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ABBOTT LARORATORIES, 
;tn Illinois Corporation, 

Plaintiff, 
VS. 

ANDRX CORPORATION, a Florida corporation, 
ANDRX PHARMACEUTKALS, INC., a Florida 
Corporation, and ANDRX PHARMACEUTICALS, 
L.L.C., il Virginia limit4 liability company, 

Dcfcndanls. 
/ 

JOINT STATUS REPORT AND MOTION TO EXTEND STAY 

Pursuant to the Court’s January 8, 2002, Order staying the above captioned litigation, 

Plaintiff Abbott Lslboratorics (“Abbott”) and Dcfcndants Andrx Corporation, Andnr 

Pl~t~rt~~i~c~utic;Ifs, Inc. and Andre Pharmaceuticals, LLC (collcctivcly, “And&‘), by their 

rcspcctivc cot~nscl, jointly submit the following status report detailing lhc current posture of this 



3. On January 24, 2001, the FDA notified Andrx that it was suspending any further 

review of Andrx’s ANDA because the product described in the ANDA did not meet the statutory 

requirements for an ANDA. 

4. Thereafrer, Andrx began a series of communications with the FDA in an attempt to 

have rcvicw of the ANDA reinstated. 

5. On January 2, 2002, the parties jointly moved for a stay because the correspondence 

with the FDA was taking longer than cxpccted. By Order dared January 8, 2002, the joint motion 

for a stay was granted. The Order stayed this action until January 8, 2003. SCC Exhibit A. In 

ittlditio~~, the order cxt~ndcd the statutory stay on FDA approval of the ANDA until the same da&. 

0. On July 18, 2002, the FDA fmally rcjcckd Andm’s ANDA hccausc the active 

ingrcdicnt in An&-x’s proposed generic product was not identical to the active ingrcdicnt in 

UEPAKOTE@. See Exhibit B. 

Status 

7. Since the final rejection of (he ANDA, Andrx has contacted ths FDA questing 

permission lo ,conrctt the rejected ANDA into a New Drug Application (“NDA”). Set Exhibit C. 

8. A&x has bc:cn inforntcd tirlrt Lhc I:iJA will mcot with An&x rq?rwscnUivcz on 

Novunk 7, 2002 lo discuss lhc conversion of the rcjcctcd ANDA into an NDA. Abbott and 

Alldrs rCq,cclfi~lly rcqucst Lhat the c’01@! cxkml Ihc CtJlWIIt my Wlti! for four (4) SlW1lthS unlil 

May 8, Zt)O3 atId 410~ 11~ p:trGcs IO file a s~bs~yucnt joint status rcporl on or before Mtlrch 18, 

200.3. ‘I’lw ?;iherpz~~I SliltUS rupW will advise the C’ourt whctlicr the ANliIA wit1 ho cunvcrtcd 

into ill1 Nl)A or iflhis cntirr: llliltkr can hc dianisscd. 

0. ‘I’!& parlics i1gWC 1lli11 ncithor 0l’lhcl~i \Voult! tW prcjudicctl by tllC proposctl Stily Ol’ the 

litig&jn or L’S~L’IIS~(~II of the slay on FDA approval of the ANDA. Abbott osprcssly rcscrvc% iu 

riyht to claim 31 a lalcr time that, based on facts und circumstitnccs existing now or in the future, 

2 



the statutory stay of FDA approval of the ANDA should be lengthened beyond the time period 

agreed to by the parties in this Joint Motion. 

WHER.EFORE, Plaintiff Abbott Laboratories and Defendants Andrx Corporation, Andrx 

Pharmaceuticals, Inc. and Andrx Pharmaceuticals, LLC respectfully request that this Court enter 

an Order: 

(a) Extending the currcnt stay of this litigation for four (4) months until May 8, 
2003; 

(b) Extending the statutory stay on FDA approval of the ANDA until the date 
cotcrminous with the stay of the litigation; and 

(c) Directing the parties to submit a joint status report not later than 
March 18, 2003. 

Dated: October 8.2002 

ABBOTT LABORATORIES 

F. O’Sullivan ( 143154) 
Akcnnan, Sentcrtitt & Eidson, P.A. 
One Southcast Third Avenue 
Mi;inG. Florida 33 13 I- 1704 

1 It: ( WI JNSt;.t.: 
Ihl~id 53. Koidy 
.tillIICS K. Ililly 
Rohcrt C”. Michcictto 
JilSt)lt (;. W inchcstcr 
JOIICS, Day, Rcavis & Po~uo 
77 Wcwl WilCkCr, Suilc 3SOO 
(‘hic;lgt3,, llliuirio OOOOl- 1092 
(3 12) 7X2-3030 

ANDRX CORPORATION 
ANDRX PHARMACEUTICALS, INC. 
ANDRX PHARMACEUTKALS, LLC. 

BY 

Houlihan & Partners 
2600 Douglas Road. Suite 600 
Miami. Florida 33 134 

01; <‘Ol INSEI .: 
James V. Cost&m 
Martin I’. Enctrcs 
t I&1Pl1 & C’ostiyan. P.C’. 
1 185 Avcnuc ol’ttlc Atllcrices 
NW York, New York 100.36 

t .ilLIl3 J. Sctiutnachcr 
StilCCy t.,. (‘tlr0nis 
Alrlwtt l.itlxv3tOrics 
IOO Ahbutt Park Road 
Alrhott Park, IL 00064-6034 
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ABBOTT L.?LBORATORIES, 

Plaintiff, 

v. 

ANQRX CORPORATION, a Florida 
corporatkon, ANDF!X PKARM?kCEuTXCALI 

I 
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WITED STATES DZSTRICT COURT 
#XJTRERN DISTRI‘CT OF FLORIDA 

:ase No. OO-6520-CIV-XIGHSMITH 

I JAN - 6 2O!l2 

INC., a Florida corporation, and 
,WDRx PHARMMZEUTICALS, L.L.C., a 
Virginia limited liability company, 

Defendante. 
/ -I . . .--I 

i 
QRDE$ 

i.‘. THIS CAUSE is before the Court;upon (I) the parties Joinr 

Motion for Stay and (2) Plaintiff's~Motion to Seal Joint Motion 
I 

to stay. The Joint Motion to Stay 

COURT haa considered the motions an 
I 

as filed under seal. THE 

the pertrnent portions of 

the records, and being otherwise fu 
1 

ly adivised in the premises, 

it is ORI3ERED AND ADJUDGED that: 

(1) Plalntaff's motion to seal joint mcstion to stay is 

GRANTED. The parties' joint motion ifOr stay and its accompanying 
I 

cxhibics shall remain under seal; i 

(2) The partzes joint motion fix Way is GRANTED ThlJ 

lktlgatlon shall be stayed for a pevtod of twelve (12) months 

from the date of this order; I 



I UNITED STATES DXSTRICT CCIURT 
SOUTHERN DISTRICT OF FLORIDA 

(3) The' statutory stay on FD approval of the AHDA shall be 

extended to a date coterminous wit the stay of the litigation; 

(4) This case is hereby REMOV D from the trial calendar; 

(5) The parties shall submit 
t 

joint status report diiailing 

the posture of this litigation wit in nine (9) months of the date 

of this order: and 

(6) To the extent that either of the motions seek a status 

conference, such request is DENIED. 8 ,' 
DGNE: AND ORDERED ln Chambers a! Miami, Florida, rhis 

-- I;71 
222 

day of January, 2002. 1 I 

UNITE 

9 

STATES DISTRICT JUDGE 

cc: John F. O'Sullivan, Esq. 
Eric D. rsicoff, Esq. 
James V. Costigan, E9q. 
Gerald J, Houlihan I I 
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Public He&h Service 

ANDA 75-770 food and Drug Administrstion 
Rockville MD tOl7 

Andrx Pharmaceuticak, Inc. 
Attention: Diane Servello 
4955 Orange Drive 
Forr Lauderdale, FL 333 14 

Reference Number: OGD # 01-375 

Jut I8 2002 

Dear ‘MS. Sarve!lo: 

l’hjs letter is in reference to your abbreviated ne i drug application (A’EID-A) dated December 28. 
1999, submitted pursuant to Section SOS(j) of the Federal Food, Drug, and CZosmetic Act (Act) 
for Dj valprocx Sodium Delayed-release Tablets, 
references the deficiency letter dated January 24, \ 

25 mg, 250 mg, and 500 mg. This letter also 
001, in which you were Informed that your 

applrcation c;lnnot be approved under the Act because the active ingredient in your finlshed 
dosage form 1s not the same as rhe active tngredie 

s 
t in the reference listed drug (RLD) in NDA 

1 S-723 Depakore@ [Divalproex Sodium) D&ye -release Tablets held by Abbott Laboratories 
Inc. In addrtion, we also reference your correspond and meeting requests dated March 8, 
2001, May 2,2001, and June 20,2001. i 

I In response to your concspondtnce, a tcleconferc cc was held between rcpresent;rtives of OGD 
and hndrx on July 26.2001. During this teleconf rence, Andrx was informed that its meeting 
request was denied. OGD also informed Andn d ring the teleconference that the ANDA cannot 
be approved under Section SOSij) of the Act btca e the active ingredient in the proposed 
product, i.c.,valproate sodium, as dtttrmjned by i D during the ANDA review is not the same 
as the JCIIVC Ingredient in the RLD, i.e., divalprocq sodtun. This written response serves (0 

reitclate that conclusion. 

Ckc of t!z besic requirement s under Section SOS(j of the Act is ihat the ANDA conrain 
informatton to Show that the tictivt ingredient of th 

Section 5(15(j)(4)(C)(i) of the Act, FDA cannot ap 
i 

proposed drug product is the same as the 
acttve ingredient in the RLD See Section SOS(j)(Z A)(ii)(I) of the Act. In addition, pursuant to 

ove the Andm ANDA because the 
tnformatjon submitted tn the application IS insuffk ent to show that the active ingredient in the 
proposed product is rhe same as that of the RLD. 

b 
n the preamble to Abbrcviarcd New Drug 

Application Rcguiarions: Proposed Rule, the FDA 
1 

iscussed the requjremtnt that information in 
the APJDA demonstrate that the active ingredient i the proposed product is the same as that in 
the RLD: I 

CONFIDENTIAL A0047795 



c * . 
ANDA 75-770 
Divalprocr Sodium Delayed-release TabI& 
Andrx Pharm~ceuticrls, Inc. 

e: 

‘“The agency interprets the requirement t ar the active ingredients in the proposed product 
be the same as those of the listed drug to 

\ 
can that the &ctive ingredients must be 

idmtical. For example, if the proposed dr g product contained a different salt or ester of 
the active ingredient in the listed drug, t ctive ingredient would not be identical to the 
active ingredient in the listed drug, and Id not, therefore be approved in an AIWA. 
Active ingredient in this context mean e ingredient &kc finis’hed drUe uroducy 
m to its administration.” 

54 F’R 28872, 28881 ( July 10,1988)(cmpha 

You cite the definition of active ingrcdicnr in 2 R Section 210.3(7)-a& emphasize the 
ponion of the definition that the term active ing ient “Mudes those components that may 
undergo ghemical change in the mrnufacture of Jrug product and are present in the drug 
product in a modified form intended to furnish specified activity or effect.” This is a correct 
definition of active ingredient; however, in the text of ANJDA approvals. there is the 
requirement that the active ingredient in the fini d dosage form of the proposed drug product 
submlrted in an AVDA must be the same as the ive ingredient in the RLD. So, for example, if 
your rnanufactufjng process staned out wsth th YC ingredient valproatc sodium and through 
the manufacturing process this active ingredien converted to divalproex sodium, this would 
be acceprable, because the active ingredient in nished dosage form would be the same as the 
RLD. However, the con~se is not true for 

Andrx’s AWA 75-770 was found to be deflcitn d not approvable under 505(j) of the Act 
because the informaQon submitted in the apphca as insufficient to show that the active 
ingredient is the same as the RLD pursuant to 21 3$4.127(a)(3)(i) and Section 
SOStj)(4)(C)(i) of the Act. This conclusion wa ed on our determination that the active 
ingredient of the drug product described in the rx AMZIA exists in the finished drug product 
as valproate sodium. Andrx admits in its J I, letter that IIS drug product does not 
contaln diva&roe% sodium and that it contarns v ate sodtum. DepakotcO contains 
divalproex sodium. Therefore, your product does t contain the same active ingredient OS 
DepakoreO 

The information provided rn your ANDA has fa demonstrate that your product IS the 
“same 3s” rhe RLD according to the Acl and the ttons governing tbc approval of ANDAs. 
AS you were previously informed duting our conversatjon, we do not believe that a 
mcr!tlng IS wananteci to discuss this matter fu nng the teleconference, it was also 
suggested rhat rf Andrx wishes to putsue thrs product, it should contact the Division 
of Neurophiirmacological Drug Products ar 85.0 to discuss the posstbWy of 
submrcrtng !hrs appficatlon under Section Act. Please note that a drug product 
containrng valproarc sodium will not be t call y equivalent to a drug product 
containIn divaiprocx sodium, since they n the same actlvt mgredtent. See 
.4ppr0~ad .&kg Prodtccrs with Thernpeut Evalumiorts (Orongc Book), Sectton 1 2. 

I 
CCWFIDENTIAL i A0047796 
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- k&DA V-770 
Divsiproex Sodium Delayed-release Toblcts I 
An&x Pharmaceuticals, If’% 

I 
if you have any questions regarding this issue, calf Ms. Cecelia Parise, R.Ph., Regulatory 
Policy Advisof to the Director, at (301) Xn future concspondence regarding this issue, 
please refer to the above OGD control a copy of this Ictter. 

Gary f. Bue ler 
Difector 
Office of G net-k Drugs 
Center for 

4 
sug Evaluation and Rcstathz 
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