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‘both" mnovatwe and genenc dmg_'
erenced docket'-s' ‘

; atson stmngly urges FDA - adopt! the poli
excluswlty arising from a successfull paragraph IV cﬂa]lenge fo an. Orange Book patcnt is
mggered less than 180 days beforc the start ¢ }m-mg) a pediamc excluswﬂ:y pencd that the
genen drug exclusivity period. ruI 15 ¢ vely fdllowmg exptrahon of the. pediatric
_,?lpcnod Having " these ave the umintended
. consequence ‘of depriving the first-to-file ‘f thc ﬁ.lll 180 days of

- generic exclusivity afforded by the. Hatch-Waxman Am i
- “Cosmetic Act.- For certam drugs, this could disc: ‘ ,paragraph IV challenges and thereby_

._d:elays the earliest possible market entry of lower-cost dru’ ‘products for consumers.

o The mtersectmn of generic ﬂﬂld pédiam‘ﬁjw cli
e Orange Book patents. for the same dru; , where generic ¢
; ﬂpphcan who success lly demonstrat s thee invali

q also a‘nsﬂ es pédlatfic testmg rcqmrcments
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Consecutve runnmg 6gfj7?thé ; gener# and pedlatnc exclusmty penods 1in these

situations is supported by: (1) pertinent language n
. Hatch-Waxmman, Amendments ‘couple: with pertiner
‘of the Food and Drug Modermnization Act of 1997 (3

interpretation: and: (3) addﬂ:mnal legl latWe 1111 nt
Congrcss to FDA ‘ .

) thc generic drug exclusivity provision ‘of the
t language in the pedlatrm exclusivity section
DAMA) (2) accepted principles of statutory

reflected in relevant letters from members of

l.ll_l"‘a

L §tatutog Laﬁgls ﬁgé IThe genenc cimg cxclus1wty provision, enacted as part of

’ Hatch—Waxman in 1984, is couche ‘in terms of the time period during" which approval of

ANDASs subsequent to the first AND| cuntammg ‘
final. The. ﬁrst—to—ﬁle apphcant is ‘gsured of 1 "
- approval of subsequently-filed A.ND “shall be r

gaxagraph 1V certification canmnot be made
days of market exclusivity because final
e effective not later than one hundred and

eighty days” followmg the date of a b urt: dBClSl‘LJll of mvahdlty or non-infringement of a patent

which the first-to-file applicant. has su¢cessfully chi

the ﬁrstvto—ﬁle applicant). 21 U S. C 3550)(5)(]3)( Y.

enged (or the ﬁrst commermal marketing by

T he pedlatnc excluswlly amen ‘ ent later eny cted as part of FDAMA in 1997 gives force
and effect to the full 180 days of the generic exclusivity period. In pertinent part, the pediatric
exclusivity section. states that when a listed drug NI ‘A holder successfully prosecules paragraph

IV litigation as well as fulfills’ ‘pediatric: exclusivi te.§tmcr requirements, “the period during
which an apphcatmn may not be approved under sectlyon 355 (§)(5)(B) of .this title shall be
extended by a penad of six months aftc; the date the patent expzreé » 21 US.C. §355A(c)(2)(‘B)

Accordmg to this very Word]n#' the period when ‘180—day‘ generic excl’usr;nty begins to

run under Hatch-Waxman is simply extended by

e six-month period of pediatric exclusivity .

provided by FDAMA. The pediatric pxclusivity postpones the start of the generic exclusivity
period. ‘It clearly does not truncate the generic exclusivity period.  The plain statutory language
of FDAMA’s pediatric exclusivity se nc‘m»preserv the full 180 days of generic exclusivity

intended by the Hatch-Waxman legislati vecompm

5E.

2. Stamtqglntgpretatmn. There is A long- é.nding principle applied by the courts
to intersecting provisions of the FD&(C Act. TT: j ost harmonious, comprehensive meaning
P

possﬂ:le must be’ apphed giving effect) to both::

isions in light of the legislative policy and

purpose.  See. Weinberger v. Hynson,  Westcott Durmm Inc., 412 U.S. 609 (1973)

principle supports the consecutive running of the

that neither the first-to-file ANDA applicant nor the'

accorded by the respective statutory provisions.

- (interpreting the mew drug definition d the NDA ectiveness reqmrement) Manifestly, this

g neric and pediatric exclusivity periods, so.

1sted drug NDA holder loses the pnvﬂcges

‘ , ' @oo2
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Congressman ‘Waxman -‘;archﬂ:ects of the generj
pediatric exclusivity provision of FDAMA_ h
latter period was not intended to short ;
coumcanons should be taken into ﬁccount bylﬂﬂi u

ten the fd
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a legislative intent that the
Whﬂe not part of leglslatlve hlstory, these

7 ageﬁcy in dec:dmg this i 1ssue




