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I. NEW DRUG APPLICATIONS
Iltle 21, OSC(FDC Act)

[EFFECTIVE NDA OR ANDA REQUIREDJ

Sec. 505. (a) No person shall introduce or del iver for introduction
into interstate commerce any new drug, unless an approval of an appl kation
filed pursuant to subsection (b) or (j) is effective with respect to such
drug. .

[CONTENTS OF NDAJ

(b) (1) Any person may fil e with the Secretary an appl kation with
respect to any drug subject to the provisions of subsection (a). Such person
shall submit to the Secretary as a part of the application

[(1)] (A)
whether or not
in use;

full reports of investigations which have been made to show
such drug is safe for use and whether such drug is effective

•

•

[(2)J (8) a full 1 istof the articles used as components of such drug;

[(3)J (e) a full statement of the composition of such drug;

[(4)J (D) a full description of the methods used in, and the facil ities
and control s used for the manufacture,. process ing, and pack ing of such drug;

[(5)J (E) such samples of such drug and oT the articles used as components
thereof as the Secretary may require; and

. [(6)J (F) specimens of the labeling proposed to· be used for such drug.

[PATENT INFORMATION REQUIRED IN NDAJ

The appl icant shan fil e with the application the patent number and the
expiration date of any patent which c7 aims the drug for which the applicant
submitted the appl ication or which c1 aims a method of using such drug and
with respect to which a c1 aim of patent infringement could reasonably be asserted
if a person not licensed by the owner engaged in the manUfacture. use, or
sale of the drug. If an application is filed under this subsection for a
drug and a patent which c7 aims such drug or a method of using such drug is
issued after the fiT ing date but before approval of the appl ication, the appl icant
shaH imIend the application to include the infonnation required by the preceding
sentence. Upon approval of the appl ication,the Secretary shaH publ.ish infor
mation submitted under the two preceding Sentences.

[PATENT CERTIFICATION FOR "PAPER" NDA]-_ ...._~.__._.-

(2) An appl ication submitted under paragraph (1) for a drug for which
investigations described in c7ause (A) of such paragraph and rel ied upon by
the appl icant for approval of the appl ication were not conducted by or for
the appl icant or for which the appl icant has not obta ined a right of reference
or use from the person by or for whom the investigations were conducted shaH
al so inc1 ude--
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(A) a certification, in the opinion of· the applicant and to the best •
of his knowledge, with respect to each patent which c1 aims the drug for which ;',.
such investigations were conducted or which, claims a use for such, drug for
which theappl icant is seeking approval under this subsection and for which
information is required to be filed under paragraph (1) or subsection (c)--

(i) that such patent information has not been filed,

(ii) that such patent has expired,

(iii) of the date on which such patent wi11 expire, or

(iY) that such patent is inyal id or wi11 not 'be infringed by the manufacture,
use, or sale of the new drug for which the app1ication is submitted; and

(B) if with respect to the drug for which investigations described in
paragraph (l)(A) were conducted infornation was filed under paragraph (1)
or subsection (c) for a method of use patent which does not c1 aim a use for
which the app1icant 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]

(3}(A) An appl icant who makes a certification described in paragraph
(2}(A}(iY) sha11 include in the app1ication a statement that the appl icant
has given the notice required by subparagraph [(b)] ill to--

(i) each owner of the patent which is the subject of the certification •
or the representative of such owner designated to receive such notice, and

(if) the holder of the approved application under subsection (b) for
the drug which is c1aimed by the patent or a use of which is c1aimed by the
patent or the representative of such holder designated to receive such notice.. .'- '.

[Requirement for detailed opinion regarding invalidity]

(B) The notice referred to in subparagraph (A) sha11 state that an app1i
cation has been submitted under this subsection for the drug with respect
to which the certification is made to obtain approval to engage in the cOlTlTlercial
manufacture, use, or sale of the drug before the expiration of the patent
referred to in the certification. Such notice shaH inc1ude a detai1ed statement
of the factual and legal basis of the app1icant's opinion that the patent
is not Ya1id or wi11 not be infringed.

(C) If an appl ication is amended to incTude a certification described
in paragraph (2}(A)(iY), the notice required by subparagraph (B) sha11 be
given when the iITIended appl ication is submitted.

[APPROVAL OF NDA: HEARING]

(cl (I) Within one hundred and eighty days after the fil ing of an application
under [this subsection] subsection (b), or such additional period as may be
agreed upon by the Secretary and the appl icant, the Secretary shall either--
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((1)] (A) approvetheappl ication if he then finds that none of the grounds
for denying approval specified in subsection (d) applies, or

((2)] (8) give the applicant notice .of an opportunity for a hearing before
the Secretary under subsection (d) on the question whether such appl ication
is approvable. If the appl icant elects to accept the opportunity for hearing
by written request within thirty days after such notice, such hearing shal.l
commence not more than ninety days after the expiration of such thirty days
unless the Secretary and the appl icant otherwise agree. Any such hear ing
shall thereafter be conducted on an exped ited bas is and the Secretary's order
thereon shall be issued within ninety days after the date fixed by the Secretary
for filing final briefs.

(PATENT INFORMATION: EXISTING NDA' S AND NEWLY-ISSUED PATENTS]

(2) If the patent information described in subsection (b) could not be
filed with the submission of an appl ication 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 appl ication was approved under such sub
section, the holder of an approved application sha17 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 cl aim of patent infringement could reasonably
be asserted if a person not I icensed by the owner engaged in the manufacture,
use, or sale of the drug. If the holder of an approved appl ication could
not file patent information under subsection (b) because it was not required
at the time the appl ication was approved, the holder sha17 file such information
under this subsection not 1ater than thirty days after the date of the enactment
of this sentence, and if the holder of an approved application could not file
pa.tent information under subsection (b) because no patent had been issued
when the appl ication was fil ed or approved, the holder sha17 fil e such information
under this subsection not 1ater than thirty days after the date the· patent
involved is issued. Upon the submission of patent information under this
subsection the Secretary shan publish it.

(EFFECTIVENESS OF "PAPER" NDA WITH PATENT CERTIFICATION]

, (3) The approval of an appl ication filed under subsection (b) which
contains a certification required by paragraph (2) of such subsection sha17
be made effective on the last applicable date determined under the fo17owing:

(A) If the applicant only made a certification described in clause (i)
or (ii) of subsection (b)(2)(A) or in both such clauses, the approval may
be made effective inmediately.

(8) If the .appl icant made a certification described in clause (iii)
of subsection (b)(2)(A), the approval may be made effective on the date certified
under clause (i if) •

(Requirement for infringement action to stay effect]

(e) If the applicant made a certification described ih clause (iv) of
subsection (b}(2}(A), the approval sha17 be made effective inmediately unless
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an action is. brought for infringenent .of each patent tfhich 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 may 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 failed to
reasonably cooperate in expediting the action, except that;.-

(i) if before the expiration of such period the court decides that each
such patent is inval id or not infringed, the approval may be made effective
on the date of the court decision.

(ii) if before the expiration of such period the court decides that
any such patent has been infringed, the approval may be made effective on
such date as the court orders under section 271(e)(4)(A) of title 35, United
states Code, or

(iii) if before the expiration of such period the court grants a prel iminary
injunction prohibiting the appl icant from engaging in the carmerc ial manufacture
or sale of the drug until the court decides the issues of patent val idity
and infringement, the approval sha11 be made effective on the date of such

. court decision.

A
'Iif.I

.~

[Requirement for "reasonabl e cooperation" in exped iting infr ingement act ion]

In such an action, each of the parties sha11 reasonably .cooperate in.
expediting the action. Until the expiration of the forty-five-day period •
beginning on the date the notice made under paragraph (3)(B) is received,
no action may be brought under section 2201 of title 28, United States Code,
for a dec1 aratory judgment tfith respect to the patent. Any action brought
under such section 2201 sha11 be brought in the judicial district where the
defendant has its principal pIace of business or a regul ar and establ ished
pI ace of business. .

[MORATORIUM ON "PAPER NDA" FILING/EFFECTIVENESS]

[Ten year ·effectiveness moratorium for transitional NCE NDA's]

(O){i) If an appl ication (other than an abbreviated new drug appl 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 appl ication under subsection (b), was approved during the period
beginning January I, 1982; and ending on the date of the enactment of this.
subsection, the Secretary may not make the approval of another appl ication
for a drug for tfhich investigations described in clause (A) of subsection
(b)(l) and reI ied upon by the appl icant for approval of the appl ication were
not conducted by or for the appl icant or tfhich the appl icant has not obta ined
a right of reference or use from the person by or for tfhomthe investigations
tfere corducted effective before the expiration of ten years. from the date
of the approval of the application previously approved under subsection (b).
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(Five year fil ing moratorium for NCE NDA' s]

(Three year effectiveness moratorium .for DCE NDA's with new clinical tests]

. (Ui) If an appl ication submitt.ed under subsection (b) for a drug which
includes an active ingredient that has been approved in any other appl ication
approved under subsection (bI and which contains reports of new c1 inical investi
gations (other than bioavai1 abil ity studies) sponsored by the' appl icant is
approved after the date of enactment of this subsection. the Secretary may
not make the approval of an appl ication submitted under this subsection which
refers to the drug for which the subsection (b) appl ication was submitted
effective before the expiration of three years from the date of the approval
of the appl ication under subsection (b).

(Three year effectiveness moratorium forDCE suppl emental NDA' s]
. .

(iv) If a supplement to an application approved under subsection (bI
inc1udes reports of new c1 inical investigations (other than bioavai1 abi1 ity
stlKiies) sponsored by the appl icant and is approved .after the date of enactment
of this subsection. the Secretary may not make the approval of an appl ication
submitted under this subsection which refers to the drug For which suchsuppl ement
was submitted effective before the expiration of three years from the date
of the approval of the suppl emant under subsection (bI.

(Two year effectiveness moratorium for transitionalDCE NDA's]

(v) If an appl ication (or suppl ement to an appl ication submitted under
subsection (b) for a drug which includes an active ingredient that has been
approved in any other appl ication under subsection (bI. 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) appl ication was submitted. effective before the expiration of. two years
from the date of enactment of this subsection.
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[ORDERS REFUSING .NDA]

(d) If the Secretary finds, afterd.ue notice to the appl icant in accordance
with 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 appl icabl e to show whether or not
such drug is safe for use under the conditions prescribed, recommended, or
suggested in the proposed label ing thereof; (2) the results of such tests
show that such drug is unsafe for use under such cond it ions or do not show
that such drug is safe for use under such conditions; (3) the methods used
in, and the facil ities and controls used for, the manufacture, processing,
and packing of such drug are inadequate to preserve its identity, strength,
qual ity, and purity; (4) upon the basis of the information submitted toh im
as part of the application, or upon the basis of any other information before
him with respect to such drug, he has insufficient information to determine
whether such drug is safe for use under such cond itions; or (5) eval uated
on the basis of the information submitted to him as part of the appl ication
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 label ing thereof; or (6) the appl ication fa iT ed
to contain the patent information prescribed by subsection (b); or [( 6)] (7)
based on a fair evaluation of all material facts, such label ing is fal se or
misleading in any particular; he shall issue an order refusing to approve
the application. If, after such notice and opportunity for hearing, the Secretary
finds that clauses (1) through (6) do not apply, he shall issue an order approving
the appl ication. As used in this subsection and subsection (e), the term
"substantial evidence" means evidence consisting of adequate and well-controlled
investigations, including clinical investigations, by experts qual ified by
scientific training and experience to eval uate 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 prescribed, recommended, or suggested
in the label ing or proposed label ing thereof.

[WITHDRAWAL OF APPROVAL FOR NDA]

(e) The· Secretary shall, after due notice and opportunity for hearing
to the appl icant, withdraw approval of an appl ication with respect to any
drug under this section if the Secretary finds (1) that cl inical 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 appl ication
was approved; (2) that new evidence of cl inical experience, not conta ined
in such appl ication or not available to the Secretary until after such appl ication
was approved, or tests by new methods, or tests by methods not deemed reasonably
appl icabl e when such appl ication was apprOved, eval uated together with the
evidence available to the Secretary when the appl ication was approved, shows
that such drug is not shown to be safe for use under the cond it ions of use
upon the basis of which the appl ication was approved; or (3) on the basis
of new information before him with respect to such drug, eval uated together
with the evidence available to him when the appl ication was approved, that
there is a lack of substantial evidence that the drug will have the effect
it purports or is represented to have under the cond it ions of use prescr ibed,
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reconmended,. or suggested in the 7abel ing thereof; or (4) the patent infonnation
prescribed by subsection (c) was not filed within thirty days after the receipt
of ttritten notice from the Secretary specifying the failure to file such infor
mation; or [(4)] (5) that the appl ication 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 imminen~ hazard to the publ ic health,
he may suspend the approval of such appl ication immediately. and give the
appl icant prompt notice of his action and afford the applicant the opportunity
for an expedited hearing under this subsection; but the authority conferred
by this prov iso to suspend the approval of an appl ication shall not be del egated.
The Secretary may al so, after due not ice and opportun ity for hearing to the
appl icant, withdraw the approval of an appl ication with respect to any drug
under this section if the Secretary finds (1) that the appl icant has failed
to establ ish a system for maintaining required records, or has repeatedly
or del iberately 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 appl icant
has refused to permit access to, or copying or verification 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 appl icat ion was approved, the methods· used in, or the fac il ities
and controls used for, the manufacture, processing, and packing of such drug
are inadequate to assure and preserve its identity. strength, qual ity, and
purity and were not made adequate within a reasonable time' after· receipt of
written notice from the Secretary specifying the matter compla ined of; or
(3) that on the basis of new information before him, evaluated together with
the evidence before him when the appl ication was approved, the label ing of
such drug, based on a fair evaluation of all material facts, is false or misleading
in any particular and was not corrected within a reasonable time after receipt
of written notice from the Secretary specifying the matter complained of.
Any order under this subsection shall state the findings upon which it is
based.

[REINSTATEMENT OF. REFUSED, WITHDRAWN, SUSPENDED NDA' S]

(f) Whenever the Secretary finds that the facts so require, he shall
revoke any previous order under subsection (d) or (e) refusing, withdrawing,
or suspending approval of an appl ication and shall approve such appl ication
or reinstate such approval, as may be appropriate.

[SERVICE OF ORDERS]

(g) Orders of the Secretary issued under this section shall be served

(I) in person by any officer or employee of the department designated
by the Secretary or

(2) by mailing the order by registered mail or by certified mail addressed
to the appl icant or respondent at his last-known address in the records of

. the Secretary.
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[APPEALS FROM ORDERS REFUSING OR.WITHDRAWING NDA'S]

(h) An appeal may be taken by the appl icant from an order of the Secretary •
refusing or withdrawing approval of an appl icationunder this section. Such
appeal shall be taken by til ingin the United States court of appeal s for
the circuit wherein such appl icant 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 cl erk 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 fil ing of such petition such court shall have exclusive jurisdiction
to affirm or set aside stich order, except that until the fil ing 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 reasonabl e 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 thesatis-
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 ev idence to be taken
before the Secretary and to be adduced upon the hear ing in such manner and
upon such terms and cond itions 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 recommendation, .
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
specifically ordered by the court to the contrary, operate as a stay of the
Secretary's order.

\.
[EXEMPTION FOR INVESTIGATIONAL NEW DRUGS]

(i) The Secretary shall promulgate regulations for exempting from the
operation of the foregoing subsections of this section drugs intended solely
for investigational use by experts qual ified 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 publ ic health, provide for conditioning such exemption
upon~-

(1) the submission to the Secretary, before any cl inical testing 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 justify the proposed cl inical testing;

(2) the manufacturer or the sponsor of the investigation of a new drug
proposed to be distributed to investigators for cl inical testing obta ining
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a signed agreement from each of such investigators that patients 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 investigator, or to clinics, for administration to
human beings; and

(3) the establ ishment and maintenance of such records, and the making
of such reports to the Secretary. by the manufacturer or the sponsor of the
investigation of such drug, of data (including but not limited to analytical
reports by investigators) obtained as the result of such investigational use
of such drug, as the Secretary finds will enabl e him to eval uate the safety
and effectiveness of such drug in the event of the fil ing of an appl icat ion
pursuant to subsection (b).

Such regulations shall provide that such exemption shall 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 be ings to whom such drugs. or any
control s used in connection therewith, are being admin istered, or the ir 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 professional judgment, contrary to
the best interests of such human beings. Nothing in this subsection shall
be construed to require any cl inical investigator to submit directly to the
Secretary reports on the investigational use of drugs.

[AUTHORIZATION FOR ABBREVIATED NDA'S]

• (j}(l) Any person may fiTe with the Secretary an abbreviated appl ication
for the approval of a new drug.

[CONTENTS OF AN ANDA]

(2}(A) An abbreviated appl ication for a new drug sha11 contain--

(i) information to show that the conditions of use prescribed, reclXTlTlended,
or suggested in the 1abel ing proposed for the new drug have been prev iously
approved for a drug listed under paragraph (5) (hereinafter in this subsection
referred to as a "listed drug");

"-

•

(ii}(I) if the listed drug referred to in clause (i) has on1y one active
ingredient, information to show that the active ingredient of the new drug
is the same as that of the 1 isted drug.

(II) if the 1 isted drug referred to in cl ause ( i) has more than one active
ingredient, information to show that the active ingredients of the new drug
are the same as those of 'the 7 isted drug, or

(III) if the listed drug referred to in clause (i) has more than one
active ingredient and if one of the active ingredients of the new drug is
different and the appl icatfon is fil ed pursuant to the approval of a petition
fiT ed under subparagraph (C), information to show that the other active ingredient
of the new drug are the sa.71e as the active ingredients of the 1 isted drug,
information to show that the different active ingredient is an active ingredient
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of a 1 isted dr,ug or of a drug Ifhich does not meet. the requirements of section
201(p), and suchot~er informa~io.n respect~ngthe. different active ing. red~ent •
Ifith respect to IfhlCh the petlt10n Ifas f11 ed as the secretary may requlre; •

(iii) information to sholf that the route of administration. the dosage
forrtl, and the strength of the nelf drug are the same as those of the Tisted
drug referred to in clause 0) or, if the route of administration, the dosage
form, or the strength of the nelf drug is different and the appl ication is
fiT ed pursuant to the approval of a petition fil ed under subparagraph (C),
such information respecting the route of administration, dosage form, or strength
Ifith respect to Ifhich the petition Ifas fil ed as the secretary may require;

(iv) information to sholf that the nelf drug is b ioequivaT ent to the listed
drug referred to in cl ause 0), except that if the appT ication is fil ed pursuant
to the approval of it petition filed under subparagraph (e), information to
sholf that the active ingredients of the nelfdrug are of the same pharmacoTogicaT
or therapeutic cl ass as those of the the Tisted drug referred to in clause
(i) and the nelf drug can be expected to have the same therapeutic effect as
the Tisted drug Ifhen administered to patients for a corriition of use referred
to in cTause (i);

(v) information to sholf that the TabeTingproposed for the new drug is
the sa/we as the TabeT ing approved for the Tisteddrug referred to in cl ause
(i) except for changes required because of differences approved under a petition
fiTed under subparagraph (C) or because the new drug and the Tisted drug are
produced or distributed by different manufacturers;

(vi) the items specified in cTauses (B) through (F) of subsection (b){i);

[Patent certification required based on NDA patent information]

(vii) a certification, in the opinion of the appTicant and to the best
of his knowT edge , with respect to each patent which claims the Tisted drug
referred to in cTause (i) or which cTaims a use for such listed drug for which
the appT icant is seeking approvaT under this subsection and for which information
is required to be fil ed under subsecti(Jn (b) or (c)--

(I) that such patent information has not been fil ed,

(II) that such patent has expired,

(III) of the date on which such patent lfi17 expire, or

(IV) that such patent is invaT id or lfi77 not be infringed by the manufacture.
use, or saTe of the nelf drug for Ifhich the appTication is submitted; and

(Viii) if with respect to the Tisted drug referred to in clause (i) infor
mation was filed under subsection (b) or (c) for a method of use patent which
does not claim a use for Ifhich the appT icant is seeking approval under this
subsection, a statement that the method of use patent does not cTaim'such
a use.
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[Requirement for. additional information prohibited]

The Secretary may not require that an abbreviated app7 ication contain information
in addition to that required by clauses (i) through (viii).

[NOTICE REQUIRED FOR" INVALIOITY" CERTIFICATION IN ANOA]

(BJ{ i) An app7 icant who makes a certification described in subparagraph
(AJ{viiJ{IV) sha71 include in the app7 ication a statement that the [[app7 ication]]
app7 icant wi77 give the notice required by c7 ause (ii) to--

(I) each owner of the patent which is the subject of the certification
or the representative of such owner designated .to receive such notice, and

(II) the h07der of. the approved app7 ication under subsection (b) for
the drug which is claimed by the patent or a use of which is c7 aimed by the
patent or the representative of such h07der designated to receive such notice.

(ii) The notice referred to in c7ause (i) sha77 state that an app7ication
which contains data from bioavaiT abiT ity or bioequiva7ence studies has been
submitted under this subsection for the drug with respect to which the certifi
cation is made to obtain approva7 to engage in the carmercia7 manufacture,
use. or sa7e of such drug before the expiration of the patent referred to in
the certification. Such notice shaH inc7ude a detaiTed statement of the
factua7 and 7ega7 basis of the app7icant's opinion that the patent is not
va7 id or wiHnot be infringed.

(iii) If an app7 ication is amended to inc7udea certification described
in subparagraph (AJ{vii}(IV), the notice required by c7ause (ii) sha71 be
given when the iI1Iended app7 icationis submitted.

[PETITION FOR VARIANCE FROM APPROVEO NDA]

(C) If a person wants to submit an abbreviated app7 ication for anew
drug which has a different active ingredient or whose route of administration,
dosage form, or strength differ from that of a 7 isted drug, such person sha71
submit a petition to the Secretary seeking permission to fiT e such an app7 ication.
The Secretary shaH approve or disapprove a petition submitted under this
subparagraph within ninety days of the date the petition is submitted. The
Secretary sha71 approve such a petitionun7ess the Secretary finds--

(il that investigations must be conducted to show the safety and effective
ness of the drug or of any of its active ingredients or of the route of adminis
tration,the dosage form, or strength which differ from the 7 istet;i drug; or

(ii) that any drug with a different active ingredient may not beadequate7y
eva7uated for approva7 as Safe and effective on the basis of the information
required to be submitted in an abbreviated app7 ication.

[CONDITIONS MANDATING APPROVAL OF ANDA]

(3) Subject to paragraph (4), the Secretary sha71 approve an app7 ication
for a drug un7ess the Secretary finds--
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(A) the methods used in, or the facilities and contr07s used for, the •
manufacture, processing, and packing of the drug are intrlequa.te to assure'
and preserye its identity. strength, qua7 ity, and purity;

(8) information submitted l'lith the app7 ication is insafficient to show
that each of the proposed coooitions of use have been preYious7y approved
for the 7 isted drug referred to in the app7 ication;

(C)(i) if the 7 isted drug has on7y one actiYe ingredient, information
submitted with the app7 ication is insafficient to show that the active ingredient
is the same as that of the listed drug.

(ii) if the listed drug has more than one actiYe ingredient. information
submitted with the app7 ication is insafficient to show that the active ingredients
are the same as the actiYe ingredients of the 7 isted drug, or

(iii) if the 7isted drug has more than one active ingredient and if the
app7 ication is for a drug which has an active ingredient different from the
7 isted drug, information submitted with the app7 ication is insaffic ient to
show-- .

(1) that the other active ingredients are the same as the active ingredients
of the 7 isted drug. or

(II) that the different actiYe' ingredient is an active. ingredient of
a 7isted drug or a drug which does not meet the requirenents of section 201(p)-.

or no petition to fil e an application for the drug with the different ingredient .•
was approved under paragraph (2){C);

(D){i) . if the app7 ication is for a drug whose route of administration,
dosage form, or strength of .the drug is the same as the route of administration,
dosage form. or strength of the7isted drug referred to in the application,
information submitted' in the application is insuffic ient to show that the
route of administration, dosage form, or strength is the same as that of the
7isted drug, or

(if) if the application is for a drug whose route of administration,
dosage form, or strength of the drug is different from that of the 7 isted
drug referred to in the app7 ication, no petition to fil e an app7 ication for
the drug with the different route of administration, dosage form. or strength
was approved under paragraph (2){C);

(E) if the application was filed pursuant to the approva7 of a petition
under paragraph (2){C), the application did not contain the information required
by the secretary respecting the actiYe ingredient, route of administration,
dosage form, or strength which is not the same;

(F) information submitted in the app7 ication is insafficient to shaw
that the drug is bioequiva7 ent to the listed drug referred to in the application
or, if the application was filed pursuant to a petition approved under paragraph
(2){C), information submitted in the app7 ication is insafficient to show that
the active ingredients of the new drug are of the same pharmacologica7or

- 12 -
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:~~apt'!uticclass'ds·those of the 1 isted drug referred to in paragraph (2)(A)(i)
,<ilIXIthat·thenettdrug can be expected to have the same therapeutic effect
,as the listed drug 'whena:Jministered to patients for a coooition of use referred

.::to coin such paragraph;

'7(:G}:i11formation submitted in the appl ication is insuffic ient to show
·;iftbatthe labelingpraposed for the drug is the same as the 1abel ing approved
':'f.ortite listed drug referred to .in the appl ication except for changes required
·1becauseafdifferencesapproved under a petition fiT ed under paragraph (2}(C)
.'1Or.becausethedrug and the 1 isted drug are produced or distributed by different

.••anufacturers;

·?(H.)4nformatian submitted in the appl ication or any other information
4IVafT,abletothe secretary shows that (i) the inactive ingredients of the
Jidrugareunsafefor use under the coooitions prescribed, recmmended, or suggested

'711 the labeling proposed for the drug, or (ii) the composition of the drug
is,unsafeunder such coooitions because of the type or quantity of inactive
4ttgredients included1Jr the manner in which the inactive ingredients are inc1 uded;

(I }theapprov.a7 under subsection (c) of the 1 isted drug referred to
''4n:theappl ication under this subsection has been witldrawn or suspended for

"grounds described in the first sentence .of subsection (e), the Secretary has
/;publ ished .anotice of opportunity foT' hearing to witldraw approva7 of the
Ti5ted·drugunder subsection (c) for grounds described under the first sentence
<of subsection (e), the .approva7 under this subsection of the 1 isted drug referred
.tointheappl ication under this subsection has been witldrawn or suspended

·'otInderparagraph {5}, or the Secretary has determined that the 7 isted drug
dlasbeenwitldrawn 'from sa7e for safety or effectiveness reasons;

(J}.the .app7dcation does not meet any other requirement of paragraph
i(2}(A);1Jr

[X) .theapp1ication contains an untrue statement of material fact.

[ACTION ON ANDA MANDATED IN 180 DAYS]

(4)(A) .tlithinone hundred and eighty days of the initial receipt of an
.,appl ication under paragraph (2) or within such additiona7 pt'!riod as may be
o'dgreetJ upon by the secretary and the appl icant, the secretary sha17 approve
.or disapprovetheappl ication.

[EFFECTIVE DATE OF ANDA APPROVAL]

'(B) The approval of an application submitted under paragraph (2) sha17
o1Jemacfe effective an the 1ast appl icab7 e date determined under the following:

[Immed iate Effect: NDA- identified patents expired]

·(i}if.theapp1icant only mate a certification described in subc1 ause
'lIlar (II) of paragraph (2}(A}(vii) or in both such subc1auses, the approval

+'IJ1a,yJJemateeffective :inmediate7y•

- 13 -
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·'[Effective on patent expiration]

(H) if the appl icant mtrfea certification described in subclause (III) •
of paragraph (2)(A)(vH), the approval may be mtrfe effective on the date certified
utKJer subc1 ause (III).

[Effective date after invalid ity certification]

(Hi) if the applicant mtrfe a certification described in subc1ause (IV)
of paragraph (2)(A)(vii), the approval shaH be mtrfe effective inmediately
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)(8){i) is received. If such an action
is brought before the expiration of such days, the approval shaH be mtrfe
effective upon the expiration of the thirty-month period beginning on the
date of the receipt of the notice provided under paragraph (2)(8)(i) or such
shorter or longer period as the court may order because either party to the
action failed to reasonably cooperate in expediting the action, except that--

(1) if before the expiration of such period the court decides that each
such patent is inval idor not infringed, the approval shaH be made effective

. on the date of the court decision.

(II) if before the expiration of such period the court decides that any
such patent has been infringed, the approval shaH be mtrfe effective on such
date as the court orders under section 271(e){4)(A) of title 35, United states
Code, or

(III) if before the expiration of such period the court grants a prel iminary
injunction prohibiting the appl icant from engaging in the caTlllercial manufacture
or sale of the drug unti1 the court dec ides the issues of patent val idity
and infringement, the approval shaH be mtrfe "effective on the date of such
court decision. . .

In such an action, each of the parties shaH reasonably cooperate in eXpediting
the action. Unti1 the expiration of the forty-fJve-day period beginning on
the date the notice mtrfe under paragraph (2)(8)(i) is received, no action
may be brought under section 2201 of title 28,! United States Code, for a
dec1aratory. judgement with respect to the patent!. Any action brought under
section 2201 shaH be brought in the judicial district where the defendant
has its principal place of business or a regul ~r and establ ished place of
business. I

!

(iv) if the app1ication conta ins a certific4tion described in subc1 ause
(IV) of paragraph (2)(A)(vii) and .is for a drug fori which a previous appl ication
has been submitted under this subsection contaiining such a certification,
the appl ication shaH be mtrfe effective not earl ierr than one hundred and eighty
days after-- !. " .

i

(I) the date the Secretary receives notice f,rom the appl icant under the
previous appl ication of the first caTlllercial mar~eting of the drug under the
previous appl ication, or
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(II) the date of a dec is ion of a court in an action described in c7 ause
(iii) h07ding the patent which is the subject of the certification to be inva7 id
or not infringed ,

whichever is ear7 ier.

[RIGHT TO A HEARING; ANDA APPLICANT]

(e) If the Secretary decides' to disapprove an appTication, the Secretary
shan give the appT icant notice of an opportunity for a hearing before the
Secretary on the question of whether such app7 ication is approvabT e. If the
appT icant eTects to accept the opportunity for hearing by written request
within thirty days after such notice, such hearing shaH cOtTlT1ence not more
than ninety days after the expiration of such thirty days unTess the Secretary
and the appT icant otherwise agree. Any such hearing shalT thereafter be conducted
on an expedited basis and the Secretary's order thereon shaH be issued within
ninety days after the date fixed by the secretary for filing finaT briefs.

[MORATORIUM ON ANDA FILING/EFFECTIVENESS]

. [Ten year effectiveness moratorium for transitional NCE NDA's]

(D)(i) If an appTication (other than an abbreviated new drug application)
submitted under subsection (b) for a drug, no active ingredient (incTuding
any ester or saTt of the active ingredient) of which has been approved in
any other appT ication under subsection (b), lias approved during the period
beginning January I, 1982, and ending on the date of the enactment of this
subsection, the Secretary may not make the approva7 of an appT ication submitted
under this subsection which refers to the drug for which the subsection (b)
appT ication was submitted effective before the expiration of ten years from
the date of the approvaT of the appT ication under subsection (b).

[Five year fil ing moratorium for NCE NDA' s]

submitted under subsection (b) for a drug, no
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[Three year effectiveness moratorium forOCE NDA ' s]

(iii) If an appl ication submitted under subsection (b) for a drug which •
includes an active ingredient that has been approved in any other appl ication
approved under subsection (b), and which contains reports of new cl inical
investigations (other than bioavail abil ity studies) sponsored by the appl icant,
is approved after the date of enactment of this subsection, the Secretary
may not make the approval of an appl ication submitted under this subsection
which refers to the drug for which the subsection (b) appl ication was submitted
effective before the expiration of three jears from the date of the approval
of the application under subsection (b).

[Three year effectiveness moratorium for OCE supplemental NDA's]

(iv) If a supplement to an application approved under subsection (b)
includes reports of new clinical investigations (other than bioavailability
studies) sponsored by the appl icant and is approved after the date of enactment
of this subsection, the Secretary may not make the approval of an appl ication
submitted under this subsection which refers to the drug for which such suppl ement
was submitted effective before the expiration of three jears from the date
of the approval of the supplement under subsect.ion (b).

[Two year transitional moratorium for OCE NDA's]

(v) If an appl ication (or supplement to an appl ication) submitted under
subsection (b] for a drug which inc I udes an active ingredient that has been
approved in any other appl ication 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) appl ication was submitted effective before the expiration of two jears
from the date of enactment of this subsection.

[WITHDRAWAL OF APPROVED ANDA'S]

(5) If a drug approved under this subsection 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 Secretary, has been withdrawn
from sale for safety or effectiveness reasons, the approval of the drug under
this subsection shaH be withdrawn or suspended--

(A) for. the same period as the· withdrawal of suspension under subsection
(e) or this paragraph, or

(B) if the I isted drug has been .withdrawn from sale; for the period of
Ifithdrawal from sal e or, if earl ier, the period ending on the date the secretary
determines that the withdrawal from sale is not for safety or effectiveness
reasons.

[PUBLICATIONS OF APPROVED· DRUG· LIST AND PATENT INFORMATION]

(6)(A)(i) Within sixty days of the date of the enactment of this subsection,
the secretary shaH publ ish and make avail abl e to the publ ic-- .

- 16 -
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[Publ ication of drug names]

t(I.]a1ist in alphabetical order of the official and proprietary nilTle
'iDf''fUJchdrug,Which has been approved for safety and effectiveness under subsection
't(:cjlbefore"the,date of the enactment of this subsection;

[Publ ication of approval dates]

{II} the date of approval if the drug is, approved after 1981 and the
~ber ,of ,the ,application which was approved; and

[Publication of bioequivalence data required for ANDA]

'{III} Nhether in vitro or in vivo bioequivalence studies, or both such
'!$I;urfies,are required for appl ications fi7 ed under this subsection which wi77
'!Tefertothe tJrugpubl ished.

(ii) .Every thirty days after the pUbl ication of the first list under
'1Cliause (i}theSecretary sha77 revise the list to include each drug which

,;!J1asbeenapproved for safety and effectiveness under subsection (c) or approved
"'Gnderthis subsection during the thirty-day period.

[Publication of patent information]

(iii)Jlhenpatent information submitted under subsection (b) or (c) respecting
.iFdrug included on the list is to be publ ished by the Secretary, the Secretary
sha77, in revisions made under clause (if), incl we such information for such

,\dTl.!!/.

\'fB} 11 ,drug approved for safety and 'effectiveness under subsection (c)
or 'dpproved under this subsection sha77, for purposes of this subsection,
ibe,r;onsidered to have been publ ished under su.l)paragraph (A) on the date of
,it5approvalor' the date of enactment ,whichever is later.

fe} If the approval ofa drug was witlrJrawn or suspended for grounds
,described in the first sentence of subsection (e) or was witlrJrawn or suspended
lInderparagraph (5) of if the Secretary determines that a drug has been witlrJrawn
from sale for safety or effectiveness reasons, it may not be publ ished in
:thel istunder subparagraph (A) or, if the witlrJrawal or suspension occurred
,after its publ ication in such list, it sha77 be inmed iately removed from such
list--

'fi} for the same period as the ,witlKJrawal or suspension under subsection
/[e) 'or Jparagraph I5), or '

(ii) if the listed drug has been witlKJrawn from sale, for the period
'!Of ,jfitlKJrawal from sale or, if earlier, the period ending on the date the
'Secretary determines that the witlrJrawal from sal e is not for safety or effective

',"mess reasons.

"iA'fJOticeoftfJeremovalsha77 be publ ished in the Federal Register •
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[DEFINITIONS: BIOAVAILABILITY AND BIOEQUIVALENCE]

r(7) For purjJoses of this subsection: •

'-fA) The term -bioavail abil ity" means the rate and extent to tthich the
4ICtive ingredient or therapeutic ingredient is absorbed from a drug and becanes
$4iW'il17abl e at the site of drug action. .

'fflB)A drug Shan be cons idered..,to be bioequivalent to a 1 isted drug if--

(i) the rate and extent of absorption of the drug do not shott a significant
fdffference from the rate and extent of absorption of the I isted drug tthen
.'2iiI1mlnistered at the same mol ar dose of the therapeutic ingredient under simil ar
.f!&perimental corrJitions in either a single dose or multiple doses; or

,(ii) the extent of absorption of the drug does not shott a significant
rdifference from the extent of absorption of the I isted drug when administered
,:at the same mol ar dose of the therapeutic ingredient under simil ar experimental
'CorrJitions in either a single dose or multiple doses and the dirference from
the I isted drug in the rate of absorption of the drug is intentional, is ref1 ected
intts proposed I abe1ing, is not essential to the attainment of effective

ijJodydrug concentrations on chronic use, and is considered medical1y insignificant
''forcthe drug.. .

[REQUIRED RECORDS AND REPORTS]

ron (k) (1) In the case of any drug for which an approval of an appl ication
filed [pursuant to this section] under subsection (b) or (j) is in effect..
the applicant shall establish and maintain such records, and make such reports •
±othe .Secretary, of data relating to cl in.ical experience and other data or
,information, received or otherwise obtained by such appl icant with respect
to such drug, as the Secretary may by general regulation, or by order with
respect to such appl ication, prescribe on the basis .of a finding that. such
~~cords and reports are necessary in order to enable the Secretary to determine,
or fac il ita te a determ ination, whether there is or may be ground for invok ing
subsection (e) of this section: Provided, however, That regulations and orders
issued under this subsection and under subsection (i) 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,
for the ex am ination, upon request, by the persons to whom such regul at io ns
~r llrders are appl icabl e, of s im il ar informat ion rece ived or otherwi se obta ined
by the Secretary.

{2) Every person required under this section to maintain records, and
·every person in charge or custody thereof,' shall, upon request of an officer
,or employee designated by the Secretary, permit such officer or employee at
,<all reasonable times to have access to and copy and verify such records.

[RELEASE OF SAFETY AND EFFICACY DATA]

(1) Safety and effectiveness data and information which has been submitted
cina7dppl ication under subsection (b) for a drug and which has not prev iously

·'been disclosed to the publ ic shall be made avail able to the publ ic, upon request,
·"unlessextraord inary c ircll1lstances are shown;
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(1) if no work is being or ",i] I be undertaken to ha'(e the application
approved, .

(2) if the secretary has determined that the appl ication is not approvabl e
and all I egal appeals have been exhausted,

(3) if approval of the app7 ication under subsection (c) is ",itlrJrawn
and a17 I ega7 appeal s have been exhausted,·

(4) if the secretary has determined that such drug is not a new drug,
or

(5) upon the effective date of the approval of the first app7 ication
under subsection (j) which refers to such drug or ufXJn that date ufXJn which
the approval of an application under subsection (il which refers to such drug
could be made effective if such an app7ication been submitted.

[LIMITATION OF PATENT INFORMATION TO U.S. PATENTS]

(m) For purposes of this section, the term·patent" means a patent issued
by the Patent and Trademark Office of the Department of Conmerce.

"
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n4~tffERIM ANDA PROCEDURES.- MISCELLANEOUS

[IMPLEMENTING REGULATIONS WITHIN ONE YEAR] CIJ
5ec.l05.(a) The Secretary of Health and Human. Services shan promulgate,

~3n'iJCConJanceJiiththenoticeandclXll1lent requirements of section 553 of titl e
~5,;tJnited States Code, such regul ations as may be necessary for the iXimin istration
.·.of 'section 505 of t.he Federal Food, Drug, and CO$11/etic Act, as amendment by
. ""SeCtions 101, 102, and 103.of this Act, within one year of the date of enactment
.0IJf.this .·lIet.

[ANDA PROCEDURES PRIOR TO REGULATIONS]

ci(b} ifJuringthe .period beginning on the date of the enactment of this
41ct and ending on the date regul at ions promulgated under subsection (a) take
~effect,abbreviatednewdrugapplications may be submitted in acconJance with
/theprov is ions of section 314.2 of titl e 21 of the Code of Federal Regul at ions
,411d sha77 be considered as suitab7 e for any drug which has been approved for
safety and effectiveness under section 505(c} of the Federal Food, Drug, and

d:osmetic lletbefore the date of the enactment of this Act. If any such provision
is·inconsistentwith the requirements of section 505(j} of the Federal Food,

flJr..ug,andCosmetic llet•.the Secretary sha77 consider the app7 ication under
·t:he appl icable requirements of such section. The Secretary of Health and
.1Iuman Serv.fces may not approve such an abbreviated new drug app7 ication Which
isfi7edfora drug which is described in sections 505(c}(3)(O) and 505(j}(4)(D}
mtheFederal" Food, Drug, .and Cosmetic llet except in acconJance with such
section.

Set::.l06.Section .2201 of title 28, United States Code, is amended by.
··rinsert.fng -(arbefore"Ina case- and by adding at the end the fo77awing:

(b) For 1imitations on actions brought with respect to drug patents
",'See section 505 of the Federal Food, Drug, and Cosmetic Act.

r

o
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III. PATENT EXTENSIONS
TITLE 35, USC

U54 Contents and term of patent

§155 Patent term extension

[[§155A Patent extension]]

§156 Extension of patent term

[ORDINARY PATENT TERM]

§154. Contents and term of patent

Every patent shall contain a short title of the invention and a grant
. to the patentee, his heirs or assigns, for the term of seventeen years, subject

to the payment of fees as prov ided for in this titl e, of the right to excl ude
others from making, using, or selling the invention throughout the United
States, referring to the specification for the particulars thereof. A copy
of the spec ification and drawings shall be annexed to the patent and be a
part thereof.

[ASPARTAME PATENT EXTENSION]
§155. Patent term extension

Notwithstanding the provisions of section 154, the term of a patent which
encompasses within its scope a composition of matter or a process for using
such composition shall be extended if 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 leading to the publication
of regulation permitting the interstate distribution and sale of such composition
or process and for which there has thereafter been a stay of regulation of
approval imposed pursuant to section 409 of the Federal Food, Drug, and Cosmetic
Act wh ich stay was in effect on January I, 1981, by a 1ength of time to be
measured from the date such stay of regulation of approval was imposed until
such proceed ings 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 be 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 extens ion, under seal, stat ing the fact and
length of the extension and identifying the composition of. matter or process
for using such composition to which such extension is appl icable. Such certificate
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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[SULFONYLUREA. PATENT EXTENSION]

[[U55A. Patent extension]]

[[(a) Noblithstanding section 154 of this title,' the term of any patent
""'ich encaT/passes within its scope a caT/position of matter which is a new
drug product, if such new drug product is subject to the 1abel ing requirements
for oral hypoglycemic drugs of the sulfonylurea class as promulgated by the
Food and Drug Jldminjstration in its final rule of March 22, 1984 (FR Doc. 84
9640) and was approved by the Food and Drug Jldministration for marketing after
-promulgation of such final rule and prior to the date of enactment of this
law, shaH be extended until April 21, 1992.]]

[[(b) The patentee or 1 icensee or authorized representative of any patent
described in such subsection (a) sha11, within ninety days after the date
of enactment of such subsection, notify the Conmissioner of Patents and Trademarks
of the nllllber of any patent so extended. On receipt of such notice, the Com
missioner shaH confirm such extension by placing a notice thereof in the
offic fal fil e of such patent and publ ishing an appropriate notice of such
.extension in the Official Gazette of the Patent and Trademark Office.]]

["DRUG" PATENT EXTENSION]

1156. Extension of patent term

......

•

[QUALIFYING CONDITIONS FOR PATENT]

(a) The term ·of a patent which cl aims a product, a method of using a "
,product, or a method of manufacturing a product shaH be extended in accordance \.I
tIIith this section from the original expiration date of the patent if~-

[Patent has not expired]

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

[No prior extension. of patent]

(2) the term of the patent has never been extended;

[Extension application made as required]

(3) an appl ication for extension is submitted by the owner of record
of the patent or its agent and in accordance with the requirements of subsection
Cd); , .

[Product subject to regulatory review]

{4} the product has been subject to a regulatory review period before
:its caTl1Iercial marketing or use;

o
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[First commercial ization permitted after·regu1atory review]

• (5)(A) except as provided in subparagraph (B), the permission for the
cam/ercial marketing or use of the product after such regul atory review period
is the first permitted cam/erdal marketing or use of the product under the
provision of 1iJ}f under which such regul atory review period occurred; or

[Exception for rONA process patents]

(B) in the case of a patent which c1 aims a method of manufacturing the
product which primarily uses recanbinant DNA techno1ogy in the manufacture
of the product. the permission for the cam/ercial marketing or use of the
product after such regul atory rev iew period is the first permitted cam/erc ial
marketing or use of a product manufactured under the process cl aimed in the
patent.

The product referred to in paragraphs (4) and (5) is hereinafter in this section
referred to as the" approved product".

[RIGHTS DURING PATENT EXTENSION]

•

•

(b) The rights derived from any patent the term of which is extended
under this section sha11 during the period during which the patent is extended--

[Product patent only for approved uses]

(I) in the case of a patent which claims a product be 1 imited to any
use approved for the approved product before the expiration of the term of
the patent under the prov is ion of 1ali under which the appl icahle regul atory
review occurred;

J

[Use patent only for patented and approved. uses]

(2) in the case of a patent which c1 aims a method of using a product.
be 1 imited to any use claimed by the patent and approved for the approved
product before the expiration of the term of the. patent under the provision
of 1iJ}f under which the appl icahl e regulatory review occurred; and

[Manufacturing patent for claimed process for product]

(3) in the case of il patent which c1 aims a method of manufacturing a
product. be limited to the method of manufacturing as used to make the approved
product.

[CALCULATION OF EXTENSION]

(c) The term of a patent el igibl e for extension under subsection (a)
shan be extended by the time equal to the regul atory rev iew per iod for the
approved product which period occurs after the date the patent is issued,
except that--

[Deduction for lack of due di1 igence]
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(1) .each period of the regulatory review period shan be reduced by any
period determined under subsection (d)(2)(Bj" during which the appl icant for
the patent extension did. not act with due di1 igence during such period of
the regul atory rev iew period;

[Deduction of one-hal f of "investigational" phase]

(2) after any reduction required by paragraph (1), the period of extension
sha11 incllX1e only one-half of the time remaining in the periods described
in paragraphs (1){B)(i), .(2){B)(i), and (3){B)(i) of subsection (g);

[Limitation to 14 years from date of regulatory approval]
•

(3}if the period remaining in the term of a patent after the date of
the approval of the approved product under .the prov ision of I aw under which
such regul atoryrev iew occurred when added to the regul atory rev iew period
as revised under paragraphs (1) and (2) exceeds fourteen years, the period
of extension sha11 be reduced so that the total of both such periods does
not exceed fourteen years; and

[Limitation to one patent per regul atory rev iew]

(4) in no event sha11 more than one patent be extended for the same regul atory
review period for any product;

[REQUIREMENTS FOR EXTENSION. APPLICATION]

(d)(l) to obtain an extension of the term of a patent under this section,
the owner of record of the patent or its agent sha11 submit an appl ication
to the Conmissioner. Such an application may only be submitted within the
sixty-day period beginning on the date the product received permission under
the provision of law under which the appl icabl e regul atory rev iew period occurred
for ctXllTlerc ial marketing or use. The appl icationsha11. conta in--

(A) the identity of the approved product and the Federal statute under
.which regul atory rev iew occurred;

(B) the identity of the patent for which an extension is being sought
and the identity of each c1 aim of such patent which cl aims the approved product
or a method of using or manufacturing the approved product;

(C) information to enable the Conmissioner to determine under subsections
(a) and (b) the el igibi1 ity of a patent for extension and the rights that
",i11 be derived from the extension and information to enable the Conmissioner
and the Secretary of Health and Human Services to determine the period of
the extension under subsection (g);

(D) a brief description of the activities undertaken by the appl icant
during the applicable regulatory review period with respect to the approved
product and the significant dates appl icabl e to such activities; and

(E) such patent or other information as the Conmissioner may require.
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[HHS DETERMINATION OF REGULATORY REVIEW PERIOD]

'.rZ}(Il)Within sixty days of the sUbmittalofanappl ication for extension
,YDf,·t,heterm ·of a patent under paragraph (1), the CollJ1lissioner sha11 notify
-:the Secretary of Heal th and Human Sen ices if the patent cl aims any hUllan
~g-product, a medical device, or a food Irlditive or color Irlditive or a
;'IIIl!thod of using or manufacturing such a product, device, or Irlditive and if
;it:he -product, deY ice ,and ald itive are subject to the Federal. Food, Drug, and
£asmeticAr:t of the extension appl ication and sha11 submit to the Secretary
4 'Copy of the appl ication. Not 1ater than thirty days after the receipt of

,-iBnappl ication from the COIIJ1Iissioner , the Secretary shall rev iew the dates
:'Cootained in the appl ication pursuant to paragraph (1)(C) and determine the
-rappl.icilbl e regul atory rev iew period, sha11 notify the COllJ1lissioner of the

'i.l:tetermination, and sha11 publ ish in the Federal Register a notice of such
'fdetermination.

:.

-•.,.•.....

_(B)(i) If a petition is submitted to the Secretary under subparagraph
~1-A)~ -not later than one hundred and eighty days after the publ ication of the
4Jetermination under subparagraph (II). upon which it may reasonably be determined
oithattheilppl icant did not act with due dil igence during the appl icable regul atory
-"review period. the Secretilry sha11, in accordance with regul at ions promulgated
,by the Secretary determine if the appl icant acted with due dil igence during
4the cilpp1icilble regul atory rev iew period. The Secretary sha11 make such deter
i1JIination not later than ninety days after the receipt of such a petition.
The secretary may not del egate the authority to make the determination prescribed
by this. subparagraph to an office below the Office of the CollJ1lissioner of
hod ..and Drugs •

fii) The Secretary sha11 notify the COIIJ1Iissioner of the determination
.4md sha11 publ ish in the Federal Register a notice of such determination together
:Mitht-he factual and legal basis for such determination. Any interested person
"c1I1ayrequest. within the sixty-day period beginning on the publ ication of a
l41etermination, the Secretary to hold an infonnal hearing on the determination.
:If$uch a request is male within such period; the Secretary sha11 hold such

:iJearing -not. later than thirty days ilfter the date of the request, or at the
,'request of the person making the request, not 1ater than sixty days after
such date. The Secretary sha11 provide notice of the hearing to the owner
-cof the patent involved and to any interested person and provide the owner
iJIld any interested person an opportunity to participate in the hearing. Within
:thirty days after the cCX11pletion of the hearing, the Secretary sha11 affirm
'Or revise the detennination which was the subject of the hearing and notify
:the Conmissioner of any revision of the determination and sha11 publ ish any
,'Such revision in the Federal Register.

[DEFINITION OF "DUE DILIGENCE"]

(3) For any purposes of paragraph (2)(8), the term Hdue dil igenceH means
-that degree of attention, continuous directed effort, and timel iness as may
"-,reasonably be expected from, and are ordinarily exercised by, a person during
:,areguT.atory rev iew per iod •

[APPLICABILITY OF "DISCLOSURE" REQUIREMENTS]
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fi4}iJlnawiication for the extension of, the term of a patent is subject
'.''V1eidisclosure,r.equirements prescribed by the Conmissioner.

[ISSUANCE OF CERTIFICATE OF EXTENSION]

,(eJ(l) A-determination that a patent is eTigible for extension may be
,_iitfeby,theCOfTmissioner solely on the basis of the representations contained

'/intheappl ication for the extension. If the Conmissioner determines that
faipatent is eT igiblefor extension under subsection (a) and that the requirements

,,'Of .subsection (d) have been coopT ied/<lith,the Conmissioner sha77 issue to
"itheappTicant for the extension of the term of the patent a certificate of
'lJextension~,underseal~ for the period prescribed by subsection (c). Such
,certificate shan be recorded in the official· file of the patent and sha77
",i1tNconsideredds part.ofthe orig inal patent.

[ONE YEAR INTERIM EXTENSIONS]

(2}If .the 'term1)f.a patent for /<Ihich an appT ication has been submitted
··,<JJndersubsection (d}would·expire before a certificate of extension /<las issued
.;)/Jr 4/enied. ,the Conm iss ioner shan extend the term of the patent for periods

·,i'd"'lIP,to.one;year.untiTsuch certificate is issued or denied.

[DEFINITIONS]

';(f) .'For,purposes,ofthis section:

[Product]

41) Theterm-product- means:

!t~}41;hll11iH1:dr~g,product •

(B) Any.medicaT:device, food additive, or coT or additive subject to
''regu7dtionunder the Federdl Food, Drug. and' Cosmetic Act.

[Human drug prod uct]

,(2) iT'heterm "'hll1landrug product- means the active ingredient of a new
,:drug.antibioticdr~g.or human biological product (as those terms are used
in the Federal Food ~ Drug. and Cosmetic Act and the PubT ic HeaT th Serv ice

.JIct) including any salt or ester of the active ingredient, as a single entity
''Orincanbination/<lith,another active ingredient.

•

[Major health or enfironmental effects test] .

(3) The term-major heal th or env irormental effects test- means a test
'tihich is reasonably related to the evaluation of the health or envirormental
''effects of aproduct./<Ihich requires at least six months to cofduct. and the
,ddta from which is submitted to receive permission for carmercial marketing
l1ruse.Periods of analysis or evaluation of test results are not to be included
in'lietermin.ing if the 'Corxiuct of a test required at 1east six months.

:(4}(A)Any 'reference to section 351 is Ii reference to section 351 of
·~1'JJbJicHea7thservicelk:t. 0
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(B) Any reference to section 503, 50S, 507, 512, or 515 is a reference
to section 503, 50S, 507, 512, or 515 of the Federal Food, Drug, and Cosmetic
Act.

[Informal hear ing]

(5) The term -informal hearing- has the meaning prescribed for such
term by section 201(y) of the Federal Food, Drug, and Cosmetic Act.

[Patent]

(6) The term -patent- means a patent issued by the United States Patent
and TrerJemark Office.

[Regulatory review period]

(g) For purposes of this section. the term -regulatory review period
has the fol1owing meanings:

(I)(A) In the case of a product which is a h/lTlan drug product, the term
means the period described in subparagraph (B) to which the 1 imitation described
in paragraph (4) appl ies.

(B) The regulatory review period for a h/lTlan drug product is the SI.81l

of--

(i) the period beginning on the date an exemption under subsection (i)
of section 505 or under subsection (d) of section 507 beciJT/e effective for
the approved h/lTlan drug product and ending on the date an appl ication was
initial1y submitted for such drug product under section 351, 50S, or 507,
and· . .

(if) the period beginning on the date the appl ication was initial1y submitted
for the approved hl.81lan drug product under section 351, subsection (b) of section
50S, or section 507 and ending on the date such appl icationwas approved under
such section.

(2)(A) In the case of a product which is a food erJditive or color erJditive,
the term means the period described in subparagraph (8) to which the limitation
described in paragraph (4)appl ies.

(B) The regul atory rev iew period for a food or color erJditive is the
S/ITI of--

(i) the period beg.inning .on the date a major health or envirormental
effects test on the erJditive was initiated and ending on the date a petition
was in itial1y submitted with respect to the product under the Federal Food,
Drug, and Cosmetic Act requesting the issuance of a regulation for use of
the product, and .

(if) the period beginning on the date a petition was initial1y submitted
with respect to the product under the Federal Food, Drug, and Cosmetic Act

• requesting the issuance of a regul at ion for use of the product, and ending
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··.·'$'l1,1:he .c/atesuch regulation becilTle effective or, if objections were filed
"'ito such. regulation, f!nding on t~e date suck objection~were resol vet! and ccmnerc ial A

,xflJarketmgwas perm7tted or, 7f ccmnerc7al marketmg was perm7tted and 1ater V
,,,...evoked pending further proceedings as a result of such objections, ending
.,DI/ i:hedate such proceedings were final1y resolved and ccmnercial marketing
,'!fISs;permitted. .

t3J(A) In the case of a product which is a medical device, the term
'".earlS the period described in subparagraph (8) to which the 1 imitation described
f;jn;cparagraph (4) appl ies.

>i(B)fhe regulatory review period for a medical device is the sum of--

til 1:heperiod beginning on the date a clinical investigation on humans
~iimf(jlv.ingthedevice lias begun and ending on the date an appl ication was initial1y
"'SIlbmitted HUh respect to the device under section 515, and

(1i) the period beginning on the date an appl ication was initial1y submitted
·>With respect to the device under section 515 and ending on the date such appl i
.-cationwas approved under such Act or the period beginning on the date a notice
.:t1f:canpletion of a product develofl1lent protocol was in itial1y submitted under
'SeCtion 515(1')(5) and ending on the date the protocol was dec1ared canpleted .

i'1DIld~r section 515(f)(6).

[OVERALL LIMITATION ON REGULATORY REVIEW PERIOD]

(4) A period determined under any of the preceding paragraphs is subject
:to the 1'011 owing 1 imitations:

[Five years for patents issued after enactment]

fA} If the patent involved was issued after. the date of the enactment
of this section, the period of extension determined on the basis of the regulatory
'review period determined under any such paragraph may not exceed five years.

[Five years for patents for products which reach the
"investigational" phase after enactment]

(B) If the patent involved was issued before the date of the enactment
iiofthissection and-- .

(i) 110 request for an exemption described in paragraph (1)(8) was submitted,

(ii) no major heal.th or envirollllental effects test described in paragraph
;(2) was initiated and no petition for a regul ation or appl ication for registration

>4escribed in such paragraph Has submitted, or

(1ii) no clinical investigation described in paragraph (3) was begun
-.or-produddevelofl1lent protocol described in such paragraph was submitted.

'before such date for the approved product the period of extension determined
con the basis of the regul atory rev iew period determined under any such paragraph
'_aynot~xceed five years.
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[Two years for ex isting patents for' products al ready
in "investigational" phase]

:.i{C} If .the patent involved was issued before the. date of the enactment
1Df"!thissection and if an action described in sUbparagraph (b) was taken before
.;J;he,dateof the enactment of this section with respect to the approved product

...;and thecaTJ1lercial marketing or use of the product has not been approved before
"7!SUchdate,the period of extension determined on the basis of the regulatory
""I',(N'iewperiod determined under such paragraph may not exceed two years.

[AUTHORITY TO ESTABLISH FEES FOR EXTENSION APPLICATIONS]

rll) TheConmissioner may establ ish such fees as the Conmissioner determines
eiappropriate to cover the costs to the Office of receiving and acting upon
''aPpLications under this section •
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IV. INFRINGEMENT AND ENFORCEMENT

1271. Infringement of patent

• 1 ......"

[INFRINGEMENT] •
(a) Except as otherwise provided in this title. whoever without authority

makes. uses or sells any patented invention. within the United States during
the term of the patent therefor. infringes the patent.

[INDUCEMENT OF INFRINGEMENT]

(b) Whoever actively induces infringement of a patent shall be 1iable
as an infringer.

[CONTRIBUTORY INFRINGEMENT]

(c) Whoever sell s a component of a patented machine. manufacture. combination
or composition. or a material or apparatus for use in practicing 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

. noninfringing use. shall be 1 iable as a contributory infringer.

[EXEMPTION FROM MISUSE]

[SUBMISSION OF ANDA CONSTITUTES INFRINGEMENT]

(2) It shaH be an act of infringement to submit an appl kation under·
section 505(j) of the Federal Food. Drug. and Cosmetic Act for a drug claimed
in a patent or the use of which is claimed in a patent. if the purfXJse of
such submission is to obtain approval under such Act to engage in the call11ercial
manufacture. use. or sale of a drug claimed ina patent or the use of which
is claimed in a patent before the expiration of such patent.
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[INJUNCTIVE RELIEF PROHIBITED FOR" REGULATORY ACTIVITY~']

(3) In any action for patent infringement brought under this section,
no injunctive or other rel ief may be granted tfhich would prohibit the making,
using, or seH ing of a patented invention under the paragraph (l).,

[LIMITATION ON REMEDIES FOR INFRINGMENT BY MAKING AN ANDA SUBMISSION]

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

(A) the court shaH order the effective date of any approval of the drug
involved in the infringement to be a date which is not earl ier than the date
of the expiration of the patent tfhich has been infringed,

(B) injunctive rel ief may be granted against an infringer to prevent
the carmercial manufacture, use, or sale of an approved drug, and

(C) damages or other monetary rel ief may be awarded against an infringer
only if there has been carmercial manufacture, use, or sale of an approved
drug.

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

§282. Presumption of validity; defenses

[PATENT VALIDITY AND DEFENSES]

A patent .shall be presumed val id. Each cl aim of a patent (whether in
independent, dependent, or multiple dependent form) shall be presumed val id
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 invol ving the val id ity of infr ingement of a patent and shall
be pl eaded:

(1) Noninfringement, absence of 1iabil ity for infringement or unenforce
abil ity,

(2) Invalidity of the patent or any claim in suit on any ground specified
in part II of this title as a condition for patentability,

(3) Inval idity of the patent or any claim in suit for failure to comply
with any requirement of ~ections 112 or 251 of this title,

(4) Any other fact or act made a defense by th'is title.

In actions involving the val idity or infringement of a patent the party
asserting inval idity or noninfringement shall give notice in the plead ings
or otherwise in writing to the adverse party at 1east 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 publ ication to be rel ied upon as
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antic ipafion of the patent in suit or, except in actions in the Un ited States
Court of Cl aims, as showing the state of the art, and the name and address
of any person who may be rel iedupon as the prior inventor or as hav ing 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 trial except on such terms as the court requires.

[DEFENSES DURING EXTENDED TERM]

Inva7 idity of the extension of a patent tenn or any portion thereof under
section 156 of this tit7e because of the material fai7ure--

(1) by the app7 icant for the extension, or

(2) by the COI1III issioner ,

to canp7y with the requirements of such section sha77 be a defense in any
action involving the infringement of a patent during the period of the extension
of its tenn and sha77 be pl eirled. A due di7 igence detennination under section
156(d)(2) is not subject to rev iew in such an action.
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<'N. ;SEPARAB ILITY CLAUSE

[tSec.3DZ. If ·.any .-provision -of this Act is declared unconstitutional, or
4:heappl iciJbiUtythereof to any person or circunstances is held invalid,
.'Il:heconstitutionaTitYeOf therenainder of this Act and the app7 icabi1 ity thereof
;toc-.other persons and c.ircunstances shan not be affected thereby.]]

....... --
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