


UNITED STATES DISTRICT COURT
SOUTHERN DISTRICT OF FLORIDA

BROWARD DIVISION
ANDRX PHARMACEUTICALS, INC., CASE NO.:01-6194-CTV-DIMITROULEAS
Plainiify, Magistrate Judge Johnson
\ 2 ) : .
BIOVAIL CORPORATION
INTERNA . ANDRX
ngg;ﬁ UTICAL, INC'S NOTICE OF
and FILING DECLARATION OF

) SER O
TOMMY G. THOMPSON, Secretary, U.S.
Departiment of Health and Human Services,
BERNARD A. SCHWETZ,D.V.M,, Fb.D.,
Acting Principal Deputy Commissioner, 1.8,
Food and Drug Administration, and U.S.
FOOD AND DRUG ADMINISTRATION,

Additional Defendants,

Plointiff, Andex Pharmaceuticals, Inc. (“Andrx™) hereby gives notice of filing the attached

Declaration of Dians Servello in connection with Andrx’s Motion for Summary Judgment Declaring
Additions] 30-Month Stay Inapplicable or Eliminated,

Dated: April 8, 2001
Regpectfully submitted,

SOLOMON, ZAUDERER, ELLENHORN,
FRISCHER & SHARP

Louizs M. Solomon, Esq.

Colin A. Underwaod, Esq.

Jennifer R. Scullion, Esq.

45 Rockefeller Plaza

New York, New York 1011}

(212) 956-3700

Anorneys for Andrx Pharmaceuticals, Inc.

HOULIHAN & PARTNERS

Gerald J. Houlihun, Esq.

2600 Dovglas Road, Suite 600

Miamj, FL 33134

(305) 460-4091

Attorneys for Andrx Pharmaceuricals, Inc.

ISICOFF & RAGATZ, P.A.
Eric D. [sicoff, Esq.

Toresa Ragatz, Esq.

James A. Weinkle, Esq.
1101 Brickell Avenue

Suite 800 South Tower
Miami, Florida 33131

(305) 373?5
Bv . ._L_ 5

Eric D. Isicofl
Florida Bar No. 372201
Anomeys for Andrx Pharmaceuticals, Inc,




CASE NO.:01-6194-CIV-DIMITROULEAS

CERTIFICATE OF SERVICE

‘ T HEREBY CERTIFY thac on this 9 day of April 2001, o rmue and cowect copy of the foregoing has been
served via fax and U.S. Mail upon

Maubew Triggs, Esq., PROSKAUER ROSK LLP, Artorneys for Blovail Corporation International, Onc

Boca Place, Suite 340 West, 2255 Glodes Road, Bocy Raton, Floride 334317360 (S61-241-7145 .
facsimnile);

Beucdict P. Kutbne, E3q., SALE & KUEHNE, P.A., Altorneys for Blavail Corporation Jmernational,
100 S.E. Second Street, Suite 3530, Miami, Mlorida 33131 (305-789-5927 - facsimile);

Michael A. Cardozo, Esq., Ronald §. Rauchberg, Esq., Nancy Kilson, E1q., FROSKAUER ROSE
LLP, Adtorneys for Biovall Corporarion Intemational, 1585 Broadway, New Yark, New York
10036-8299 (212.969-2500 - facsimile);

Sidney Katx, Evq., Eri¢ C. Colten, Esy., Robart B. Brefsblatt, Esq., Charles R. Krikorian, Esg.,
WELSH & XATZ, LYD., Anorneys for Biovail Carparation International, 120 Sowth Riverside
Plaza - 22nd Floor, Chicago, Minois 60606 (312-789-5987 - facsimile);

Andrew E, Clark, Esq,, U.S, DEPARTMENT OF JUSTICE, OFFICE OF CONSUMER
LITIGATION, Atrorney for the additianal federal defendants, P.O. Box 386, Washington, DC
20044 (202-514-3742 - facsimile)

Margaret June Porter, Exq., Chief Counsel and Kevin M. Fain, E4q., Associale Chief Connsel, U.S.
FOOD AND DRUG ADMINISTRATION, Atforneys for the additional federal defendants,
5600 Fishers Lane, RocKville, Maryland, 20858, (301-480-2255 - facimile).

 moseses,

L%

Eric D. IsicofP
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UNITED STATES DISTRICT COURT
SOUTHERN DISTRICT OF FLORIDA
BROWARD DIVISION

ANDRX PHARMACEUTICALS, INC,,
Plaintifi,

v.

BIOVAIL CORPORATION,
Defendaat,

And

TOMMY G. THOMPSON, Secretary, U.S,
Department of Health sod Human Services,
BERNARD A, SCHWETZ,D. V.M., FuD,,

Acting Principal Deputy Commiasioner, U.S,

Food and Drug Administeation, and US.
¥OOD AND DRUG ADMINISTRATION,

Additional Defendants,

d

CASE NO.:01-6194.CIV.-DIMITROULEAS
MAGISTRATE JUDGE JOHNSON

ECLARATION OF DJANE SERVELLO

DIANE SERVELLO, pursusnt to 28 U.S.C. § 1746, declares as follows:

1. X am Director, Regulatory Affairs for Andx Pharmaceuticals, Inc.

(“Andrx”) Iheve extensive experience in the regulgtory process required to obtain FDA

epprovel of a generic drug, In my position at Andrx, I am responsible for Andrx's compliance

with the ragulazory requirements govenﬁng generic drug manufacturers, including the

submisgion of Abbreviated New Drug Applications ("ANDAS") containing certifications

puwseant to 21 U.S.C. § 355())(2)(AXvi)AV) ("paragraph IV cerifications"). X submit this

declaxation in support of Andrx's Motion for Summary Judgrment Declaring Additional 30-
Month Stay Inappliceble Oy Eliminated. Except where indicated, I make thiz declaration on the

basis of personal knowledge or based on my review of company records kept in the ordinary and

regular course of businoss.




CASE NO.:01-6194-CIV-DIMITROULEAS
’ MAGISTRATE JUDGE JOENSON

2. Andrx submitted its ANDA for a gencric version of Tiazac to FL)A in June
22, 1998, The ANDA containod a paragraph IV cextification addressing Unived States PPatent-
Numbex 5,529,791 (the ***791 patsnt™), which was listed in the Crange Book as “clajming”
Tiazac, Andrx gavé Biovail notice of tﬁc certification, which Biovai] received on August 25,
1998,

3. By facsimile dated Pebruary 2, 2001, FDA notifled Andrx was required to
provide 2 new patent cectification addressed to United States Patent Number 6,162,463 (the
“'463 patent™). A truz and correct copy of the PDA’s fecsimilc is attached hersto as Exhibit A.

4. On February 16, 2001 Andrx executed an amendment to its ANDA edding
2 paragrs;zh IV certification claiming that the ‘463 patent was invalid and would not be infringed
by Andrx's product. Andrx sent notice of the amended certification to Biovail. Andx's notce
to Biovail was made under protest and without waiving Andrx’s claitns that no certification was
required and that Andrx's cectification would not delay final FDA approval. A true and correct
copy of the notice to Biovail is attached hereta as Bxhibit B. On information and belief based on
Unitod States Postal Servics Express Mail receipts, Biovail received the notice, through an agent

for service of process, on February 20, 2001.
X declare under penalty of perjury that the foragaing is true and corvect.

Executed on April &, 2001 in .@;:i_, Florida.

éla.ue /C-/da

Diane Servello




EXHIBIT A




| OFFICE OF GENERIC DRUGS, CDER, EDA

| ‘Rockville, MD 208552773 (301.594-0320) Ta M‘CL-K
Ljea Jon
TO: APFLICANT: Ansrx Pharmacesicals, Inc TEL: 954-581-7500
ATTN: Dixans Servelio PAX: D54-557-1054
FROM: Bonnis McNeal PROJECT MANAGER: 301-827-5843
Dear Madam:

ANDA 75401 K8 ..

RN 111 2 | .
Documant Cortrol Room, Meno Pt “orthr .- (ke . f
7500 Standish Place, Room 150 G - G ot Lodr

This facsimile ix in reformnce to your abbravigted pew drug appliestion dated Tune 22, 1998, rubmited pursuamt w
Section 505(f) of the Fedarsl Food, Prug, aad Coxmetio Az for Diliarers Hydrockloride Pxiended-relesse
Capsules USP, 120 mg, 130 mg, 240 mg, 300 my end 360 =g,

Refereace is also.roadn to your amendmers dated: December 13, 2000,
Amached ared]_pages of ruinor deficiencles aud/or communts thar should be respoadad to within 30 ealmndar days

from the date ofthis document. ‘This fecaimils is to be rogarded 25 an officisl FDA comtmunication aad vnlssy
raquortad, a bxrd copy will not b mailed  Your completo respoose sheuld be (1) faxed dirsctly ™ our documenm

b commrol roorn at 301~ 5274337, (2) mailed direcxly to the sbova addrecs, xad (3) the cover sheet should be cleasly

marked 2 FAX AMENDMENT,

Pieasz note that if you are unabls ts provide a complee response within 30 calesdar days, the filo o this
application will be ¢loyed as x MINOR AMENDMENT and you will be required tatzke an action described under
21 CFR 3)4.120 which will eithar Emend or withdraw the spplisatios. Accordingly, a msponsa of prextar than 30
days should be clearly yoarked MINOR AMENDMENT xnd will ba toviewad according to current OGD policies
and procedutes. Facaimiles or incomplets responast rcaived after 30 calendar days will net bs coatidered for
roview, nor will the teview clock be resctivatad ureil all deficienciea bave boen addreased. You bave boen/will be
notified in & separats communicrtion from cur Divisios of Bisequivalmcs of any deficiencies idegtifiod Suring ous
review of your bicoquivalence data, Purther i a majer deficiency is cited in the bicsquivalencs revisw, the
subsequent Not Approvable letter will request that ths reply be declarsd 8 MAJOR AMBNDMENT.

SPECIAL INSTRUCTIONS: %

Pazet information only requestsd. Bioequivalencs comments arz inchuded,

THIS DOCUMENT IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND

MAY CONTAIN INFORMATIOX THAT 1S PRIVILEGED, CONFIDENTIAL, ORPROTRCTED FROM

DISCLOSURK UNDER AYPLICABLY. LAW.

gwd”m&cﬁn!:d&wttmmewvstumw&ﬂﬂmmMW‘“‘&T*“";‘;‘“&“"’““‘M

MM YL, er e Betien e Une mac wt €f B sames wkion e net st arleod. 15 yvon e rncrvad (his ot n omut, plemee intrmdiedy
ROty wa by tlapheoic bnd Petuan i Lo us By all & he ahovy sddron,
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Chaexistry CommeatlR ko be Provided =0 the Applicant

ANDA: 75-401 APPLICANT: Andrx Pharmaceuticals, Imc.

DRUG PRODUCT: Dilti&:emxﬁgggachlaside Pxtended-relense
Capsulex USP, 120 mg, 180 mg, 240 mg, 300 mgy and
360 mg

The deficiency below reprasents a fax deficiency.

Plmapge provide a patent certification to paten:t #61E24€3, which
mxpires an April 28, 2018.

Sincerely 'yours,

S—,

Florence S. Fang

PDirector

Divigion of Chemisnry IX

Office of Ganmric Drugs

Center for Drug Evaluation and Research




BIOEQUIVALENCY COMMENTS TO EE PROVIDED TO THE APPLICANT
ANDA: 75-40) ABFFLICANT: Andrx Pharmaceuticals

DRUG PRODUCT: Diltimszem Hydrochloride ER Capsules,.USP
120 mg, 180 wmy, 240 mg, 300 m3, 260 mg
Amendmant dated 12/12/00

The Division of Rioequivalence has completed its zeview and has
ne further gQuestions at thia time.

We acknowledge that the folleowing dissolutien tegting hes been
imcorporared inco your stability and quality control programs:

The dissclutien testing should be wzonducted in 300 xl of pH
7.5 phogphate buffer, at 37°C using USP Appavatus 1

(paddle) at 75 rpm.’ The test produst should wmeerc the
following specificacions:

2h NMT 25%
4h 20%-40%
éh €0¥~-B5%.
i2h NLT 70%
leh NLT B0%

Please note that the biceguivalency comments provided in this
communication are preliminary. These comments are subject to
revision after <Teview o©f the entire applicacion, upon
consideration of the chemistry, manufacturing and contTols,
microbiology., labeling, or octher scientific or ragulatory
iesues. Plerase be advised that theas reviews may result in the
need for sadditional bioequivalency information and/ox studies,

oz may result in a conclusion that the proposed formulation is
neot approvable.

8incerely yours,

ale P. Conner, Pharm. D.

Directar, Divieion of Bioeguivalence
Office of Generic Drugs
Center for Drug Svaluacion sné Repeazch




