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Ladles/Genﬂemen

_ Par Pharmaceuucals Inc‘ of Sprmg 3 leey, New York, a dlsmbutor of. genenc’[
‘ drug products, subrmts the. followmg comments to th abm e-ldentlﬁed docket R

: Par strongly yrges FDA to adopt the pa 1cy, in mstanccs When generic drug ’
exclusivity arising from a successful patagr: ‘ lenge to an Orange Book patent is
( Mggered less than 180 days before the sta g) a.pediatric exclusivity period, that the
~.generic drug exclusivity penod runs consecutivel "fcl wing expiration of the pediatric
- exclysivity period. Haying these pemnds run concurrently would have the unintended result of
- depriving the first-to-file ANDA app plicant in this situation of the full 180 days of generic
exclusivity afforded by the Hatch-Ws jan Amenc{l‘m nts to the Federal Food, Drug, and
Cosmetic Act (FD&C Act). For certain drugs, tlns cou Id dlsqcu:ag¢ paragraph IV challenges,
and thereby delay the earhest possxble market en many lower-cost drug products for
consymers. E N e ' o

, ‘ The mterscctlon of generig and pedi "ufi :‘exg:luswny can occur in cases of multiple
Orange Book patents for the same drug, where generic exclusivity is awarded to the first ANDA
~ applicant who successfully demonstrates/the invalidity|or n :mfnngement of one such patent in
paragraph IV litigation, while pediatric e xclusivity is ¢ ward{edu o the NDA holder for the listed
, i infringement: of another such patent in

~ drug who successfully obtains a judgment of validity ‘
the same or similar paragraph IV’ htlgatl' n, and’ who also satisfies pedminc testing requirements

for the drug, .
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Consecytive running of the genetic and deiaﬂic exclusivity periods in these
situgtions is supported by: (a) pertinent language ir 1 the generic drug exclusivity provision of the
Hatch-Waxman Amendments coupled with pertinent lankuage in the pediatric exclusivity section
of the Food and Drug Modernization Act of 199]7 HDAMA); (b) an accepted principle of FD&C

Act interpretation; and (c) addmonal lleglslatwe tent reflected in relevant letters from members
of Congress to FDA.

ision, enacted as part of Hatch-Waxman in

¢ The generic drug ex .clusmty ro
'ch approval of ANDASs subsequent to the

1984, is couched in terms of the time period during \
first ANDA containing a paragraph IV certification ¢ annot be made final. The first-to-file
applicant is assured of 180 days of market exclusivity because final approval of subsequently-
filed ANDAs “shall be made effective not later than/one hundred and eighty days” following the
“date of a court decision of invalidity or non-infringerr ent of a patent which the first-to-file
applicant has successfully challenged (or the first commercial marketing by the first-to-file

applicant). 21 U.S.C. §355G)(5)(B)GV).

The pediatric exclysivity amendment, later enacted as part of FDAMA in 1997
gives force and effect to the full 180 days of the generic éxclusmty period. In pertinent part, the
pediatric excluslwty section states that when a I:%t ‘drug NDA holder successfully prosecutes
paragraph IV Litigation as well as fulfil clusivity testing requirements, “the period

Is pediatric e ‘
during which an apphcatmn may not bg approved' der sectjon 355 (1)(5)(B) of this title shall be
extended by a penod of six months afie;

o}

eriod when 180-day gcnenc exclusivity

ed by ‘the six-month period of pediatric
sivity postpones the start of the generic

neric ‘exclusmty period. The plain

ity |section preserves the full 180 days of

generic exclusi‘vity‘ intended by the Hatch-Waxman leg slarve comprormise.

-excluswuy prowded by FDAMA. Thc
exclusivity period. It clearly does not t

plied by the courts to intersecting
omprehensive meaning possible must be
he legislative policy and purpose. See, e.g.,

2 U, S‘ 609 (1973) (interpreting the new
ment) Manifestly, this principle
\dmtmc exclusivity periods, so that neither
DA holder loses the pnvﬂegcs accorded by

drug deﬁmtmn in hght of the NDA effe txveness r:f"
supports the consecutive running of'the ge f
the first-to-file ANDA applicant nor the|listed drug
the respective statutory provisipn‘sh
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e Recent letters to HDA from Se

authors of the generic exclusivity provision wh

of FDAMA, have clearly indicated C

into account by the agency in deciding this issue.

MNO.@33 P.4

tor Hatch and Congressman Waxman,

21%: vo:ted on the pediatric exclusivity provision
inten that the latter period was not intended to
shorten the former, While not part of|legislative his

ory, these communications should be taken
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