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Donabd 5. Clark, Esy.

QOffice of the Secretary

I'ederal Trade Commission

400 Pennsyivania Avenue, W,
Washington D.C. 20580

Re:  Inthe Matter of Biovail Corporation. File No, 0110094

Dear Mr, Clark:

On behalf of Riavail Corporation (“Biovail™”), [ write to szek the Federal Trade Commission’s
approval of Blovail's divestiture of certain patent rights to DOV Pharmaceutical, Inc. (“DOV™),
as required by the Apreement Containing Consent Order, executed by Dievail in the above
caplioned matier on Aprif 5, 2002 (*Crder™).' Paragraph 1A of the (}rder requires Biovail to
“divest, absolutely, in good faith, and only in a manner that receives the prior approval ol the
Commussion, the Assets To Be Divosted o DOV, wilh Assels To Be Divested meaning “all
Exclusive Licenses to the DOV ‘463 Patent in the Tiazac Field™ (Order, Paragraph 1.C.)

O July 19, 2002, Biovail and DOV cxecuted an amendment to the parties” license agreement, a
coqy ol which is attached herete. The amendment modifies the grant of license rights 16 Biovail
by returning the exclusive license to the DOV 463 Patent in the Tiazac Ficld to DOV, The
amendment provides that it will become elTeotive upon notification of Commission approval

"This lerter adopts and incorporates by reference ail definitions set forth in the Order.
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thereof, with na further action by the parties. The amendment fitfly complics with the divestiture
abligations set forth in the Order and therefore merils Commission approval.

Creodd S 7@4437 e

Ronald 5. Rauchbory

Attachment
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BN T TO LICENSE, RESEARCH AND DEVELOPMENT AGREEMENT

WHEREAS, DOV Pharmacentical, Ine. (“DOV"}, and Biovail Laboratories, Inc.
{("Biovail™), entered inta a License, Research and Dovelopment Agreement {the “Aprecment™)
effective as of January 12, 2001; and

WHEREAS, Biovail has entered into an Agreement Containing Consent Order with the
Federal Trade Commission ("FTC™) dated April __, 2002 {the “FTC Order™); and

WHEREAS, Biovail and DOV have agreed to amend the Agreement in conformity with
the FTC Order;

NOW THEREFQRE, Biovail and DOV hereby agree as follows:

DEFINITIONS

L. Unless otherwise specified herein, all capitalized temms used in this Amendment
to License, Ressarch ond Development Agreement (this “Amendment™) without 4 definition
shall havo the mezrangs set forth in the Agrecment and the FTC Order.

2, “ANDA" means an Abbreviated New Dnug Application, as defincd under
21 US.C. § 355(0).

3 “NDA 20-401" means the FDA~appmvéd New Drug Applicatian that is cwnad
by Biovail for an extended release formulation of diltiazem cumently marketed uader the brand
name Tlazac.

4. “Field” moans drag formulations for the treatment, ncluding suppression of
anging and bypertension, of 2ny disease or medical condition, except in the Tiazae Ficld,

5. “Tlazac Field™ means uny extended release formulation of diitiazem that has
been approved by the FDA for sale pursuant to NDA 20-401, or that is described in any ANDA
for which approval is sought by veferencing NDA 20-401,

AMENDBMENTY

1. The license prant to Biovail found in Section 2.1 of the Apgrecment is hereby
amended (o read as follows:

Subject 16 the terms and conditions of the Agreement,

(a2}  Subjzet to Section (b) helow, DOV hereby grants ro Biovail an exclusive,
worldwide livense under the DOV Intellectual Propenty, including an exclusive
license to all substantial rights ynder the DOV Patent to Manufaciure and Marked
the Product in the Fisld, with a right to grant Sublicenses in accordance with
Section 2.2, Sueh exclusive Leense inolwdes the right to bring or defend any lepal
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astinn eansidered nacessary by Biovail fo protect jts intepest gnder the DOV
Incalleatial Praperdy in the Field.

()  Bigvail kereby retizns to DOV its Bxclugive Licsnse, and shati pot retain & pon-
 exclygve Heonse, wnder the DOV Intellectual Property In ths Tiszac Fisld.

Hicynii shall have no rights wider the DOV Intellectual Property 1a Manufacture
and Markat the Prodyst in the Tiszae Fisid, DOV may grant worldwides Hecnses
to third parties undar the DOV Inteliactust Broperty, including oonses o ali
substantial rights under the DOV Patent, 1y Magufscoge and Market the Producr
in the Tierac Fisld, DOV shal! have the sxclusive right f¢ anforee and dofend,
and Biawai] shall ant initars, paintalt, ar be 3 party tc (other than 3z a
dafendant), gry legal action ts snfirce the THAY Paterr in the Tixeac Field

Z Ins case of conflict butween the Agrerment o7 this Anumdment and the FTC Order,
the latter shiall gevern.

3 This Amendment shall beeesme effective immediataly upon notlficztion of the
Federal Trade Commission's approval of this Ameandment. 1t shall be of no foree or effeet garil
stich hatification is received.

4 This Agrcoiment may be excourad in counleparts, and binding slenabums pages
may he delivercd by fax.

IN WITNESS WHEREQR, BV and Biovell have caused this Amendznsal o be
exucajtod by rheir sespactive duly suthovized officers as of ho dare statad belaw,

Datcd:
Iuly 18, 2002

BIOVAIL LABORATORIES INCORPORATED

By:
Name:
Thtlo;

- z.-
LBNYA Lidieda MINLAT
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I WIINESS WHERESE, DOV el Hiovei) have ceussd fils Amendment e
wreculcd Yy tiesir respective duly puthocioed ufficont ¢ aff e dits wtazed below.

EQV FHARMACBUTICAL, INC.
Pafed:
Tuly 18, 2002
By: —
Hamis;
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