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1. NEW DRUG APPLICATIONS
tie 21, ) C

Sec. 505. _'(a) ~ No persbnﬁ:sh'a'ﬂ mtroduce or deliver for introduction
into interstate commerce any new drug, unless an approval of an application
filed pursuant to. subsectwn (b) or (J} is effective with respect to_suc__h '
"drug Ce .

| o e [CONTENTS oF NDA]
{(b) (1} Any person may file w1th the Secretary an apphcatwn with
respect to any drug subject to the provisions of subsection (a} Such persan
__shaH subm1t to the Secretary as a part of the apphcatwn Lo

[(1)] {(A) full reports of 1nvest1gat1ons which have. been made to show_
whether or not such drug 1is safe for use and whether such drug is effectwe _
~in use; : AU :
e [(2)] {B) a qu 11st of the art1c1es used as components of such drug,
[(3)] [C) a fu'l'l statement of the comp051t1on of such drug, o

[EFFECTIVE NDA OR ANDA REQUIRED]fl o

[(4)] (D) a qu descr'lpt'lon of the methods used in, and the fac1'|1t1es |

and controls used for the manufacture, processmg, and, packmg of such drug,

[(5)] (E) such sampTes of such drug and of the artn:les used as components' ”
. thereof as the Secretary may require; and _

[(6)] (F) spec1mens of the’ Tabe‘lmg proposed to- be used for such drug

[PATENT INFORMATIUN REQUIRED IN NDA] - .

The applicant sha” fﬂe with the app? 1r:atron the patent number and the |

- expiration date of any patent which claims. the drug for which the applicant

submitted  the appl ication or which claims a method of using such drug and
. With respect to which a claim of patent infringement could reasonably be asserted
if a person not 1licensed by the owner engaged in the manufacture, use, or.

. sale of the drug. -If an application is filed under this subsectwn for a

‘drug and a patent which claims such drug or a method of using such drug is -
issued after the fil ing date but before approval of the appl ication, the applicant
shall amend the application to include the information required by the preceding
sentence. Upon approval of the application, the Secretary sha” pubhsh mfar-
matmn submtted under the two precedmg sentences

[PATENT CERTIFICATION FOR “PAPER“ NDA] o

: {2) An appl rcatmn su!xmtted under paragraph (1) for a drug far wlnch."'- f
. Investigalions described in clause (A) of such paragraph and relied upon by -

the applicant for approval of the application were not conducted by or for
the applicant or for which the applicant has not obtained a right of reference
- or use from the person b_y or far whom the mvestrgatwns were canducted shaﬂ"
- also mc?ude-- S , , : _ -

o _ 1 __.f



: [A) a certification, in the opinion of. the applicant and to the best -
of his knowledge, with respect to each patent which claims the drug for which .
such investigalions were conducted or which claims a use for such drug for
‘which the -applicant is seeking - approvai under this subsection and for which
~iInformation is required to be filed under paragraph (1) or subsectmn (c)--

"'(1 ) that such patent mfarmatwn has not been fﬂed
| (i) that such patent has exp1red S B
(177) of the date on whrch such patent mn expire, or

"{ iv) that such patent is mve? id or wﬂf not be 1nfrmged by the manufacture, '
use, or sale of the new drug for which the appi 1catwn is submrtted and

{B) if wrth r'espect to the drug for whrch mvestrgatmns descnbed in
‘paragraph (1){A) were conducted information was filed under paragraph (1)
‘or subsection (c) for a method of use patent which does not claim a use for
- which the applicant is seeking approval under this subsection, a statement'
: _that the method of use patent does not claim such a use. :

[NOTICE REQUIRED FOR "INVALIDITY" CERTIFICATION IN "PAPER" NDA]

C (3 J(A) An appT cant who makes a certrf‘rcat‘mn descmbed in paragrapn:
- {2)(A)(iv) shall include in the application a stalement that the appi icant
has given the notice requrred by subparagraph L(b)] (B) to-- :

{ 1) each owner of the patent whrch is the subJect of the certrfrcatmn._ |
ar the representatwe af such owner desvgnated to recerve such notice, and

T (n ) the holder of the approved app] 1cat1on under subsectwn (h) far".
" the drug which is claimed by the patent or a use of which is claimed by the
K patent or the representative of such ho]der demgnated to receive such notlce '

{Requarement for detaﬂed opinion r‘egardmg 1nva1 1d1ty]._:'___' L

(B) The notice referred to in subparagraph {A ) shall state that an appl i- o
‘cation has been submiited under this subsection for the drug with respect
to which the certification is made to obtain approval to engage in the commercial
manufacture, use, or sale of the drug before the expiration of the patent
referred to in the certification. Such notice shall include a detailed statement

of the factual and legal basis. of the appl rcant s oprnwn that tne patent _' o

- 1s not valid or will not be mfrmged.

() If an appl’ Jcatron is amended - to chude a certrfmarwn desc 7bed S
- in paragraph (2)(A)(iv), the notice required by subparagraph (B) shaH be )
. given when the amended app? n:atwn is submtted. : )

i S [APPRDVAL 0F NDA - HEARING]tp'
(c) (1) Within one hundred and e1ghty days after the fﬂ 1ng of an appl 1cat1on'_"

under [this subsection] subsection (b}, or such additional period as may be - |
-_agreed upon by the Secretary and the apphcaﬂt the Secr‘etary shaﬂ either-- =

‘_‘._-2‘.‘




[(1)] (A} approve the app'l 1cat1on if he then f1nds that none of the gr‘ounds =
'f'or deny'mg approval spemﬁed in subsectwn (d) applies, or: :

[(2)] (B) gwe the ‘applicant notice of an opportumty for a heamng before_ _
the Secretary under subsection (d) on the gquestion whether such application
is approvable. If the applicant elects to accept the opportunity for hearing . - .~
- by written request within thirty days after such notice, such hearing shall -

commence not more than ninety days after the expiration of such thirty days

unless the Secretary and the applicant otherwise agree. Any such hearing-’_-&’ '
shall thereafter be conducted on an expedited basis and the Secretary's order =~ .
- thereon shall be issued within n1nety days after the date fixed by the Secretary o

for fﬂmg fmaT briefs. , S _
{PATENT INFDRMATION EXISTING NDA S AND NEWLY- ISSUED PATENTS]

(2) If the .patem': mfomatran descrrbed in subsectmn (b) cau]d not be

" filed with the submission of an application under subsection (b) because the

appl ication was filed before the patent information was required under subsection

- {b) or a patent was issued after the application was approved under such sub- .=
. section, the holder of an approved application shall file with the Secretary

the patent number and the expiration date of any patent which claims the drug
for which the application was submitted or which claims a method of using

such drug and with respect to which a claim of patent infringement could reasonably

be asserted if a person not 1icensed by the owner engaged in the manufacture,
use, or sale of the drug. If the holder of an approved application could

not file patent information under subsection (b) because it was not required
at the time the application was approved, the holder shall file such information

under this subsection not later than thirty days after the date of the enactment -
-of this sentence, and if the holder of an approved application could not file
patent information under subsection (b) because no patent had been issued
- when the application was filed or approved, the holder shall file such information -
-under this subsection not ]ater than thirty days after the date the patent
. involved is issued. Upon the submission of patent mfannatmn under thrs o
subsection the Secretary shall pub]r 1sh 1t. ‘ . : _

[EFFECTIVENESS OF "PAPER" NDA NITH PATENT CERTIFICATION]. s

(3) " The approval of -an appl 7catron fﬂed under subsectmn {b) wmch

contains a certification required by paragraph (2) of such subsection shall

 be made effectwe on the last appl rcabi' e date determined under the fo”owmg. -

- {(A) If the app] icant onI ¥ made a certrfrcatmn descrrbed in clause (7} :
or (11} of subsection (b)(2)(A) or in both such r:Iauses, the apprava? may--'.'___:. B

be made effective. mnedwatei Y-

{B) If the appl icant made a certrfrcatron descrrbed in c]’ause (nr)‘ "

af subsectwn (b}(;_’}(A), the approva] may be made effectzve on the date certrﬁed . -
- under clause {nr) : . } | R

(C) If the applicant made a certification described in clause (iv) of

_subsectian_ (b)(2)(A), the approval shall be made effective immediately unless

-3 -

3 [REQUiremeht for‘infr‘ingemen-t ect‘iqn to-.Stay ;effect]g,_ A




~an action is brought for infringement of each patent which is the subject =
of the certification before the expiration of forty-five days from the date

the notice provided under paragraph (3)(B} is received. If such an action
is brought before the expiration of such days, the approval ma .y be made effective
upon the expiration of the thirty-month period beginning on the date of the
receipt of the notice provided under paragraph (3)(B) or such shorter or longer
period -as the court may order because either party to the action faﬂed to
reasonab] Y cooperate in-expediting the action, except that--_

_ - {i) if before the expiration of such period the court decides that each
such patent is invalid or not infringed, the appravai may . be made effectwe

AR -on the date of the court dec rsmn

(i ) Rid befare the exprratmn of such perwd the court dec1des that
any such patent has been infringed, the approval may be made effective on -
such dalte as the court orders under. sectran 271(e}(4}{A) of trt]’e 35, Umted
States z,‘ade or _ , . ‘

(iii} if befare the exprratron of such period the caurt grants a prel 1mmary

injunction prohibiting the appl icant from engaging in the commercial manufacture

. or sale of the drug until the court decides the issues of patent validity
- and mfrmgeﬂent the approval sha” be made effectwe on the date of such

- court dec szn

[Requ1rement for' "reasonabTe cooperatmn“ in exped1t1ng 1nfr1ngement action]

_ ,In such an actwn, each of the partres .shall reasonably cooperate in
~expediting the action. Uniil the expiration of the farty-frve-day period
- beginning on the date the notlice made under paragraph (3)(B} is received,
no action may be brought under section 2201 of title 28, lnited States Code,

- for a declaratory judgment with respect to the patent. Any action brought

under such section 2201 shall be brought in the judicial district where the -
- defendant has its prmcrpa] place af busmess or a regu]ar and estab? zshed o
p?ace of business. : : _ : ‘ _

[HURATURIUM ON "PAPER NDA" FILING/EFFECTIVENESS]
[Ten year effectweness moratomum for trans1t1ona1 NCE NDA 5]

(D) 1) IF an appf 7catron (ather than an abbrewated new drug app] ication)
submitted under  subsection (b) for a drug, no active ingredient (including
—any. ester or salt of the active ingredient) of which has been approved in
any other application under subsection (b), was approved during the period
- beginning January 1, 1982, and ending on the date of the enactment of this.
subsection, the Secretary may not make the approva? of . another appl ication
for a drug for which investigations described in clause (A} of subsection
(b}(1) and relied upon by the applicant for approval of the application were
not conducted by or for the applicant or which the applicant has not obtained

- @ right of reference or use from the person by or for whom the investigations |

were conducted effective before the expiration of ten years from the date
~ of the approval of the application previously approved under subsection (b).




_ ) | [Fwe year fﬂmg moratorwm for- NCE NDA s]
(n) If an. app? rcatwn subrmtted under subsection (b) far a drug, naf -

: actwe ingredient (mc]udmg any ester or salt of the active mgredrent) of3
‘which has been appraved in ‘any other - appl ication under subsection (b),’

approved after the date of the. enactment of this subsection no appl 1catwn
may be submitted under this subsection which refers to the .drug for which

. the subsection (b) application was submitting before the expiration of five

years from the date of the approval of the application under subsection (b)[.] -
except that such an application may be submitted under subsection (b) after
the expiration of four years from ine date of the approvai of the subsection
(b) applicalion if it contains a cerlificaltion of patenl invalidily or non-
infringement - described in clause ({iv) of subsection (b)({2)(a).  The approval
of such an applicaltion shall be made effective in accordance with This paragraph

except Tthat, 7F an action Tor patent infringement Ts cammenced during the . .

one-year period beginning forty-eight months affer The date of the approval
of Lhe subsection (b) applicalion, The LThirty-monlh period referred Lo in
subparagraph {C) shall be exiended by such amount of Time (1f any) which 1s
required Tor seven and one-half years to have elapsed from the date of fzfppr'cvwﬂT

: of the subseclion (D) application.

[Thr‘ee year‘ effectweness rncrator'wm for' OCE NDA s w1th new cl m1ca1 tests]

“(7ii) - If an appl rcatron submtted under subsectmn (b) for a drug which ‘
includes an active ingredienl thalt has been approved in any other application
approved under subsection (b) and which contains reports of new clinical investi-
gations (other than bioavailability studies) sponsored by the applicant is

approved after the date of enactment of this subsection, the Secretary may

not make the approval of an application submiited under this subsection which
refers to the drug for which the subsection (b) application was submilted .
effective before the expiration of three years from the date of the apprava? :

of‘ the appi ication under subsectmn {(b).

[Thr‘ee year effectweness moratorwm for OCE supp1ementa1 NDA‘s]

""( fv). If a supp?ement ta an app? 1catran appraved under subsectwn (b}

- includes reports of new clinical investigations (olther than bioavailabil ity

studies) sponsored by the applicant and is approved after the date of enactment

of this subsection, the Secretary may not make the approval of an application =

- submitted under this subsection which refers to the drug for which such suppl ement

. was submitted effective before the expiration of three _year's from the dete :
~of the approval’ of the supplernent under subsection (b) : :

[Two year effectweness moratormrn for' trans1t1ona1 OCE NDA s] '

.{v)‘ 'If an- app? ication (or _supp?a’nent to an app? 1catmn submtted under

subsection (b) for. a drug which includes an active ingredient that has been
“appraoved in any other application under subsection (b), was approved during

the period beginning January 1, 1982, and ending on the dale of the enactment

‘of this subsection, the Secretary may not make the approval of an application
. submitted under this subsection which refers to tha drug for which the subsection .

(b) application was submitted effective before the exprratron of two _years‘ ; |

L frmr the date of enacbnent of this subsectwn

- 5.




[DRDERS REFUSING NDA]

(d) If the Secretary f1nds, after due not1ce to- the appl 1cant in accordance ‘
."w1th subsection (c) and giving him an opportunity for a hearing,  in accordance:
with said subsection, that (1) the -investigations reports of which are required
to be submitted to the Secretary pursuant to subsection (b), do not include
- adequate tests by all methods reasonably applicable to show. whether or not
such drug is safe for use under the conditions prescribed, recommended,
suggested 1in the proposed labeling thereof; (2) the results of such tests
- show that such drug is unsafe for use under such cond1t1ons or do not show
that such drug is safe for use under such conditions; (3) the methods used
in, and the facilities and controls used for, the manufacture, processing,
and packing of such drug are inadequate to preserve its identity, strength,
quality, and purity; (4) upon the basis of the information submitted to him
as part of the application, or upon the basis of any other information before
" him with respect to such dr‘ug, he has insufficient information to determine
whether such drug is safe for use under such conditions; or (5) evaluated
~ on the basis of the information submitted to him as part of the application

~and any other- information before him with. respect to. such drug, there is a "~

. lack of substantial evidence that the drug will have the effect it purports
or is represented to have under the conditions of use prescribed, recommended,
or suggested in the proposed Iabel ing thereof; or (6) the. appl icat:ion failad
to contain the patent information prescribed by subsection (b}; or [(6)] (7)
based on a fair evaluation of all material facts, such labeling is false or
misleading in any particular; he shall dssue an order refusing to approve
‘the application. If, after such notice and opportunity for nearing, the Secretary'
finds that clauses (1) through (6) do not apply, he shall issue an order approving
- the application. As used 1in this subsection and subsection (e), the term
" "substantfal evidence" means evidence consisting of adequate and well-controlled
“investigations, including clinical investigations, by experts qualified by
scientific training and experience to evaluate the effectiveness of the drug
involved, on the basis of which it could fairly and responsibly be concluded
- by such experts that the drug will have the effect it purports or is represented .
to have under the conditions of use prescmbed, recommended,.or' suggested =~
in the 'Iabehng or proposed 1abehng thereof : _ _

[NITHDRAHAL OF APPROVAL FOR NDA]

‘(&) The - Secretary shall, after due notu:e and opportumty'for hearmg"_-
‘to the applicant, withdraw approval of an application with respect to any
. drug under this section if the Secretary finds (1) that clinical or other:
experience, tests, or other scientific data show that such drug. is unsafe.
for use under the conditions of use upon the basis of which the application
was approved; (2) that new evidence of c¢linical experience, not contained
in such application or not available to the Secretary until after such application
was approved, or tests by new methods, or tests by methods not deemed reasonably
- applicable when such application was approved, evaluated together with the
evidence available to the Secretary when the apphcat‘:on was approved, shows
“that such drug is not -shown to be safe for use under the conditions of use
upon the basis of which the -application was approved; or -(3) on the basis
of new information before him with respect to. such drug, evaluated together
with the evidence available to him when the application was approved, that .
‘there is a lack of substantial evidence ‘that the drug will have the effect
' 1t purports or is represented to have under the cond1t1ons of use prescmbed

-s-.--




B T_recannended .or suggested in the Iabe]vng thereof or (4) the patent Infbnnatran

prescribed by subsection (c} was not filed within thirty days after the receipt
of written notice from the Secretary specifying the failure to file such infor-
mation; or [(4)] (5) that the application contains any untrue statement of
a material fact: Provided, That if the Secretary (or in his absence the officer
-acting Secretary) finds that there is an imminent hazard to the public health,

- he may suspend the approval. of such application immediately, and give the

. applicant prompt notice of his action and afford the applicant the opportunity
~for an expedited hearing under this subsection; but the authority conferred.
by this proviso to suspend the approval of an application shall not be delegated.
- The Secretary may also, -after due notice and opportunity for hearing to. the
applicant, withdraw the approval of an application with respect to any drug
- under this section if the Secretary finds (1) that the applicant has failed
to establish a system for maintaining required records, or has repeatedly
or deliberately failed to maintain such records or to make required reports,
in accordance with a regulation or order under subsection [(j)] (k) or to
comply with the notice requirements of section 510(j}(2), or the applicant:
~ has refused to permit access to, or copying or verificatien of, such records -
- as required by paragraph (2} of such subsection;-or (2} that on the basis
- of new information before him, evaluated together with the evidence before
him when the application was approved, the methods-used in, or the facilities
and controis used for, the manufacture, processing, and packing of such drug

‘are inadequate to assure and preserve jts identity, strength, quality, and

. purity and were not made adequate within a reasonable time after receipt of

o based

~written notice from the Secretary specifying the matter complained of; or
"(3) that on the basis of new information before him, evaluated together with .
‘the evidence before him when the application was approved;.the Tabeling of -
.such drug, based on a fair evaluation of all material facts, is false or misieading’
in any particular and was not corrected within a reasonab1e time after receipt =
of written notice from the Secretary specifying the matter complained of..
Any order under thTS subsect1on sha]i state the f1nd1ngs upon wh1ch 1t 1s

- [REINSTATEMENT OF REFUSED NITHDRAWN SUSPENDED NDA S]l
(f) Nhenever the Secretary finds that the faLts s0 requ1re he sha]T..
revoke any previous order under subsection (d) or {ej refusing, withdrawing,
or suspending approval of -an application and sha11 approve such app11cat1on;
oor relnstate such approval .as may be appropr1ate ' _ -
| | | [SERVICE OF ORDERS]

(g) Orders of the Secretary 1ssued under th1s sect1on sha11 be served

(1) in person by any officer or emp]oyee of the department des1gnated

: _:_by the Secretary or

(2) by mailing the order by reg1stered ma11 ar by cert1f1ed mail addressed
to the applicant or respondent at h1s Iast known address in the records of
- the Secretary ' : . o ‘ ‘




[APPEALS FROM URDERS REFUSING OR HITHDRAHING NDA S]

(h) An appea] may be taken by the app]1cant from an order of the Secretaryis
refusing or withdrawing approval of an application under this section. Such

~-appeal shall be taken by filing in the United States court of appeals for

the circuit wherein such applicant resides or has his principal place of business,
or in the United States Court of Appeals for the District of Columbia Circuit,
- within sixty days after the entry of such order, a written petition praying
that the order of the Secretary be set aside. A copy of such petition shall
be forthwith transmitted by the clerk of the court to the Secretary, or any -

officer designated by him for that purpose, and thereupon the Secretary shall -

‘certify and file in the court the record upon which the order complained of
was entered, as provided in section 2112 of title 28, United States Code.
~Upon the filing of such petition such court shall have exclusive jurisdiction

to affirm or set aside such order, except that until the filing of the record

the Secretary may modify or set aside his order.  No objection to the order
of the Secretary shall be considered by the court unless such objection shall
have been urged before the Secretary or unless there were reasonable grounds

for failure so to do. The finding of the Secretary as to the facts, if supported

| . by substantial evidence, shall be conclusive. If any person shall apply to

the court for leave to adduce additional evidence, and shall show to the satis-
faction of the court that such additional evidence is material and that there
were reasonable grounds for failure to. adduce such evidence in the proceeding
before the Secretary, the court may order such additional evidence to be taken

before the Secretary and to be adduced upon the hearing in such manner andﬂ:t”

“upon such terms and conditions as to the court may seem proper. The Secretary
may modify his findings as to the facts by reason of the additional evidence

so taken, and he shall file with the court such modified findings which, if =~ @@

supported by substantial evidence, shall be conclusive, and his recommendat1on
if any, for the setting aside of the original order. The judgment of the -
- court affirming or setting aside any such order of the Secretary shall be
final, subject to review by the Supreme Court of the United States upon certiorari
or certification as provided in section 1254 of title 28 of the United States
Code. The commencement of proceedings under this subsection shall not, unless
spec1f1ca11y ordered by the court to the contrary, operate as a stay of the
-Secretary S order ' L . '

[EXEMPTION FOR INVESTIGATIDNAL NEN DRUGS]

(1) The Secretary sha11 promulgate regulations for exempting from the_;- .
operation of the foregoing subsections of this section drugs intended . solely

- for investigational use by experts qualified by scientific training and experience

to investigate the safety and effectiveness of drugs Such regulations may,
within the discretion of the Secretary, among other conditions relating to
- the protection of the pub11c hea]th prov1de for cond1t1on1ng such exempt1on
'.upon-- : _ . o

o (1) the submlss1orz to the Secretary, before any ~clinical" test1ng of a
© new drug is undertaken, of reports, by the manufacturer or the sponsor of
~ the investigation of such drug, of preclinical tests (including tests on animals) -

of such drug adequate to Just1fy the proposed cl1n1ca1 test1ng,

(2) the manufacturer or the ‘sponsar ‘of the 1nvest1gat1on of a new drug:'

proposed to be d1str1buted to investigators for clinical testing obtaining = }1_

B




a s1gned agreement from each of such - 1nvest1gators that pat1ents to whom the
- drug is administered will be under his personal supervision, or under the .
supervision of investigators responsible .to him, and that he will not supply
-such drug to any other 1nvest1gator, or to chmcs, for admm1strat1on to
human bemgs -and - . ‘ :

(3) the estabhshment and mamtenance of such records, and the makmg-
‘ of such reports to the Secretary, by the manufacturer or the sponsor of the
investigation of such drug, of data (including but not Timited to analytical
- reports by investigators) obtained as the result of such investigational use
of such drug, as the Secretary finds will enable him to evaluate the safety
and effectiveness of such drug in the event of the f1'[1ng of an apphcatwn

- pursuant to subsection (b).

Such regu1at1ons shall provide that such-exemption'sha11 be conditioned upon
- the manufacturer, or the sponsor of the investigation, requiring that experts
using such drugs for investigational purposes certify to such manufacturer
or sponsor that they will inform any human beings to whom such drugs, or any
controls used in connection therewith, are being administered, or their represen-
tatives, that such drugs are being used for investigational purposes and will
obtain the consent of such human beings or their representatives, except where
they deem it not feasible or, in their ,professionai judgment, contrary to
- the best interests of such human beings.  WNothing in this subsection shall
be construed to require any clinical investigator to submit d1rect1y to the
Secretary r'eports on the 1nvest1gat1ona‘l use of drugs. o : B

[AUTHORIZATION FOR ABBREVIATED NDA S]

(J )1} Any person may. f ﬂe mth the Secretary an abbrev jated app? Jcatmn .
for the approval of a new drug. o -

_ _ _ | [CONTENTS OF AN ANDA]
(2}(A) An abbrewated app? ication far a new drug sha” contam-«-

( i) information to show that the cand ltmns of use prescrrbed recannended

- ar suggested in the labeling proposed for the new drug have been previously
approved for a drug 1listed under paragraph {6 ) (heremafter m thrs subsectmn
referred to as a "Iisted drug"); _ .

(11}{1’) if the 1isted drug referred to in c]ause (7) has onl_y one actwe
mgredrent information to show that the active mgredrent of the new drug y
rs the same as that of the hsted drug._ o o

(II ) if the hsted drug referred to in clause (7 ) has more than one actwe
'mgredrent information to show that the actwe 1ngred1ents of the new drug

. are the same as those of the ! isted drug, or

(111) if the hsted drug referred to -in c?ause (7 ) has more than one
active ingredient and if one of the active ingredients of the new drug is
- different and the application is filed pursuant to the approval of a petition

- filed under subparagraph ((), information to show that the other active ingredient
of the new drug are lhe same as the active ingredients of the listed drug,
information to show that the different active ingredient is an aciive ingredient

.-.9-..'_




of a hsted drug or of a drug which does not meet the reqmrenents of section -
201(p), and such other information respecting the different active mgredrent'
_ m‘th respect to which the petrtwon was filed as the Secretary may require; .

(nr) mfonnatwon to show that the route of aa'mmrstratmn the dosage :

form, and the strength of the new drug are the same as those af the 1isted

drug referred to in clause (i) or, if the route of: administration, the dosage E
form, or the strength of the new drug is different and the application is.

" filed pursuant to the approval of a petition filed -under subparagraph (C),

" such information respecting the route of administration, dosage form, or strength =

- with respect to which the petition was filed as the Secretary may require; . .

(iv) information to show that the new drug is bioequivalent to the 1isted

drug referred to in clause (1), except that if the application is filed pursuant

to the approval of a petition filed under subparagraph (C), information to

show that the active ingredienls of the new drug are of the same phamaco]ogrcal
or therapeutic class as those of the the Tisted drug referred to in clause
{7) and the new drug can be expected to have the same lherapeutic effect as

‘the listed drug when wmmrstered to patvents for a condvtron of use referrad

to in clause (1}, _

- {v) mformatmn to show that the Iabel' mg proposed for the new drug s _.

‘the same as the label ing approved for the 1isted drug referred to in clause
(i) except for changes required because of differences approved under a petition

filed under subparagraph (C) or because the new drug and the Irsted drug are' .

produr:ed or distr rbuted ‘b Y different manufacturers

(vr) the 7tems specrfred in. cIauses (8) through [F] of subsectron (b)(r}, -

[Patent cer‘t1f1cat1on reqmred based on NDA patent 1nfonnat1on]' . C

{vn) a certification, in the opmron of. the app] icant and to the best

of his knowiadge, with respect to each patent which claims the 1isted drug

referred to in clause (i) or which claims a use for such 1isted drug for which
‘the applicant is seeking approval under this subsection and for whrch :nfomatmn S

s requrred to be fﬂed under subsectmn (b} or (c)--
(I ] that such patent mformatmn has not been fﬂed
| '(II} that such patent has exprred : |
- {III ) of the date on whrch such patent m” exprre or

_ . {IV) that such patent is mva? id or mH not be mfrmged by the manufacture
use ‘or sale of the new drug for whn:h the app? 1catmn 15 submtted- and

¢ vifi i) 1f with respect to the Irsted drug referred to in c?ause (i) mfor-:

| . mation was filed under subsection (b) or (c) for a method of use patent which

does not claim a use for which the applicant is seeking approval under this

B subsectran a statement that the method of use patent does not claim such

| a use.
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[Requ1rement for add1t1ona1 1nfurmatwn promb‘zted]

'_The Secretar_y may not requrre that an abbrev 7ated app? n:atmn canta in mformatmn )
in addrtwn to that requrred by clauses (1) through (v1n) : _

[NOTICE REQUIRED FUR "INVALIDITY" CERTIFICATIUN IN ANDA] _ |

{B}{ 1) An appI 7cant who makes a certrfrcatmn described in subparagraph
{A)(vr i)(IV) shall include in the appl ication a statement that the [[app? n:atmn]] _

appl icant will give the notice reqmred by cIause {n) to--

(1} each awner of the patent which is the subJect of the cert1f1catmn o B

or the representatwe of such owner des:gnated to recerve such not1ce and

(II ) the holder of the approved appl’ rcatmn under subsectwan (b} for'__

“ the drug which is claimed by the patent or a use of which is claimed by the

patent or the representatrve of such halder designated to recerve such notice. '

(i1} The notrce referred to ‘in clause (7) shall state that an appl’ ication
which contains data from bivavailability or bioequivalence studies has been

. submitted under this subsection for the drug with respect to which the certifi-
~cation is made lo obtain approval to engage in the commercial manufacture,
. ‘use or sale of such drug before the expiration of the patent referred to in . =
the certification. Such notice shall include a detailed statement of the =
factual and legal basis of the apphcant S opmwn that the patent is not
-val id or m” not be 1nfr7nged. - _ L

| 111} If an app? ication is amended to mc?ude a certrﬁcatwn descr1bed K
in subparagraph (A)(vii)(IV), the notice requ1red by ciause { 17) shaN be_

i-'gwen when the amended appi' u:atwon is: subrmtted

[PETITIUN FOR VARIANCE FRON APPROVED NDA}

(€C) If a person wants to submn’: an abbrevrated appir 7cat10n far ‘a .new

-drug which has a different active ingredient or whose route of administration,

dosage form, or strength differ from that of a 1isted drug, such person shaH B
submit a petition to the Secretary seeking permission to file such an application.
The Secretary shall approve or disapprove a petition submitted under this :
subparagraph within ninely days of the date the petition .is submitted. The S
Secretar_y sha” approve such a petition unless the Secretary finds-- T R

( 7) that mvest 1gatwns must be camfucted to show the safety and effectwe—

ness of the drug or of any of its active ingredients or of the route of adminis~ - -
. trati_on, the _dosage_ fonn,' or_ strength '_which differ fram- the listed drug,-' or

_ ( ii) that any drug mth a drfferent actwe mgredrent may nat be adequatel y -
evaluated for approval as safe and effective on the basis of the znfannatran
requrred to be submtted in an abbrev:ated appl rcatmn. _ _ ‘ -

[CONDITIUNS MANDATING APPRUVAL OF ANDA] o

(3J SUbJECt to par agraph ( 4), the Secretary sha” approve an app? rcatron S

'- far a drug unless the Secretar_y f inds—-
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{A) the methods used in, or the facﬂ 1t1es and contra]s used far, the".""'

manufacture, processing, ‘and packmg of the drug are madequate to assure |

' _.and preserve 7ts 1dent1ty, strength qual Ity, and purrty, .

- {8) mfannatmn submitted with the appl’ 1catmn is msufﬁcrent ta show
: that each of the proposed conditions of use have been prekus? y appraved_' ‘

. for the listed drug referred to in the app? 1catwn-*'

: {E)17). if the 71$ted drug has only one actwe 1ngred1ent mfofmatrbn i
"subnntted with the application is insufficient to show that the actrve mgred7ent
- is Lhe same as that of the hsted drug, : . . L

i ff ) if the hsted drug has more than one actrve mgred rent mfonnatwn
 submitted with the appl ication is insufficient to show that the actrve mgred jents
are the same- as the actrve mgredwents of the hsted drug, or . : _

{111) rf the hsted drug has more than one actwe 1ngred1ent and if the'

- appl ication is for a drug which has an active ingredient different from the S

listed drug, information rsubmftted'wi_th the-appI ication 1is fnsufficient to '
show--ﬁ__‘ ' Lo B ‘ ' :

o |{T) that the other active mgred rents are. the same as the actwe mgredwents .
of the hsted drug, or : ‘ . ‘

(II) that the d1fferent active: 1ngred7ent is an actwve 1ngred7ent af'
a hsted drug or a drug whrch does nat meet the reqmrenents of sectwn 201(p), '

‘or mo petition to fﬂe an appl ication for the drug mth the drfferent mgredwent: o
was appraved under paragraph (2 )(c ), . i | .

{D){ 1) 1f the app] 1catran is for a drug whose raute of admmrstratron

- dosage form, or strength of the drug is the same as the route of administration,
dosage farm ar strength of the .1isted drug referred to in the application,:

-mfarmatmn submitted in the application is insufficient to show that the_
route of adrmmstratwn dosage farm, or strength is the same as that of the
:.Irsted drug, or. - Co _ S

o Ty df the appI fcation is for a drug whose route of admrmstratwn, g
dosage form, oar strength of the drug is different from that of the 1isted
drug referred to in the appl ication, no petition to file an application for

-the drug with the different route of admmstratwn, dosage form or strength_'_ 3

was approved under paragraph (2 HC); .

(E) if the appI ication was filed pursuant to the approvai af a pet1tmn

under paragraph (2)(C), the application did not contain the information required
- by the Secretary respecting the active ingredienl, raute af admmstratron, L

: _‘: : dosage form, or strength which is not the same;

(F} mt‘ormatwn submtted in the appI rcatwn is 1nsuff1c1ent to show =

j that the drug is bioequivalent to the 1isted drug referred to in the appl ication
-or, if the application was filed pursuant to a pet1tron approved under paragraph -
- {(2)(C), information submitited in the application is insufficient to show that
the actnre mgredrents of the new drug are of the same phar-naco?ogmal or
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.ssm&eréapeufcic class .as those of the Tisted drugrr': refarred, to in paragraph (2)(A )( i } '

~and - thalt the .new -drug can be expected to have the same therapeutic effect
-:38-the 1isted drug when admm rstered ta patvents for a cond rtmn of use referred '

ia m such paragraph, .

fﬁ) mfamatmn submtted in the appi rcatwn is msufﬁc:rent to show 7'
fﬁﬁat ‘the 1abel. ing proposed for the drug is the same as the ]abel ing approved

‘"‘fpr the Iisted drug referred to in the application except for changes required

“shecause -of differences approved under a petition filed under paragraph (2)(C)
zor -because the -drug and the ?1sted drug are produced or distributed by drfferent

@amrfacturers s

“fH) - mformatwn submrtted in the appf n:atwn or any ather mfonnat?on'f
=available to the Secretary shows that (i) the inaclive ingredients of the
»s%drug are.unsafe for use under the conditions prescribed , recammended , or suggested

- 4n the labeling proposed for the drug, or (ii) the canpasrtmn of the drug

- ds wunsafe under such conditions because of the type or guantity of inactive
aingred rents included or the manner in which the mactwe ingredients are incl uded;

{I) the approval under subsectmn (c) of the 1isted drug referred to
dn Ethe application under this subsection has been withdrawn or suspended for

-grounds described in the first sentence .of subsection (e), the Secretary has

published a notice of opportunity for hearing to withdraw approval of the
‘Tisted drug -under subsection (c) for grounds described under the first seatence

-s0f subsection (e), the approval under this subsection of the 1isted drug referred

ito in the .application under this subsection has been withdrawn or suspended

aunder -paragraph {5), or the Secretary has determined that the hsted drug' N

zhas been withdrawn from sale for safety or effer:tweness reasons;

{d) the appl 7catﬂan does not meet an y other reqmrement af paragraph

_'mw, or

IK} the app? zcatwn contains an untrue statement of mater 1a7 fact.

b o [ACTIDN ON ANDA MANDATED IN 180 DAYS}
(4){A) Within one hundred and e:ghty days of the m1t7a7 recerpt of an"" |
appT ication under paragraph (2) or within such additional period as may be

. ~agreed upon by the Secretary and the app? rcant the Secretary sha” approve ' . -

‘or drsapprove the appl Jcatwn

- (B} The . approvai of an appl 7cat1on submwtf:ed under paragraph {2) shall
-he made effectwe on the Tast appl 1r:ab1e date detenmned under the foll owmg.

[Immed':ate Effect NDA-‘ident'aﬁed pa:.ents exp1red]- '.

(1) 7f the app? Jcant onl _y made a certrfrcatwn descrrbed in subclause

{I) or (II) of paragraph (2)(A)(vii) or in bath such subc]auses, the approva? S
' -rmaa_y,be mafe effective inmediatel Yoo o B A
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(ii) if the app? icant made a certwfrcatwn ‘described in subciause (I11)

of paragraph (2)(A)(vii), the approvaI may be made effectrve on the date certrﬁed _

under subcl ause (I 11).

'( iii) if the app7 7cant made a cert1ﬁcatwn d’escrrbed in subcl ause (rv)

.of paragraph (Z2)(A)(vii}, the approval shall be made effective immediately
unless an action is brought for infringement of each patent which is the subject
of the certification before the expiration of forty-five days from the date
the notice provided under paragraph (2)(B){i} is received. If such an action

is brought before the expiration of such days, the approval  shall be made

effective upon the expiration of the thirty-month period beginning on the
date of the receipt of the nolice provided under paragraph (2)(B){i) or such

shorter or longer period as the court may order because either party to the -
- action failed to reasonabl y cooperate in expediting the action, except that-- -

(1) if before the expiration of such period the court decides that each
. such patent is invalid or not mfrmged the appraval shall be made effectrve .
- on the date of the court decrswn. : , _ o

(II ) if before the expiration of such permd the court decrdes that any
such patent has been infringed, the approval shall be made effective on such
. date as the court orders under section 271{6}(4}{A} of title 35 United States

- lode, or o

_ {111 ) 1'1"' before the expiration of such periad the court gr'ants a pre? imfnary'
~ injunction prohibiting the appl icant from engaging in the commercial manufacture

or sale of the drug until the court decides the issues of patent validity

- and mfrmgenent the approva? sha?? ~be made effectwe on the date of‘ such :

court decision.

In such an action, each of the part:es shaﬂ reasonab?y caoperate in expedztmg

the action. Untﬂ the expiration of the forty-fwe~da_y period beginning on
the date the notice made under paragraph (2)(B)(i) is received, no action
may be brought under section 2201 of title 28, United States Cade, for a
declaratory. judgement with respect to -the patent. Any action brought under

section 2201 shall be brought in the judicial district where the defendant

has 7its prmcrpal pIace of busmess or a regu]’ar ‘and establ 7shed pIace of
: busmess L ] . _

- | _

(iv) if the a,erir 1catwn contams a certrﬁcatmn descrrbed in subcT ause

 (IV) of paragraph (2)(A)(vii} and is for a drug for which a previous application

has been submitled under this subsection contammg such a certification,

the application sha” be made effectwe not earl rer than one hundred and e:'ght_y . '

days after-- _ , . 4 a
{I } the date  the Secretary recejves’ notrce from the applicant under the

previous application of the first camrercra? marketrng of the drug under the
pr‘evmus appir ication, or o : : o

-4~

[Effectwe date after 1nva] 1d1ty cert1f1cat1on] e |

[Effectwe on patent exPW‘atmn]  : S




(II) the date of a decision of a court in an action described in clause
(iii) holding the patent wmch Is the sub_]ect of the certwfrcatmn to bhe inval id -
- or not ‘infringed, ' _ : '
| ‘whrchev_er is earI. jer.

[RIGHT TO A HEARING ANDA APPLICANT]

{C) If the Secretary der:vdes to drsapprove an appi 1catwn, the Secretary o

shall give the applicant notice of an opportunity for a hearing before the
Secretary on the question of whether such applicaltion is approvable. If the
appl icant elects to accept the opportunity for hearing by written request
within thirty days after such notice, such hearing shall commence not more

than ninety days after the expiration of such thirty days unless the Secretary

. and the applicant otherwise agree. Any such hearing shall thereafter be conducted
on an expedited basis and the Secretary's. order thereon shall be issued within
nznety days after the date fixed by the Secretar_y for fﬂ ing fma? briefs.

[MORATORIUM ON ANDA FILING/EFFECTIVENESS]
[Ten year effectweness moratomum for transitional NCE NDA s]

: (D )( i) If an app]' rcatron (other than an abbrev jated new drug app? Jcatwn)‘
submitted under subsection (b} for a drug, no active ingredient (mciudmg
any ester or salt of the active ingredient) of which has been approved in.
any other application under subsection (b), was approved during the period ..
beginning January 1, 1982, and ending on the date of the enactment of this

- subsection, the Secretary may not make the approval of an application submitted
under this subsection which refers to the drug for which the subsection (b)
application was submitied effeclive before the expiration of ten years from

, 'the date of the approva? of the app? 7catwan under subsectwn (b).

[Fwe year fﬂmg morator1um for NCE NDA' s]

{n} If an app? n:atmn submrtted under subsectwn (b) far a drug, no
active ingredient ( mcl’udmg ‘any ester or salt of the active ingredient) of
which has been approved in any other application under subsection (b}, ‘1s
approved after the date of the enactment of this subsectionf[. No]]
appl ication may be submitied under this.subsection which refers to the Bru
for which the subsection (b} application was submitted before the exprratwn-
of five years from the date of the approval of the application under subsection
(bJ[[.]1]1 , except that such an appl ication may be submitted under this subsection
after the expiration of four years from the date of the approval of the subsection
(b) application 1f 1L contains a certification of patent invalidity or non-
infringement described in subclause {IV) of paragraph (2){A)(vii). The approval
. of such an application shall be made effecfive in accordance with subparagraph

{8} except that, if an action for patent infringement 15 commenced during
the one-year period beginning forly-eight months arver Lhe date of the approval
- of the subseclion (b) applicalion, the Thirty-month period referred to in
subparagraph (8)(1171) shall be extended by such amounil of Lime (7f any) which
1s required for seven and one-half years to have’ eTapsed from the dale of
approval of the subseclion (b) app? n:atmn. _

:
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[Three year effectweness moratorwum for DCE NDA's]

(111} If an appl 7catwon submtted under subsectwn {b) for a drug whrch

- includes an active ingredienl that has been approved in-any other application -

“approved under subsection (b}, and which contains reports of new clinical

1nvest1gatwns (other than bioavailability studies) sponsored by the applicant,

is approved after the date of enactment of this subsection, the Secretary
may not make the approval of an application submitted under this subsection
which refers to the drug for which the subsection (b) application was submitted
effective before the expiration of three years from the date of the approval
_.of the appl ication under subsection (b). :

" [Three year effectweness moratomum for OCE supp1ementa1 NDA s] _

( w.) If a supp?a’nent to an appl 1catron approved under subsectmn (b)

includes reports of new clinical mvestrgatrons {other than bioavailability

studies) sponsored by the applicant and is approved after the date of enactment .
of this subsection, the Secretary may not make the approval of an application

submitted under thrs subsection which refers to the drug for which such suppl ement
was submitted effective before the expiration of three years from the date
of the apprava? of the supplenent under subsecf:wn (b).. ‘ _

[Two year trans1t1ona'| moratorwm for 0CE - NDA s]
(v} If an appl 1catron (or suppl'enent to an apphcatron) submitted under

subseciion (bj for a drug which includes an acitive ingredient thalt has been
approved in any other application under subsection (b), was approved during

the period beginning January 1, 1982, and ending on the date of the enactment

of this subsection, the Secretary may not make the approval of an application
- submitted under this subsection which refers to the drug for which the subsectiaon

(b} application was submitied effective before the exprratwon of itwo years_

: from the date of enactment of cms subsect:on.

[WITHDRAWAL OF APPROVED ANDA'S]

_ (5 ) If a drug approved under thrs subsectwn refers in its approved appl i-
cation to a drug the approval of which was withdrawn or suspended for grounds

described in the first sentence of subsection {e) or was withdrawn or suspended

| under this paragraph or which, as determined by the Secrelary, has been withdrawn

from sale for safety or effectrveness reasons, the approva]’ of the drug under .. _

~ this subsection shaﬂ be mthdrawn or suspended-- :

(A) for the same perwd as the mthdrawa? of suspenswn under subsectvon :

'(e) or this paragraph or: I It

- (B) if the hsted drug has been mthdrawn from saie, for the permd of |

withdrawal from sale or, if ear]ier, the period ending on the date the secretary

determines that . the mi:hdrawai from sale is not for safety or effectweness 7

‘reasons. . . : : L i e el 2 e

_ [PUBLICATIUNS OF APPROVED DRUGiLIST AND PATENT INFORMATIUN] B
(6)(/!}(1) Hrthm srxty days of the date of the enactment of this subsectwn, S

- tne Secretary shall pub? rsh and make avaﬂab]’e to the publ ic--
a16- ‘




[Publ fcation of drug names] R

- T(I) a Irst dn - alphabetwcaf order of the ofﬁc:a? and proprretar_y nane_"._ '
_smf each drug which has been approved for safety and effectiveness under subser:tmn
;c} sbefore .the. date of the enacﬁnent of thrs subsectwn, ‘ :

[Pub11cat10n of approva] dates]f”‘” o

{II ) the date of approva? if the drug is. approved after 1981 and the :
...mber af ‘the app] dcation.which was appraved and _ -

[Pub'l 1cat10n of b1oequ1va] ence data requ1red for ANDA]

{HI} whether in v1tr0 or in vivo bioequival ence studi ies, or both such
- =studies, are required for app? 1cat10ns fﬂed under thrs subsectmn which wﬂl’
- «refer to the drug publ 15hed : o _

{:11} Every thn'ty days after the pubI 1cat10n of the f1rst 1ist under
aclause (7) the Secretary shall revise the 1ist to include each drug which.
- .ihas been approved for safety and effectiveness under subsectmn (c) or approved _

B ﬁmder tlns subsectmn durmg the thrrty-da_y perma‘

| _ [Pub11cat1on of patent 1nformat1on]‘ 

{dTi ) Hhen patent mfarmatmn submfi’:ed under. subsectron (b)or(c) respectmg
a: drug included on the 1ist is to be publ ished by the Secretary, the Secretary
shall, in revisions made under clause (ii), include such information for such

~or -approved under this subsection shall, for purposes of this subsection,
. be considered to - have been published una‘er subpar'agraph {A ) on the date of
o dts approval or the date of enactment wh:chever is ?ater. L

{L‘} If the approvaJ’ of a drug was mt!ﬂrawn or .suspended far grounds ‘
«described in the first sentence of subsection (e) or was withdrawn or suspended
- under paragraph (5) of if the Secretary determines that a drug has been withdrawn

. from sale for safety or effectiveness reasons, it may not be published  in

.the 1ist under subparagraph (A) or, if the withdrawal or suspension occurred

. "::'.ffﬂj <A ~drug eppraved' for .saf'et_y and effectfveness under subsection {c)

“.after its ,pul:alr u‘atmn in such hst it shai'? be immediately renoved from such' o

' hst----_ :

o {1) for the same permd as the w1t!xirawa1 or suspensmn under subsectron '
B Ie} -or paragraph-(5), or : E : '

_ { ii) if the hsted drug. has. been mthdrawn from sa]e far the penod
wof .withdrawal from sale or, if earlier, the perwd ending on the date the.

Secretary determines Lhat the wi thdrawal’ fram sa?e is not far safet y or effect ve-

eness reasons. .

._ dmt?ce of the ranoval’ shan be pub? 1shed in the Federa? Regwter

R T



[DEFINITIUNS BIQAVAILABILITY_AND BIOEQUIVALENCE]

37) For purpases of thrs subsectron.‘ :

‘ “{A) The temi "bioavail abil 1t_y" means the rate and extent to anch the_
-=getive ingredient or therapeutic ingredient rs absorbed from a drug and. becanes'

savailable at the site of drug action.

gs) A drug sha” be cansvdered to ‘be bwequrvafent to a hsted drug n“-- R
{1) the rate and extent of absorptmn of the drug do aot show a s7gn7f1cant__ .

alifference from the rate and extent of absorption of the listed drug when

administered at the same molar dose of the therapeutic ingredient under similar.

fxper:mentai cond itions in either a smg?e dose or mul’trp?e doses; or

S {n) the extent af absorptmn of the drug does not show a srgmfrcant
difference from the extent of absorption of the 1isted drug when administered ..

-at the same molar dose of the therapeutic ingredient under similar experimental
- sconditions in. either a singie dose or multliple doses and the difference from

‘the 1isted drug in the rate of absorption of the drug is intentional , is reflected |

-dn ‘jts proposed labeling, 7s not esseniial to the attainment "of effective

- hodydrug concentratwns on chramc use, and is consrdered medicall _y ins Jgn if u:ant _

for Lhe drug

“filed [pursuant to this section] under subsection (b) or (j) is in effect;
Tecords and reports are necessary in order to enable the Secretary to determme,

for the examination, upon request, by the persons to whom such regulations

_'by the Secretary

every person ‘in charge aor custody thereof, shall, upon request of an officer

a1l reasonab]e times to have access to and copy and vemfy such records

n an appl ication undar subsection (b) for a drug and which has not previously
“been disclosed to the public shall be made available to the pubilr ic, upon request
.mnl'ess extraard mar _y r:rrcunstam:es ‘are shown;

'-_'-18- o

_ _ [REQUIRED RECORDS AND REPGRTS]{fE ff
[(J)] (k) (1) In the case of any drug for whmh an approval of an appl ication e
+the .applicant shall establish and maintain such records, and make such reports L
"o “the Secretary, of data relating to clinical experience and other data or .
“nformation, received or otherwise obtained by such applicant with respect
to such drug, as the Secretary may by general regulation, or by order with
respect to such application, prescmbe on the basis of a finding that such
or facilitate a determination, whether -there is or may be ground for invoking =~ . -
Subsection (e) of this section: Provided, however, That regulations and orders
issued under this subsection and under subsection (1) shall have due regard .
for the professional ethics of the medical profession and the interests of
‘patients and shall provide, where the Secretary deems it to be appropriate,

or orders are apphcable of s1mﬂar 1nformat1cn recewed or othermse obtamed
12) Every perso'n"-required under this sectidn to maintain records, a‘nﬂd'.‘-;'_-f
‘or -employee designated by the Secretary, permit such officer or employee at

' 7 [RELEASE oF SAFETY AND EFFICACY DATA]“f.'
[1 ) Safety and effectweness data and information which has been submtted g
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(1) if o work is being or will be undeftaken to have the appl ication
.approved, o o RS _

{2} if the Secretar_y has detemmed that the app] rcatron is nat approvable
and al I legal appeals have been exhausted ' , :

.. {3) if approval of‘ the appl rcatwn under subser:tron (c) 15 mthdrawn
and all legal appea] s have been exhausted , .

_ {4} 1f the Secretar_y has determmed that such drug is nat a new drug,_

.or , o : o _

_ | (5) upon the effective date of theappfaval of the first app? icatidn
under subsection (j} which refers to such drug or upon that date upon which

the approval of an application under subsection (j) which refers to such drug
could be made effectwe if such an application been submtted

[LIMITATION OF PATENT INFORMATIDN TO U S. PATENTS]

- {m} Far purpases of t!ns sectwn, the term "patent” means a patent 1ssued '
- by the Patent and Trademark Office of the Bepartnent of Camerce. '
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'?W‘ax {ﬂTERIH AHDA PROCEDURES - HISCELLANEOUS

[IMPLEMENTING R:GULATIONS NITHIN ONE YEAR]'-'

‘Sec. 105. {a } The Secretary of Hea]’ th and Human Services shall promuigate, |
~An »acr:ardance with the .notice and comment requirements of section 553 of title.

i$dinited States (ode, such regul ations as may be necessary for the administration

<of -section 505 of the. Federal Food, Drug, and Cosmetic Act, as amendment by
“wsections 101, 102 -and 103 of thrs Ar:t wthm one year af the date of enacbnent '

:@f this: Act

[ANDA PROCEDURES PRIOR T0 REGULATIONS]

R

{"’} ‘y”””g the permd bEgmnmg on the date of the enactment of this =

~=fct -and -ending on the date regulations promulgated under subsection {a) take |

: ---A:effect,..:-abbreviated ‘new drug appl ications may be submitted in accordance with

R ithe .provisions of section 314.2 of title. 21 of the Code of Federal Regulations .

- and shall be considered as suitable for any drug which has been approved for
- safety and effectiveness under section 505(c) of the Federal Food, Drug, and

«losmetic Act before the date of the enactment of this Act. IF any such provision

Js -inconsistent with the requirements of section 505(j) of the Federal Food,
Drug, and Cosmetic Act, the Secretary shall conswder ‘the application under
. ~ithe -appl icable requzrements of such section. The Secretary of Health and
-Human Services may not -approve such an abbrevialed new drug appl ication which

48 Filed for .a drug which is described in sections 505(c)(3)(D) and 505(])(4)(D) e
of ‘the Federal Ffood, arug, and L‘osmetrc Act except in accordance with such

: sectron.

 Sec. 106. Sectwn 2201 of twt]e 28 Umted States Code is amended by'_ .

:Emsertmg '(a) before *In a case” and b_y addmg at the end the faHowmg. _

(b) For 71m7tat1ons on actwns brought with respect to drug Paten ts-":"'

see .section-505 of the Federa? food , Drug, and Casmetrc Act. o
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§151. Contents and term of patent

8155, Patent term extens1on

. III." PATENT EXTENSIONS
T TIE 35, U

““_§154 : Contents and. term of patent |
* §155 Patent term extens1on _
[[§155A -patent'extensioej]..

§156 .Extensﬁen'ef_patent-term R S | |

” S | © [ORDINARY PATENT TERM]

Every patent sha]T contain a short t1t1e of the 1nVéntﬁon‘and a gfant

-e(to the patentee, his heirs or assigns, for the term of seventeen years, subject
to the payment of fees as provided for in this title, of the right fo exclude .

others . from making, using, or selling the invention throughout the United
States, referring to the specification for the particulars thereof. A copy

of the specification and draw1ngs shaET be annexed to the. patent and be a
- part thereof. : _ .

[ASPARTAME PATENTlEXTENSIUN]"

Notw1thstand1ng the prov1s1ons of sect1on 154 the term of & patent which

‘encompasses within its scope a composition of matter or a process for using

such composition shall be extended 1if such composition or process has been
subjected to a regulatory review by the Federal Food and Drug Administration
pursuant to the Federal Food, Drug, and Cosmetic Act Teading o the publication .

" of regulation permitting the 1nterstate distribution and sale of such composition .
_or process and for which there has theresafter been a stay of regulation of .
approval imposed pursuant to section 409 of the Federal Food, Drug, and Cosmetic =~

- 'Act which stay was in effect on January 1, 1981, by a ]ength of time to be
- measured  from the date such stay of regU]ation of approval was imposed until

such proceedings - are finally resolved and commercial marketing permitted.
The patentee, his heirs, successors or assigns shall notify the Commissioner

- of Patents and Trademarks within ninety days of the date of enactment of this
- section or the date the stay of regulation of approval has been removed, whichever

is later, of the number of the patent to ba extended and the date the stay

~ was -imposed and the date commercial marketing was permitted. "On receipt of

such notice, the Commissioner shall promptly issue to the owner of record

~of the patent a certificate of extension, under seal, stating the fact and

length of the extension and identifying the composition of matter or process

- for using such composition to which such extension is applicable. Suchcertificate
- shall be recorded in the official file of each patent extended and such certificate:
- shall be considered as part of the original patent, and an appropriate notice
~.shall be published in the Official Gazette of. the Patent and Trademark Office. = -
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[[5155#. Patent extenswn}]

- [Lfa) Notmthstandmg sectwn 154 of tfns trt?e, the term of any patent-

.which encampasses within its scope a canpasrtron of maiter which is a new
- .drug product, if such new drug product is subject to the 1abeling requirements
" _for oral hypoglycemic drugs of the sulfonylurea class as promulgated by the
Food and Drug Adminjistration in its final rule of March 22, 1984 (FR Doc. 84-

9640) and was approved by the Food and Drug Administration far marketing after -
promulgation of such final rule and prior to the date of enactment of this

Jaw, shall be extended until April 21, 1992.]]

- [[(b) The patentee or licensee or authorized representatrve af any patent

described in such subsection (a) shall, within ninety days after the date

of enactment of such subsection, nolify the Commissioner of Patents and Trademarks
~of the number of any patant so extended. On receipt of such notice, the Com-

missioner shall confirm such extension by placing a notice thereof in the

| ~.official file of such patent and publishing an appropriate notice of such

'-‘extensran in the Off icial Gazette of the Patent and Traiernark Office.]l]"

. '§156. Extension of - patent. term

" (a) The term of a patent which claims a product, a method of using a
' ;,uroduct or a method of manufacturing a product shall be extended in accordance, _

.mth thrs sectmn from the original exprratron date of the patent 1f—— _

o : ‘ [Patent has not exp1red]
( 1) the tenrn of the patent has nat exprred before an app? rcatmn is submitted

'_‘under subsectron (d} for 1ts extensmn- .

(2) the term of the patent has never been extended- :

[Extensmn appl 1cat1on made as requwed] .

{3} an - app? 7catran for extensron is subrmtted by the owner of record
-of the patent or its agent and in accordance with the requrranents of subsectmn_ L

(d), .

(4) the product has * been subject to a regu?ator_y review perrod before' -

its ‘commercial marketmg or use;
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_ [SULFONYLUREA PATENT EXTENSION] .

{"DRUG" PATENT EXTENSIGN] :

[QUALIFYING CONDITIONS FOR PATENT]:

[No pr'wr extensmn of patent]

[Product subject o regu]atory rev1ew]“.



' _-._';except that-- -

[F1rst commermahzatmn perm'rtted after regu]ator‘y rev1ew]' B

{5 HA } except as provrded in - subparagraph (B), , the penmssron for the
' '-(:am:erc ial marketing or use of the product after such regulatory review period

is the first permitted commercial marketing or use of the product under the

o _pravrswon of Taw- under which such regui ator_y raview period occurred; or

[Except1on for rDNA process patents]-_“

{B} in the case of a 'patent uhwch claims a method of manufacturmg the
praduct which primaril y uses recambinant ONA technology in the manufacture

of the product, 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 a product manufactured under tne process claimad m the
. patent. o . S

©The product referred to in paragraphs {4 } and (5 ) rs heremafter in thrs sectron .
: referred to as the approved product' - _ '

[RIGHTS DURING PATENT EXTENSIDN]
{b) The rrghts derwed f‘rom an_y patent the term of‘ wnrch is extended

' under t!ns sectmn shall durmg the perirod during wh1ch the patent is extended--

{Product patent only for approved uses].‘
{1) in the case of a patent which clanns a product be Timited to any'
use approved for the approved product before the expiration of the term of .
the patent under the pravrswn af 7 aw under whzch the a,z:tpir icable regu?atary
rev 1ew occurred . o o _
[Use patent only for patented and approved uses]'-

(2) in the case of a patent whrch claims a method of usmg a product

'be limited to any use claimed by the patent and approved for the approved

product before the expiration of the term of the patent under the prov:smn

af Iau under m‘nch the appl 1cab1e regul'atory review occurred; and

[Manufacturmg patent for c1a1med process for product] o

‘ {3) ‘in the case of a patent wmch claims. a method of manuf‘acturmg a -
product, be hmted to the method of manufactur mg as used to make the approved .

produc t

[CALCULATIDN OF EXTENSION}

.'(c)' The tenn of a patent eT 1g7b7e for extensmn under - subsection (a) "

o _shan be extended by the time equal to the regulatory review perwd for the

approved  product wfnch perrod occurs after the date the patent is rssued

RE-EN

t[ueductiqn for 1ack_of due di]igente] o



o (1) each period of the regul atory review period shall be reduced by any -

- period determined under subsection (d)(2)(B) "durmg which the applicant. for -

the. patent extension did not act with due dil rgence durmg such permd of
the regu?atory review perrod ;

[Deductwn of one-haH" of " mvest1gat1ona1 " phase] |

{2) after an_y'reduc"twon required by paragraph (1 15 the per:od of extensron'_ .

shall include only one-half of the time remaining in the periods described

in paragraphs (1)(3)(1} (2)(8)(7), and [3)(8}{1) of subsectron (g);
[L1m1tat1on to 14 years from date of regulatory approva'l] -
(3) if the perwod 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 regul atory -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 perrods does.'
not exceed fourteen _years- and . _

[L1m1tat1on to one patent per regulatory r'ev Tew]' _ S

(4) in no event sha” more than one patent be extended for the same regu?ator_y e :

review perrod for any product‘ : _ _
. [REQUIRENENTS FOR EXTENSIDN APPLICATIUN]

(o'}{I ) to obtam an extensmn of the term of a patent under this sectron '
the owner of record of the patent or its agent shall submit an appl ication

to the Commissioner. Such an application may only be submitted within the = -

svxt_y-da_y period beginning on the date the product received permission under
the provision of law under which the appl icable requl atory review per od occurred
for commerc hﬂ marketing or use. The appl’ n:atvon sha” conta in--

(A} the 1dent1t_y of the approved product and the Federa? statute under'
- whrch reguI atory review occurred; . o

_ (B) the 1dent1t_y of the patent for whrch an. extensron is bemg sought .
. and the identity of each claim of such patent which claims the approved product
or a method of using or. manufacturmg the approved product- .

(c) mf‘ormatron to enable the L‘onmrssroner to determine under subsectwns'

(a) and (b) the eligibility of a patent for extension and the rights that

~ will be derived from the extension and information to enable the Commissioner

and the Secretary of Health and Human Services to o'etermme the perrod of
the extensron under subsect:on (g), S _

_ {D) a brief descr1ptwn of the actwvrtres undertaken b_y the appT 1cant' _
during the applicable regulatory review period with respect to the approved '
' product and the swgmfrcant dates appI n:able to such aotrthles and .

(E ) such patent or other mformatron as tne Comrssroner may requvre
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[HHS DETERHINATION OF REGULATURY REVIEN PERIOD] o

A2HA) Hrthm s1xty days of the submittal of an app? 1cat70n far extenswn
-#0F " J:he term .of -a patent under paragraph (1), the Commissioner shall notify

~-the Secretary of Health and Human Services if the patent claims any human
---MQ product, a medical device, or a food additive or color additive or a

method of usmg or manufacturmg such a product, device, or additive and if

ithe -product,: device, and additive are subject to the Federal Food, Drug, and
- Losmetic Act of the extension application and shall submit to the Secretary .
- Aa wopy-of the application. Not later than thirty days after the receipt of
.san -appl ication from the Commissioner, the Secretary shall review the dates

rontained in the application pursuant to paragraph (1)(C) and determine the

- -:applicable regulatory reyiew period, shall notify the Commissioner of the
- =determination, and shall publish in the Federal Register a nolice of such
--r@detem:inat.ion. I BT SRR R _ ) . :

" {B){J} If a .‘petfti‘on is submitted to the 'Sec'retér_y under'subparégraph

Z_IA], not later than one hundred and eighty days after the publication of the

-qetermination under subparagraph (A}, upen which it may reasonably be determined

=that the appl icant did not act with due dil igence during the appl icable regul atory = .
-reyiew period, the Secretary shall, in accordance with regul ations promulgated
iy the Secretary determine if the applicant acted with due diligence during .
“.ithe. .appl icable regul atory review period. The Secretary shall make such deter- . -
~zmination not later than ninety days after the receipt of such a petition.

The Secretary may not delegate the authority to make the determination prescribed =
- by this. subparagraph to an office be?aw the Offrce of - the L‘anmrssroner of
":Foodandﬂrugs. L LT _ '

{37). The Secretar_y shaﬂ notrfy the Comrsswner of the determmatwn'"
«and shall publish in the Federal Register a notice of such determination together
with the factual and legal basis for such determination. Any interested person

' amay request, within the sixty-day period beginning on the publication of a

*ai’etemmatwn the Secretary to hold-an informal hearing on the determination.
gf such a request is made within such period, the: Secretary shall hold such

- shearing not later than thirty days after the date of the regquest, or at the
request of ‘the person making lhe request, not 1ater than sixty days after

such date. The Secretary shall provide notice of the hearing to the owner

wof the patent involved and to any interested person and provide the owner

-and any interested person an opportunity to participate in the hearing. Within
thirty days -after the completion of the hearing, the Secretary shall affirm
or revise the determination which was the subject of the hearing and notify
‘the .Commissioner of any revision of the determmaf:mn and sha” pub? ish an_y :

- ;such rev1smn in the Federai Regrster

[DEFINITION UF "DUE DILIGENCE"]

(3) For any purpases af‘ paragraph (2){8} iy ‘the term "due dil igence” means'

that degree of attention, continuous directed effort, and timel iness as may

-“reasanabl ¥ be expected fram, and are ard marﬂ Y exerc ised by, a persan durmg
=@ -regul atorj rev 1ew per iod. , _

[APPLICABILITY-OF “DISCLOSURE".REQUIREMENTS]" |

s .




%z) An. appr;catmon for the extension of. the term of a patent is subgecthtV”

:ﬂo ihe d1sclasure reqmranents prescr:bed by the Commsswner.

[ISSUANCE OF CERTIFICATE UF EXTENSION]-l

(e)(I) | determmatmn that a patent is el 1g1b1e for extension may be
-amade by the Lommissioner solely on the basis of the representations contained
«fn the .application for the extension. If the Commissioner determines that
“za:patent is eligibile for extension under subsection fa) and that the requirements

=oFf .subsection (d) have been complied with, the Commissioner shall issue to

ithe -applicant for the extension of the term of the patent a certificate of .
-sextension, under seal, for the period prescribed by subsection (c). Such.
seertificate shall be recarded in the official file of the patent and shall
e mns:dered .as.part -of . the orrgma? patent

{2} If the ‘term - :Df -a patent for whrch an appI ication has been sulxmtted

ander subsection (d} would expire before a certificate of extension was issued

«or denied, 1he Commissioner shall extend the term of the patent for perwds B
- sof sup £0 one. _]ear unta? such certwfrcate :rs 1$sued or demed s

{F). ‘For purposes of this section: =

gzzj The term’ pnnduct' means.._‘
fA) A “uman :drug product |

AW

: ”{B)'- Any - med:rca? dewce faod addrtwe or ca?ar addrtwe sub,}ect to |
-_--.wzegu?atron under the Federa? Food Drug, and L‘osmetrc Act. :

* [ Human drug product]

(Z} The term "human drug product" meéans. the active mgredrent of a new

' -.::.adrug, 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} including any salt or ester of the active mgredwent as a smgie entrty :

QF T ccmbmatran with anather active mgred ient. K

[Ma,]or hea] th or enﬁronmenta] effects test] Tl

_ {3) The tenn "major heai th or env1rannenta? effects test" means a test
swhich is reasonably related to the evaluation of the health or envirommental

- [ONE YEAR INTERIM EXTENSIONS} -

fV_[DEFINITIONS]_Viuff

l' [Pr‘od'uc_:t_]'-: ".-

effects .of a product, which requires at least six months to conduct, and the .

-data from which is submitted to receive permission for comercial marketing

s0r uyse. Periods of .anal ysis or evaluation of test results are nol to be included .

-ansdeter-mnmg if the carduct of a test requwred at Ieast swx months. -

- {4)(A) Any reference to sectmn 351 15 a reference to ser:twn 351 af , v
_ :the Pub] ic.Health Serwce Act. ‘ : :




- (B) ‘Any reference to ‘section 503, 505, 507, 512, or 515 is a reference

- to section 503 505, 507 512 or 515 of the Federal Fooo‘ Brug, and Cosmetrc o
Act. .

[Informa1 hear 1ng] ,

(5 ) The term *informal hearing” has the meanmg prescrrbed for such”
term b_y sectran 201{ y) of the Federal Faad Drug, and Cosmetic Act :

N o s [Patent]‘.
(6) The term *patent” means a patent rssued b_y the Umted States Patent- :

| and Tradanark Office.

[Reg ul atory rev iew per wd]

(gj For purposes of . th1$ sectron, the term regulatar_y revrew perrad'

~ has the fo” owing meanings:

{1){A} In the case of a praduct which is a human drug produt:t the term
means the period described in subparagraph (B) to winch the Tmntatron descrwbed |

in paragraph (4) applies.

(B} The regu?ator_y review permd far a hurnan drug product is the sum '
(i) the period be_ginnfng on the date- an exenptfan under subsection ( i)
of section 505 or under subsection (d} of section 507 became effective for
the approved human drug product and ending on the date an application was

._'m:'tral':' Y submtted far such drug praduct under sectwn 351, 505 or 507
_ and : : :

{11) the perrod begmnmg on the date the app] ication was in rtraH_y submitted

- for the approved human drug product under section 351, subsection (b) of section -
505, or section 507 and endmg on the date such appi ication was appraved under ol
-such sectwn : _

(2)(A) In the case af a praduct whrch is a food addrtrve or col’or addrtrve

~ the term means the period described in subparagraph (B) to whrch the 11m1tatwn o
‘ descrrbed in paragraph (4) appl’ jes. R

-~ {(B) The regu?atory revrew perrod for a faod or coIar addwtwe is the- )

; - sum. af-- '

o f7) the permd begmnmg on the date a major heal'th or envrronnental
effects test on the additive was initiated and ending on the date a petition

~was initially submitted with respect to the product under the Federal Food,
Drug, and Cosmetic Act requestmg the rssuance af a reguiatron far use of
_the praduct and : . _

(11} the period begmnmg on the date a pet7t1on was mrtraﬂy submtted )

- With respect to. the producl under the Federal Food, Drug, and Cosmelic Act -
- requesting the issuvance of a regulation for use of the product, and ending



on the date: such "regula't.fon- becane'_'effectﬁ(_e" or, if -' objections were filed =

o suchregul ation, ending on the date such objections were resolved and commercial
zamarketing was permitted or, if commercial marketing was permitlted and 1later

waevoked pending further praceedmgs as a result of such objections, ending

-zon -the date such proceed mgs were, finall ¥ resolved and ccmnercra]’ marketmg

- -was permitted.

{3)(A) In the case of a product wh1ch is a medrcal devn:e the term

~zmeans the period described in subparagraph (B) to whzch the hmtatmn described -

2 3 fparagraph (4) app]' ies. .
ﬁ%B) The regu]’atory review perwd for a medrca] dev1ce is the sum of—-

{7) .;t-he perrod begmnmg. on the date a r:? mical_ investigation on hwnans- _
—fnyolving the device was begun and ending on the date an appl ication was initially

:sahmtted with respect to the devrce under section 515 and

T} the period begmnmg on the date an app? 1cat10n was initial T_y sutxmtted '

~waith respect to the device under section 515 and ending on the date such appli-

- ration .was approved under such Act or the period beginning on the date a notice -
-+0Ff «completion of a product develompment protocol was initially submitted under

wsection 515(f)(5) and ending on the date the protocol’ was deciared ccmp]eted . _'

'.;,-;amder :section 515(f)(6)

- {4} A perrad determined under an_y of the preced ing paragraphs is subject
- ato the fo”owmg I1m1tatmns' _

[Fwe years for patents 1ssued after’ enactment] o

(A} If the patent involved was rssued after  the date of the enactment'

[OVERALL LIMITATION ON REGULATORY REVIEW PERIUD] o

-of this section, the period of extension determined on the basis of the regulatory

' renew perrod determmed under any such paragraph ma_y not exceed Five _years

[F1ve years for patents for products wh1ch reach the
‘ v "1nvest1gat1ona1“ phase after enactment]

(B) IF the patent mvolved was 1ssued before the date of the enactment

fof this section and--

{i} no request for an exemptmn descrrbed in paragraph {1 )(B) was submtted o

- {77) -no maJar hea?th or em.r7rom'r.<.=ntair effects test descrrbed in "aragraph
{2) was initiated and no petition for a regulation or app] 1catwn for registratmn
descrmed in such paragraph was submrtted or S .

(11 (] } no c]’ fnical mvestrgatmn descrrbed in paragraph (3) was begun
~=sor product deve?opnent protocoI descr1bed m such paragraph was submitted.

before such date for the approved product the -permd of extensron determrmed
w:0n the basis of the regu?ator_y review per rod determmed under an _y such paragraph

auay not exceed f ive years

S -28 -




[Two years fbr ex15t1ng patents for prcducts a]ready
_ 1n 1nvest1gat1ona1“ phase]

: {C} If the patent mva]ved was rssued before the date of the enactnent
wof this-section and if an action described in subparagraph (b) was taken before
-ibhe.date .of the enactment of this section with respect to the approved product =
-=and the caommercial marketing or use of the product has not been approved before

=such date, ‘the period of extension determined on the basis of the regulalory
: -Jmenew permd deter'nmed under such paragraph ma_y not exceed two _year‘s._ _

[AUTHORITY TQ ESTABLISH FEES FUR EXTENSION APPLICATIONS] e

h) The Conmrssraner may estab? ish such fees as the L‘omrssmner determmes '
- wZappropriate -to cover the costs to the Office of receiv mg and actmg upan
-4appl: zcatwons under thrs section.
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- '5271. Infrmgement of patent

- manufacture use, or sal e of drugs.

IV INFRINGEHENT AND ENFORCEHENT

(a} Except as othermse pr‘ov1ded in th1s t1t1e whoever w1thout author'lty

- makes, uses or sells any patented invention, w1thm the United States cturmg
- the term of the patent therefor, mfrmges the patent

[INDUCEHENT OF INFRINGEMENT]

' (tv) Whoever actwe]y mduces 1nfr‘mgement of a patent shall’ be 'I1ab1e

- as an 1nfr‘1nger
| [CONTRIBUTORY INFRINGEMENT]-

(c) Whoever seﬂsacomponentofapatented machme manufactur‘e combmatmn B
- or ctomposition, or a materijal or apparatus for use in pract1c1ng a patented
process, constituting a material part of the invention, knowing the same to

be especially made or especially adapted for use in an infringement of such
patent, and not a staple article or commodity of commerce suitable for substantial

o ,nomnfr'mgmg use, shaH be _11ab1e as a contmbutory mfrmger o _
| [EXEMPTION FROM MISUSE]}-

{d) No patnnt owner othermse entﬂ:]ed to rehef for mfrmgement or. _‘
contributory infringement of a patent shall be denied relief or deemed guilty

of misuse or i{llegal extension of the patent right by reason of his having

performed by another without his consent would constitute contributory infringement
of the patent; (2) licensed or authorized another to perform acts which if
performed without his consent would constitute contributory infringement of

{e}(I) It sha” nat be an act of mfrmgement to make use, or sell
a patented invention {other than a new animal drug or vetermary bro?ogma?

- product (as those terms are used in the Federal Food, Drug, and Cosmetic Act
and the Act of March 4, 1913)) solely for uses reasonab? y related to the devel- -

opment and submission "of information under a Federal’ I aw whn:h regu?ates the

o (2) It shan be an act of mfrmgevnent to submit an appl rcatwn under -
, sectmn 505(j) of the Federal Food, Drug, and Cosmelic Act for a drug claimed
in a patent or the use of which is claimed in a patent, if the purpase of

such submission is to obtain approval under such Act to engage in the commercial

‘manufacture, use, or sale of a drug claimed in a patenlt or the use of whwch '

is claimed in a patent before the exprratwn of such patent. FE
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[INFRINGEMENT]

‘done one or more of the following: (1) derived revenue from acts which if .

‘the patent; (3) sought to enforce his patent r1ghts agamst infr ingement or
_contmbutor'y 1nfr‘1ngement _ _ , '

[REGULATORY ACTIVITY EXEMPTION FROM INFRINGENENT]

[SUBMISSIUN OF ANDA CONSTITUTES INFRINGEMENT] -




§282. Presumptwn of validity; defenses

[INJUNCTIVE RELIEF PROHIBITED FOR "REGULATORY ACTIVITY"] -

{3) In any actwn for patent mfrmgevnent braught under this sectron,.-_'
no mJunctrve or other relief may be granted which would prohibit the makmg,

_usmg, ar seng of a patented invention under the paragraph (1).

[LIMITATION ON REMEDIES FOR INFRINGMENT BY MAKING AN ANDA SUBMISSION]'
(4 } For an act of mfrmgement descrwbed in paragraph (2]-- _
(A} the court shall arder the effectrve date af an_y apprava]’ of the drug .

| involved in the infringement to be a date which is not earlier than the date

af the expiration of the patent which has been mfrmged

{B )} injunctive relief ma_y be granted against an mfrmger to prevent '
the cmmermai manufacture, use, or sale of an approved drug, and

(C} damages or other manetary re? ief may be awarded agamst an mfrmger

only if there has been cam.'arr:rai' manufacture use, or sa]'e af an approved

drug.

The remedies prescrrbed by subparagraphs (A IR (B), and (C) are the onl _y remed jes
which may be granted by a court for an act of infringement descrwed m paragraph
(2}, except that & court may award attarne_y fees under section 285

A patent shall be presumed ‘valid. Each claim of a patent (whether in
independent, dependent, or muitiple dependent form) 'shall be  presumed valid
independently of the validity of other claims; dependent or multiple dependent

-claims shall be presumed valid even though dependent upon an invalid claim.

The burden of establishing invalidity of a patent or any claim thereof shall
rest on the party asserting such invalidity. The following shall be defenses

. in any action mvo'lvmg the val 1d1ty of 1nfr1ngement of a patent and shaH :
pbe pleaded C e IR ‘ .

(D) Non'i_nfri'ngement, absence of']iabﬂity for infringement or unenforce-‘
ability, . SR o Lo : T

{2) Inval 1d1ty of the patent or any c1a1m in su1t on any ground spemﬁed

~1in part II of this t1t1e as a condition for patentab1'l1ty,

(3) Inval idity of the patent or any claim in. su1t for faﬂure to comp]y _-

a mth any requ1rement of sections. 112 or 251 of- tms t1t1e, :

__(4) ‘Any other fact pr act made a defense by th1s t1t1e

In actwns 1nvo1v1ng the val 1d1ty or 1nfr1ngernent of a patent the party

'assertmg invaltidity or nomnfrmgernent shall give notice in the pleadings.
‘or otherwise in writing to the adverse party at least thirty days before the

trial, of the country, number, date, and name of the patentee of any patent,

- the title, date, and page numbers of any pub] 1cat1on to be rehed upon as
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[PATENT VALIDITY AND DEFENSES]"':



" anticipation of the patent in suit or, except in actions im the United States

- Court of Claims, as showing the state of the art, and the name and address

of any person who may be relied upon as the prior inventor or as having prior - .

knowledge of or as having previously used or offered for sale the invention

of the patent in suit. In the absence of such notice proof of the said matters

may not be made at the tr1a1 except on such terms as the court requires. .

[DEFENSES DURING EXTENDED TERM] o

. Inval idity of the extensmn of a patent term or any portion thereof under
-sectmn 156 of thrs title because of the materra? faﬂure-—

(1) by the appI want for the extenswn or
{2) by the Commssmner,

to comply with the requrrauents of such sectran sha” be a defense in any
action involving the infringement of a patent durmg the period of the extension

- of its term and shall be pleaded. A due diligence determmatmn under sectmn :

156‘(0'){2) is not subject ta revvew in such an actwn._ o
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A SEPARABILITY CLAUSE

‘I[Sec. 301, If -any . pranszon of thrs Act is declared uncanstztutmna]’

ithe -appl icabil ity thereof to .any person or circumstances is held inval id ,
:&he constitut ional ity -of the remainder of this Act and the applicabil rty thereaf
-sto: mther persons and cm:unstances sha] T not be affected thereb_y.]] T

01"




