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Acarkise Tablets
Response to Request for Comments
C'un c rOl l ed Correspondenc e

RO\i?Ilt Lil b O ra SOYits . Inc . ( Ko\ .:i?G) re-s ]?O nds to tI1C 8.̀Tc,'lli:0i solicitation for
comments on p C: 1lCllil t, abbreviated ; 1C \4 dl-U!2 ~' 0 4.:• l 1 G'.a.t 1 C)21 s (ANDAs ) l6T .A : Fi i" bL! s L

Tablets (C)GL7 #1 0 ;`-1~ .54) . In its September 26 . 2007 ; ix correspondence . the

a JIen C v specifically i n q L1 : l•e> about iZaxane oi,ii1 icm on ho« the Federal Food .
6I ' 1 1 S_T and C o i11 iz T 1C Act's (tile Act) 180 Q8 1• g t t i ei' i C drug cx ::J . 1 s l :' IYl' forfeiture
provisions . a s well a-, the patent j Wov;5i o tl . apply to these specific swl of

ai' c Ts , i s detailed I?:il ,\\ . Rf)\ S l i t b c3ic es that any otherwise i'. }t p l •() l i3 b I c: A ?`: D :~

for ili a i'i?i? st: tablets containing a Paragraph IV C't`f"t? f ;Ci::IJ ;I that (5 . 11 8 : ~, 12: No .

; ~,~()- r .!t)9 the ~' .l i ::l? t ) which E\i?IT't"'> ti e j. .̀•?c!71f)e I ' 6'0'009 . I S I il \ ~l l l :] . not
1111 1 4i Qi'd il ll(j Lill should be g t ii ll l tif immediate final apprcl%al .

R C`Aiil7c .' believes I l li':: :! ì I :: ::Jt i,'i l l, if i l =.1l mo . P 0 1' :CItUI 'C Cl' ;ii'15IJ INUYSLIUA 10, Chic

1-- i ) A Act as modified f? -\ he Medicare P 1'ti'S c f, ;'TIC?7 7 I)Ctl" Improvement i?il C.
Mod ern :zatic.,nActt19'~q ;lloi'-2Dil±(Pu b liv Law, I 08 -1i ;~a ~

Iil 'ct t?i l :7 l l il ! the loss i?? , t b c IIS f) - d £i~ ;: x,, I : 1 5 ; v !l \ for 1 h f: fir st appl I: :i 11 `t and ii l l co; : i13 i

for the final approval of am• other applicant's <.:hea-wise apprmablc ANI:M .

The 'AMA was >i2ned into law on December 8 . 21 0()3 . Any ANDA filed on or

after December 8 . -~00 ~ is subject to the regulations contained within this Sta : :ate .

Per the Paragraph IV Certification List on the fda .gov"%ederogd \vehciie . the first

ANDA for acarbnse tablets that contained a Paragraph IV certification was tiled
on March 2 21 , 2005 , This filing is therefore subject to the regulations contained
within the MMA .

i1MA Section 1 J02(D) details the various circumstances under N\hich the

fearfeiitare Of 180-c!a}° ..x ::lusiti it\ Could be triggered . Pursuant to NMMA Section
II (l'(I)j(i)i1V) thereaf(fllA At this first applicant
for{eits its 180 days of market exclusivity as the first Paragraph IV filer if it tails.

to obtain tentative appro\ al of the application lV illll'!1 3 0 111011[I1S eijl E' f the date on

which the application is filed, unless the failure is caused by a change. in or a
review of the requirements for approval of the application imposed afterlhe date

on which tile application is Filed . "

Because the first : ~̀'~ .1)A for acarbose tablets tras fi led on M arch :'? '0(~~ ,

appro v al must have been obtained b\ September 22. ?tlCa ? ( i .e . 30 njall tlis from

date of filing) to avoid forfeiture . By failing to obtain approval before September
22, 200 7 , Ro\ane respecctuil y submits that the first app li cant has forfeited its 18 0

}3oeliringer Ingelhei m

WildRoxane Laboratorie s

Eli zitheth k. Erma

[) f 2_i - lt u l tiuz~.rec i'roti, i rt 4

0 1 - 4

. %,k, ,~ taso:, ;:o :~: ;
i' oi ci,n b us ; .? I i -1 :

APP 71.1-0~c/~ liff /



^ BoehringerIngeltiei m

W111d Roxane Laboratories
d~~, r7fi»arl,e< <xcii;~ivin . Asa result . any otlier;aisc approvable 1'anaar•anli I V
certification c0ntaininL,ANDA should receive Final appr(i\al .

AiternativelN . Koxene contends that if the Patent -,69 is delisted tram the

Approved Drug Products with C.Iz :rapeijtic Equivalence [=valtlatiaHs (the 01-a~)12e

Book}
.. . ~, ~tc~,. aseco,~d c;v~Iuri° e\er : has occurrc.ii . The F1") :? Act fi.urtile, ;3t.3t :?a

(i?(>I;.I)jti}(1)? .forfeiture Of the I 8) G-6v cac.i t; \ a f- ailarc to 13arkez (-;Z50 5

!k forfeiture Cl lil . is t f 1 hC 'first a!? ;fl1c .,i1 : It:llc~ it, market the di'Lla, I)% ; the

later of (a) 30 131 :7n- I : 1S iii i C l' the Cl~~;iC O t S l ,(?pli]s-,60SI of the apS?iScFit ':i.li o" th

e applicant{ ~.505 i,ltr ~}it)){i3tij( .~a)(f3I3)i or ON 75-days after the paten t

i7i ;fio1' til 8 tlq11 S U bITlii[ i.'C1 is 1',Sl f idI'<ilYli by the (, '\ DA } hi :;iii :t '

i j}f ~}( l~ i('t }~ 1)i bli)• .̀ C'C~ ). -

Roxane contends that if \N-,, aE,,~l~ c ;~:e "faiiure to m, rkct~' provisions of the MMA

to the facts at hand . the first applicant has again forfeited. Its 180 day exclusivit,\ . .

Since the firs+. A','i)A for aca .*!;ese ta>>lez.> »a-, filed on March 22 . 2005 and

Bayer Pt:arrrtaceutical> . the \C) : ti holder for Precose' _C al;lets A.LD for Acar't>osc=

.Fablels), requested delisiin :; :}fthe '769 Patent (the onk Orange Book listed

patent) on April 16 . :10077 . the firs: applicant must l sa ;e ~i-<<;ikete~l by the later of :

4epteml'>ei 2007, r :=t) Ivio;atiIS Of the ti ;sr applicant' :: A?Nl:)A .

noted a 1's!iV e J OC . ) UTiC 10 , _{;i j ^ i%i d<,-, S after 16 . 200 \\hen Baye r

1i 11hd 1'4 w the ' 64 Patent l ;1 fo 1 '1?+ .t11 o11 ) . B\ ti lilil? , to market I? , September 2'1

NO (flit later of the, I 1~ ;> d i1iC ~: , . R <?X3 nc :ctip ;,cifit l l : submits That the 1 13'>t

i3 pp !l L.rill . I Ct s forfeited its 18 0 :i1i \ ti O r IIA :I I'll cl '4l' IFI'.1\ iT: ill as a i' C":1l , 1. iei il

otherwise apprt»°able A .N1),,\ should be m ;<: ;t. ed r31ai r;ppro\ Ill .

t . o i' r2 5 po I 7 d c:l1C :. .t)n ic r ti li i g tins I e . .vi'Sh oi l i(j N ::fl'cc [ .u' . L .. . .I,d bell h f , i'(1 s T .
. . .

~)t) '~ c 1.;71' . D~~f9 - :~'~tl iTlaOill 'Cc il 1 't)tE ii C i> . ~ Z .t> ?. <l i l@ ~ ..:Ft ill~ l'~l l i7i'It'S . Inc ,

1 can be reached at (6] 4)'27-1-4 ~S-~ and by teIeiax at f614i 2 ;6-2470 . In rn>

absence, please contact Murih mn Davis . K~,tulacorv Affairs Manager ar(614)

'14 11-411 2 3

Re specTi'ully .,. ,.
~ . . . ° _ .. .., - -

. : ~ .

~ Director. f_)IZ A: Ulfisource Products
_ l-al16atc>l-ics . Inc .kit

614 -71 ') -4787 4tr liT'

L 614-204-059 1 cell
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