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UNITED STATES DISTRICT COURT
SOUTHERN DISTRICT OF FLORIDA
Broward Division

HOECHST MARION ROUSSEL, INC.
And CARDERM CAPITAL.L.P,

Plaintiffs and ~
Counterclaim Defendants

v.

ANDRX PHARMACEUTICALS, INC.  : ° 96-06121-Civ-Rostiger
Defendaat and S
Counterelaim Plaintiff : Magistrate Judge Seltzer
v. | : , P
s R T
HOECHST AG, ' . \\
Third Party = N \
Counterclaim Defendant < ‘& ‘\ .
E \v/-\ .\'e
? -
~—
Stipulation

Tluz mulier huving come beiure e Couri v e pleadings of record, and it being
represented the( the above-entitled action has been scttled on the following bases, the parsties
hereto stipulate, agree, and represent

~

L. On September 22, 1995, Andrx filed Abbreviated New Drug Application

("ANDA™) 74-752 with the U.S. Food and Drug Administretion ("FDA™) secking FDA approval
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to manufacture and sell a generi¢ form of Cardizem® CD, a cardiovascular drug manufeactured

and xold by HMRI.

2. On December 30, 1995, Andrx certified to HMRI that the product reflected in
ANDA 74-752 did not infringe patents owned or contzolled by HMRI or lts affiliates as
anticipated by 21 U.S.C. Section 355G 2N ANvii}1V).

3 On January 31, 1996, HMRJ (iled this action against Andrx alleging Andrx’s
infringement with United States Patent No. 5,470,584 (“the ‘584 patent™).

4, HMRI und Andrx have diligently prosecuted and defended this action:

s, HMRI believes and continues to assert that the formulation of the Andrx product
identified in the complaint in this action did and continues to infringe the relevant HMRI patent,
and Andrx believes and coutinucs to agsert that it does nol or that such pateat is invalid;

6. On September 11, 1998, Andrx filed a Supplement 10 ANDA 74-752 (the
“Supplement™) with the FDA reflecting a reformulation of the product that Andrx intends 1o sell.
(“the Reformulated Product™), which the partics hareto agree is an suthorized supplemonation of
ANDA 74-752 and which, among other things. provided for & modification in formulation and
the dissolution specification for one of the {ntermediates for the produst — diltiazem

hydrochloride extended-release SR2 pellets.

7. On February 3, 1999, Andrx certified 1o HMRI that the Refonmulated Product
reflected in the Supplement docs not infringe g;atcms owned or controlled by HMRI or its

affiliates as anticipated by 21 U.S.C. Section 355(G)@NANvii)(IV).

8. Without waiving or compromising to any extent its dcfenses in this action or

otherwise and without to any extent conceding that any patent in suit is valid or that any Andrx
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product violates any said patent, Andrx, having received ar believing it is about to reccive EDA
approval (or the Reformulated Product, intends o commence marketing of the Reformulated
Praduct following recsipt of such approval and in such event (unless Andrx has obtained &
license from HMRJ to marke: a Cardizem CD product prior (o that time (“Prior Licensing™))
shall not market in the United Siates its earlier version of said product, inventories of which shal)
bave been or shall be destroyed exccpt as may otherwise be required by law.

9. [o light of the representations and sgreements of the parties as recited herzin, the
parties believe that they can xvoid furdher litigation over the Reformulated Product and promote
the prompt commencement of marketing by Andrx of the Reformulsted Product puryuant to

ANDA 74-752 as roore fully described herein.

10.  Andrx stipulatos end agrees that, upon spproval by tve FDA of the Reformulated
Product (unless Prior Licensing has socurred), Andrx peeseatly intends to manufacrare and sell in
the United States 8 Refonnulated Product that incorporates SR2 pellets having dissolution values
substantially the sune s the values set fonth in the daw shoets which accompanied Andrx’s leter
10 HMRJ dated October 7, 1998, For the purpose of this Stipulazion, SR2 petiets shall be decmed
to heve substantially the same values es set forth in seld data sheets if the aversge dissolution of
a single batch of SR2 pellets az 18 hours {3 not less than 68% (the “Applicable Dissolution
Values”).

1. HMRI sdpulates and sgeees thet, imespective of the dismissal of this action,
reither it aor its affiliatcs shall inltiate or prosecute any actian, claim or prooceding directly or
indirectty alleging patent infringement with respect 1o the Reformulated Product or seek 10 enjoin

Andrx from manafictusing or masketing the Reformulatod Product or seek any demages or other

3.
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terminate a3 of Junc 1. 1999, and the perdod for taking » licenss under Parageaph 6(A)() shall
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remedy on account of such manufacturing or marketing, whether in & new action or in this action
provided that the Applicable Dissolution Values are met or exceeded. The parties agree that
Andrx is free to amend, modify, or supplement the Supplement, in which event nothing in this
Stipulation precludes HMRI from sssecting that the change constituting the amendment,
modification, or supplementation infringes its petents, except that HMRI shall be precluded from
asserting that any sald product infringes bused on the dissolution values of the SR2 pellets if said

product meets oy exvecds the Applicable Dissolution Values,

12, Without 10 any extent limiting the foregoing, before HMRI initintes any sction,
claim, or proceeding against Andrx, including without [imlttion on the grounds that the SR2
pellews contrined in the Reformulated Product do not meet or exceed the Applicable Dissolution
Valuea, HMRI shall pravide Andrx with at least 30 days prior express written notice of said
alleged treach together with full particulars of the alleged grounds of the breach and the bases on
which HMRI belicves that breach has occurred, To the extent that Andrx cures the alleged
bresch within 30 days of receiving such notice (or such other longer period as HMRI in writing

expressly consents), such cure shall be deemed full compliance (retroactive 1o the date of the first
asserted defauit).

13.  The parties further stipulate and agree that this action, together with all claims and
counterclaims set forth in the pleadings bereis. are hereby dismissed. Approval by the FDA of
the Reformulated Product shall censtitute Final Judgment under the Stipulstion and Agreement
betwoen the parties dated September 24, 1997 provided however that the periods for calculating
payments pursuant to  Paragraphs 3(B) and 4(A) of s;id Stipulation and Agreement shall

tenmtinate as of June 1, 1999, and the period for taking a license under Pasagraph 6(AXi) shall

el
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commence immedistely and shall end on the date 30 days after receipt by Andrx of said
approval. Any license fee paid by Andrx pursuant to a license taken under Paragraph 6(A)(iii)
sha!l be refunded in the cvent thet FDA approval of the Reformulated Product occurs prior to
January 9, 2000. The partics further agree thet any obligations aristng under Paragraph 7(B) of
the September 24, 1997 Supuiation shsll be deemed fully satisfied without any further or other
payments by either party 10 the other.

14. The signatories herelo arc fully suthonized to execute this Stipulation and
Apreement, and this Stipulation and Agrcement is and shall be binding and effecuve

immediately as between the parties hereto aad upon their afliliates, successors and any prior ot

5.
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subsequent assigns without further urder of this Court or otherwise, and shall be in addition 1o

iny other rights or understandings of the parties unless expresgly stated 10 the contrary herein.

AGREED TO AND ACCEPTED BY.

HEINRICH GORDON BARGROVE
WETHE & JAMES. P A.

500 East Browsrd Boulevard

Suite 1000

Fort Lauderdale, FL 33394-3092
(954) 527-2800; fux (954) $24-948)

@6rdoki Jarhes, 1TV, E<q. d
Florida Bar No. xf:V
Kenneth W, Wate

Florid}Bar No. 0994235

Datc: A 4A\Q Ol; lqﬁlc?'

JONES DAY REAVIS & POGUE
599 Lexington Avenue
New York, New York 10022

. By:
ay:%wz/ %’V}Q’W\ Sefres V. C ostigan, Esd.

Thomas V. Heyman, Esq/
Date: QWI f,/???
/4

Auomeys for Plsintiffs and

Counterclaim Defendants
Hoechst Marion Roussel. Inc. and
Carderm Capitel, L P.

ISICOFF & RAGATZ

1101 Brickell Avenue

Miami, FL 33131

(303) 373-3232; fax (305) 373-3233

EREY

Eric D. Isicoff, Eaq,
Florida Bar No. 372201

Date; Jvie qv, ja 48

HEDMAN, GIBSON & COSTIGAN.P.C.
1185 Avenue of the Americas
New York, New York 10036

v NPl

Dste: & P { F?'f'
L o

Attorneys for Defendant and
Counterclaim Plaintiff
Andrx Pharmaceuticals, Inc.
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