let, capsule, or solution) that contains a 
drug substance, generally, but not nec-
essarily, in association with 1 or more other 
ingredients, as defined in section 314.3(b) of 
title 21, Code of Federal Regulations. 

‘‘(7) NDA.—The term ‘NDA’ means a new 
drug application, as defined under section 
505(b) of the Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 355(b)). 

‘‘(8) NDA HOLDER.—The term ‘NDA holder’ 
means— 

‘‘(A) the party that received FDA approval 
to market a drug product pursuant to an 
NDA; 

‘‘(B) a party owning or controlling enforce-
ment of the patent listed in the Approved 
Drug Products With Therapeutic Equiva-
lence Evaluations (commonly known as the 
‘FDA Orange Book’) in connection with the 
NDA; or 

‘‘(C) the predecessors, subsidiaries, divi-
sions, groups, and affiliates controlled by, 
controlling, or under common control with 

any of the entities described in subpara-
graphs (A) and (B) (such control to be pre-
sumed by direct or indirect share ownership 
of 50 percent or greater), as well as the li-
censees, licensors, successors, and assigns of 
each of the entities. 

‘‘(9) PATENT INFRINGEMENT.—The term ‘pat-
ent infringement’ means infringement of any 
patent or of any filed patent application, ex-
tension, reissue, renewal, division, continu-
ation, continuation in part, reexamination, 
patent term restoration, patents of addition 
and extensions thereof. 

‘‘(10) PATENT INFRINGEMENT CLAIM.—The 
term ‘patent infringement claim’ means any 
allegation made to an ANDA filer, whether 
or not included in a complaint filed with a 
court of law, that its ANDA or ANDA prod-
uct may infringe any patent held by, or ex-
clusively licensed to, the NDA holder of the 
drug product. 

‘‘(11) STATUTORY EXCLUSIVITY.—The term 
‘statutory exclusivity’ means those prohibi-
tions on the approval of drug applications 
under clauses (ii) through (iv) of section 
505(c)(3)(E) (5- and 3-year data exclusivity), 
section 527 (orphan drug exclusivity), or sec-
tion 505A (pediatric exclusivity) of the Fed-
eral Food, Drug, and Cosmetic Act .’’. 

(b) EFFECTIVE DATE.—Section 28 of the 
Federal Trade Commission Act, as added by 
this section, shall apply to all agreements 
described in section 28(a)(1) of that Act en-
tered into after November 15, 2009. Section 
28(g) of the Federal Trade Commission Act, 
as added by this section, shall not apply to 
agreements entered into before the date of 
enactment of this title. 
SEC. l03. NOTICE AND CERTIFICATION OF 

AGREEMENTS. 
(a) NOTICE OF ALL AGREEMENTS.—Section 

1112(c)(2) of the Medicare Prescription Drug, 
Improvement, and Modernization Act of 2003 
(21 U.S.C. 355 note) is amended by— 

(1) striking ‘‘the Commission the’’ and in-
serting the following: ‘‘the Commission— 

‘‘(1) the’’; 
(2) striking the period and inserting ‘‘; 

and’’; and 
(3) inserting at the end the following: 
‘‘(2) any other agreement the parties enter 

into within 30 days of entering into an agree-
ment covered by subsection (a) or (b).’’. 

(b) CERTIFICATION OF AGREEMENTS.—Sec-
tion 1112 of such Act is amended by adding at 
the end the following: 

‘‘(d) CERTIFICATION.—The Chief Executive 
Officer or the company official responsible 
for negotiating any agreement required to be 
filed under subsection (a), (b), or (c) shall 
execute and file with the Assistant Attorney 
General and the Commission a certification 
as follows: ‘I declare that the following is 
true, correct, and complete to the best of my 
knowledge: The materials filed with the Fed-
eral Trade Commission and the Department 
of Justice under section 1112 of subtitle B of 
title XI of the Medicare Prescription Drug, 
Improvement, and Modernization Act of 2003, 
with respect to the agreement referenced in 
this certification: (1) represent the complete, 
final, and exclusive agreement between the 
parties; (2) include any ancillary agreements 
that are contingent upon, provide a contin-
gent condition for, or are otherwise related 
to, the referenced agreement; and (3) include 
written descriptions of any oral agreements, 
representations, commitments, or promises 
between the parties that are responsive to 
subsection (a) or (b) of such section 1112 and 
have not been reduced to writing.’.’’. 
SEC. l04. FORFEITURE OF 180-DAY EXCLUSIVITY 

PERIOD. 
Section 505(j)(5)(D)(i)(V) of the Federal 

Food, Drug and Cosmetic Act (21 U.S.C. 

355(j)(5)(D)(i)(V)) is amended by inserting 
‘‘section 28 of the Federal Trade Commission 
Act or’’ after ‘‘that the agreement has vio-
lated’’. 
SEC. l05. COMMISSION LITIGATION AUTHORITY. 

Section 16(a)(2) of the Federal Trade Com-
mission Act (15 U.S.C. 56(a)(2)) is amended— 

(1) in subparagraph (D), by striking ‘‘or’’ 
after the semicolon; 

(2) in subparagraph (E), by inserting ‘‘or’’ 
after the semicolon; and 

(3) inserting after subparagraph (E) the fol-
lowing: 

‘‘(F) under section 28;’’. 
SEC. l06. STATUTE OF LIMITATIONS. 

The Commission shall commence any en-
forcement proceeding described in section 28 
of the Federal Trade Commission Act, as 
added by section 3, except for an action de-
scribed in section 28(g)(2) of the Federal 
Trade Commission Act, not later than 3 
years after the date on which the parties to 
the agreement file the Notice of Agreement 
as provided by sections 1112(c)(2) and (d) of 
the Medicare Prescription Drug Improve-
ment and Modernization Act of 2003 (21 
U.S.C. 355 note). 
SEC. l07. SEVERABILITY. 

If any provision of this title, an amend-
ment made by this title, or the application 
of such provision or amendment to any per-
son or circumstance is held to be unconstitu-
tional, the remainder of this title, the 
amendments made by this title, and the ap-
plication of the provisions of such title or 
amendments to any person or circumstance 
shall not be affected thereby. 

f 

NOTICE OF HEARING 

COMMITTEE ON ENERGY AND NATURAL 
RESOURCES 

Mr. BINGAMAN. Mr. President, I 
would like to announce for the infor-
mation of the Senate and the public 
that a hearing has been scheduled be-
fore the Senate Committee on Energy 
and Natural Resources. The hearing 
will be held on Tuesday, June 22, 2010, 
at 10 a.m., in room SD–366 of the Dirk-
sen Senate Office Building in Wash-
ington, DC. 

The purpose of the hearing is to re-
ceive testimony on policies to reduce 
oil consumption through the pro-
motion of accelerated deployment of 
electric-drive vehicles, as proposed in 
S. 3495, the Promoting Electric Vehi-
cles Act of 2010. 

For further information, please con-
tact Mike Carr or Abigail Campbell. 

f 

AUTHORITY FOR COMMITTEES TO 
MEET 

COMMITTEE ON AGRICULTURE, NUTRITION, AND 
FORESTRY 

Mr. KAUFMAN. Mr. President, I ask 
unanimous consent that the Com-
mittee on Agriculture, Nutrition, and 
Forestry be authorized to meet during 
the session of the Senate on June 16, 
2010. 

The PRESIDING OFFICER. Without 
objection, it is so ordered. 
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