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UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF NEW JERSEY

SANOFFAVENTIS U.S. LLC et al.
Plaintiffs,
Civil Action No. 07-2762JAP)
V.

SANDOZ, INC.
OPINION

Defendants.

PISANO, District Judge.
l. Introduction

In this HatchWaxman patent infringement action, plainti§anofi-Aventis U.S. LLC,
Sanofi-Aventis, Debiopharm,.&. (collectively“Sanofi”) alleged that defendants Sun
Pharmaceutical Industries Ltd. and Caraco Pharmaceutical Labsatdde(together, “Sun”
or “Defendant”) and others infringed United States Patent No. 5,338,874 (the “ ‘874)patent
The ‘874patent relates to thehemical compound oxaliplatin. On October 2, 2009, in
response to a motion by Sun to enforce a settlement, this Court found that Sanofi and Sun
entered into a settlement agreement resolving all the claims in this litigation. Hpaever
dispute has arisen as to the scope of a particular component of the partieseséttle
agreement, as discussed more fully below. An evidentiary hearing on the dlisgsueewas

held, and the Court herein sets forth its findings and conclusions.
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II. The Dispute

In 2007, Sanofi sued Sun and several other generic drug manufacturers atégjing,
alia, they had infringed the ‘874 patent relating to oxaliplatin, a drug developed and
manufactured by Sanofi and used in the treatment of colooeeteér. Beginning sometime
in 2008, Sanofi and Sun engaged in settlement discussions to resolve the litigation. After
many months of negotiations and repeated exchanges of revised drafts wiesettle
documentation, in June of 2009, the parties reaclsettlament agreement.

After the parties had reduced their settlement agreement to writing but prior to the
parties obtaining all the requisite signatures on the execution copies, on June 18, 2009, the
Court issued a decision granting a motion for summary judgment of noninfringement of the
‘874 patent. Thereafter, Sanofi refused the consummate the settlement and digerot de
executed copies of the settlement agreernme8un. Sun moved this Court to enforce the
settlement agreement, and the Court gruthe motion on October 2, 2089.

The settlement agreement between Sun and Sanofi contained a proposed Consent
Judgment and Order and a License Agreement. The proposed Consent Judgment and Order
included a provision enjoining Sun from manufacturingagisoffering to sell, or selling
within the United States, or importing into the United States, their generic oxaliplatinct

“absent authorization by Plaintiffs in [Section 3.5 of] the License AgreetieBection 3.5

! Subsequently, Sanofi filed a motion asking the Court to find thersettieagreement with Sun unenforceable
under the statute of frauds. The Courtiddrthat motion.
2|n its entirety, paragraph 5 of the original proposed consent judgmentderdead as follows:

Sun, its officers, agents, servants, employees, and attorneybpaadersons in active

concert or participation with them who receive actual notice of this Oydeetsonal service

or otherwise, are hereby enjoined from manufacturing, using, offerisell, or selling within

the United States, or importing into the United States, the oxaliplatin fotiamjetefined by
ANDA No. 78-818 during the life of the '874 and '133 Patents, including any extensions and
pediatric exclusivity, absent authorization by Plaintiffs in the Licéxtgeement.



of the License Agreement permeil Sun to launch its generic oxaliplatin product if other
defendants went on the market with generic oxaliplatin prior to a “Final Courti@#€dse.,
if other defendants launched “at-risk”). Section 3.5 further provided that if Sunavere t
launch its product and a Court “subsequently enters a decision(s) enjoining” each béthe ot
defendants from marketing their generic product, Sun was required to come off ofltee ma
as well. SeeEx.18, Section 3.5. The original proposed Consent Judgment dedt@at was
part of the settlement, however, was never entered by the Court.

On August 7, 2009, the FDA granted final approval of the ANDAs held by Sun and
certain other defendants. Some of the defendants began selling their gesl@iatox
products at that time. Sun launched its generic oxaliplatin product in January 2010, several
months after the Court granted Sun’s motion and found that a settlement had been reached
between Sanofi and Sun.

By early April 2010, Sanofi had reached settlement agreements with each difehe ot
defendants in this case, including those that had already launchekl dtr accordance with
the terms of each of these settlements, the parties requested that the Ceuenaak
factual findings and enter judgments which, among other things, enjoined eachetflithg s
defendants from selling generic oxaliplatin after June 30, 2010. The Court entered these
consent judgments on April 14, 2010.

As noted above, the proposed Consent Judgment and Order that originally
accanpanied the Sanofi/Sun settlement was never entered by the Court. After the Court’s
decision finding that a binding settlement had been reached between Sanofi and Sun, and in

light of the on-going developments in the litigation, Sanofi had presented the Counhwith a



alternative, revised consent judgment, which, as compared to the original Consergntudgm
and Order, added the following finding of fact:

Under the License Agreement, if an injunction is entered preventing the other

defendants from selling their Eloxatin product at risk, then Sun is obligated to

stop selling its generic Eloxatin product at risk. If all defendantsrgoeed

as of June 30, 2010, then Sun will be enjoined as of that date.

D.l. 661, Findings of Fact 9. Sanofi also revised paragraph 5 of the Consent Judgment and
Order, which, as revised, read as follows:

If all other defendants are enjoined as of June 30, 2010, or on some later date,

then Sun, ... [is] hereby enjoined as of June 30, 2010 ... from manufacturing,

using, offeringo sell, or selling within the United States, or importing into the

United States, the oxaliplatin for injection defined by ANDA No. 78-818.

D.l. 661, Consent Judgment and Order 1 5. As noted by the Federal Cirdugt effgct of
theserevisions was to read out the term of Section 3.5 of the [L]icenggdé&hent requiring
a “decision(s) enjoining” an aisk launch by the other defendantsSanofiAventis v.
Sandoz, In¢.405 Fed. Appx. 493, 496-497 (Fed. Cir. 2010).

Sun opposed entry of the revised Consent Judgment and Order. Over Sun’s
objections, on April 22, 2010, the Court entered the revised Consent Judgment proffered by
Sanofi. Sun appealed, arguing on appeal that the revised Consent Judgment and Order was
inconsistent with Sun’s obligatis under Section 3.5 of the License Agreement, which
allowed Sun to sell generic oxaliplatin unless “a Court subsequently enteisiargs)
enjoining” the other defendants’ at-risk launches. In particular, Sun arguesktteon 3.5
permits Sun to cdmue selling generic oxaliplatin even if the other defendants settle and
consent to entry of an injunction because an injunction entered by consent is not a ftnal cour

decision or a decision on the merits and, thus, is not a “decision(s) enjoinimga% 8anofi’'s

contention, on the other hand, that Sun was required under Section 3.5 to cease sales of



generic oxaliplatin even if an injunction was entered as the result of a consengisigm
agreed to by the other defendants. Finding that Section 818 bfcense Agreement was
“objectively ambiguous,” the Federal Circuit vacated the consent judgmergchbtethis
Court and instructed the Court “to provide the parties an opportunity to conduct discovery and
present their evidence as to the properludiem of the ambiguous language in the license
agreement thasiincorporated into the parties’ original proposed Consent Judgmig.
Fed.Appx. at 500.

The Federal Circuit has framed the issue to be addressed by this Courtves follo

[W]hether a “decisionas contained in the phrase “decision(s) enjoining” in

Section 3.59f the License Agreemenitjcludes a consent judgment and

injunction resulting from a settlement between parties or whether it requires an

injunction issued by a court followgna decision on the merits.
405 Fed. Appx. at 4981t is Sanofi’sposition that “decisiofs) enjoining under Section 3.5
of the License Agreementeans a judicial aet including entry of a consent judgmenthat
results in an injunction. Sun’s position, on the other hand, seems to be something of a moving
target. At oral argument, Sun’s counsel stated that Sun was “not taking the pbsitian t
‘decision constitutes a decision on the merits with respect to the validity of the patewt
taking the position ... that @écisiort means a decision with respect to the validity and
enforceability of a patent.Tr. 6:12-13, 20-22. However, Sun stated in its pestring brief
that“[i] tis Sun’s position that ‘decision’ under Section 3.5 of the License Agreement eneans
determination on the merits by the Court.” Sun’s Post-Hearing Proposed Findieys,of
D.l. 738.

The parties have undertaken the requisite discovery on the issue. An evidentiary

hearing was heldind the parties each presented two witnesses. Testifying for Sanofi were



(1) Dominick Conde, Sanofi’'s outside counsel, who was involved in the settlement
negotiations between Sanofi and all defendants including Sun; and (2) Martin Travers,
Associate Gerral Counsel for Sanofi at the time of settlement negotiations. Testifying for
Sun were (1) Scott Feder, Sun’s outside counsel, who was involved the settlement
negotiations between Sanofi and Sun; and (2) Dr. Ratnesh Shrivastaicepresident at
Sun at the time of the settlement negotiations between Sanofi and Sun.

The Court has considerdae testimony and documentary evidemteoduced by the
parties and sets forth herein its findings of fact and conclusion of law. Foasomse
below, the Court finds that, contrary to the contentions by Sun, the injunctions entenstl aga
the settling defendants fall within the scope of the disputed language of Section 3.5 of the
LicenseAgreement.
II'l. Relevant Legal Principles

1. The language in Section 3.5 of the License Agreement, specifically,
“decision(s) enjoining,” is ambiguous, as it is reasonably susceptible to tweniffe
interpretations. “The language ... is ambiguous as to whether ‘decision’ incluoieseat
judgmentand injunction resulting from a settlement between the parties or whetheresequ
an injunction issued by the court following a decision on the merits.” 405 Fed. Appx. at 498.

2. Under New York law® where the terms of a contract are ambiguous and
susceptible of more than one meaning, the court may consider evidence outsidewiréut c
as an aid to interpret the meaning of the language chosen by pSaeSayers v. Rochester
Tel. Corp. Supplemental Mgmt. Pension Rlaf.3d 1091, 1095 (2d Cir. 1993Parol

evidence of conversations, negotiations and agreements made prior to or contemporaneous

3 Dr. Shrivastava testimony was presented via video deposition.
* The parties agree that New Mdaw applies to this dispute.



with the contract in question and relating to the subject matter of the cortteagtirpose or
object of the contract, or of a specific provision of the contract, and of industry cusiom a
usage, is admissible to explain an ambiguityinston v. Mezzanine Investments, L 648
N.Y.S.2d 493, 499 (N.Y. Sup. 1996) (citations omitte8¢e also Lawrence v. CoHr87 F.
Supp. 2d 16, 25 (S.D.N.Y. 2002) (“In discerning the proper construction of this contractual
language, it is useful to explore four questions: (1) Have the parties by theirtconduc
manifested a practical interpretation of the pertinent terms? (2) Is theregaized custom

and usage in the drafting of partnership agreements that give meaning tdittemptarms?

(3) Does case law furnish guidance in the interpretation of the pertinesPtéinCan one of
the two competing interpretations be charactergdore rational in the context of the
overall contractual scheme®udman v. Cowles Commc'ns, |r80 N.Y.2d 1, 11, (1972)
(stating that, when a contract is ambiguous, “the court may and should look to the prior
negotiations [of the parties] to determine what was intend&itghing v. Brown 180 N.Y.

414, 420 (1905) (“One of the familiar rules applicable to the interpretation of ambiguous
covenants and agreements is to ascertain, as nearly as may be, the sittia¢igandies, their
surroundings ahcircumstances, the occasion and apparent object of their stipulations, and
from all these sources to gather the meaning and intent of their language.”).

3. As both parties point out, ultimately, proper construction of ambiguous
contractual language “inveds an application of the doctrine of common sentawrence,
197 F. Supp. 2d at 25.

4. “[A] contract should not be interpreted to produce a result that is absurd,
commercially unreasonable or contrary to the reasonable expectations of #e"parti

Greenwch Capital Fin. Prods., Inc. v. Negri®03 N.Y.S.2d 346, 348 (App. Div. 2010).



lll. The Parties’ Negotiation History as well as the Language and Purpose of the
Relevant Documents Establish That The Scope Of The Term “decision(s) emjing” Is
Broad

A. Early Discussions

5. Sanofi initiated settlement talks with each of the defendants in spring of 2008
after the Magistrate Judge ordered the parties to determine whether settlasposaible
and instructed Sanofi to submit ex partereport to the Court on status of the settlement
negotiations by July 2008. Tr. 24:16-24. Sanofi informed Sun that it was serious about
settling the action with Sun as well as each of the other defendants, and provided Sun with a
general structure for geement. Tr. 26:11 to 27:10. Sanofi also informed Sun that this
general structure would apply to each defendant and that it was having the samsationve
as to the proposed structure with each of the defendkhts.

6. Sanofi further told Sun that any settlement agreement would involve
negotiation of a “launch date,®., a license agreement in which Sanofi would permit each
defendant to sell their generic oxaliplatin product prior to the expiration of the patent
exclusivity for Eloxatin. Tr. 26:2 to 27:10. Sanofi informed Sun that all of the defendants
would have the same launch date and would be treated equally in that respect. Tr. 26:13-19;
31:1447. The “launch date” was an essential feature of the settlement because it provided
certainty to both Sanofi and the defendar8ege.g, Tr. 30:11-18.

7. In its settlement negotiations with other defendants, Sanofi was permitted to
disclose to the other defendants the launch date agreed to between Sun and Sanadf. Letter
Intent, Ex. 13 at SUNP0004114d he License Agreement expressly permitted Sanofi to

disclose the contents of the Settlement Agreement and License Agreemetitgveiiception



of Section 3.5 of the License Agreement, to the other defendants. License Agrédntent
18 at 4.4.

8. Sarofi and Sun discussed the benefits that settlement would provide to both
parties. Under the general framework of the proposed settlement, Sun and the other
defendants would be able to launch their generic products on a date certain bgfatertse
at issue expired. A defendant that did not settle potentially would not be able to get on the
market until patent exclusivity for Eloxatin endegleeTr. 30:9 to 31:11. As far as the
potential benefit to Sanofi, the settlement would provide a date cestaargeneric
oxaliplatin launch and Sanofi could anticipate when generic competition would begin.

9. Sanofi informed Sun early in the settlement negotiations that Sanofi
understood that each of the defendants would not agree to a launch dattheskess
defendantsreceived contractual protectiamthe form of acceleration provisiottsat
protected a defendant from beidigadvantaged in the marketplace if one of the other
defendants launched their generic product prior to the agreed upon launch date. Tr. 26:11-27
to 27:1; 29:8-15. That is, a defendant would not settle if it had to wait until a specified launc
date while others were permitted to launch their gemsw@adiplatin product earlier. Sanofi
told Sun that it was willing to include such contractual protections so long as Sasafotv
adversely affected in the marketplace. Thus, under the framework anticip&daddfi, all
of the defendants would go on the market at the same time as asgttioy defendants that
launch prior to the launch date. Tr. 31:12-17. Consistent with Sanofi’s needs, however, the
settlement would also provide that the generics be off of the market for as muchilale.poss
Tr. 31:1820. It was Sanofi’'s intent that the agreement provide that either all of the

defendats were going to be on the market (thus fulfilling defendants’ requiremersher



of them were going to be on the market until the launch date (thus fulfilling Sanofi’s
requirements). Tr. 31:20-24.

10. Sun and Sanofi agreed upon an August 9, 2012 ladeteh(the “Launch
Date”), more than 13 months before Eloxatin exclusivity based upon the ‘874 patent would
expire. Tr. 27:24 to 28:24.

A. Letter of Intent and erm Sheet

11. On October 21, 2008, as a precursor to the Settlement Agreement and its
attachments, Sanofi sent Sun an initial draft Term Sheet and Letteewf i8tip. 7 5; Ex. 2.
12.  Paragraph 2A of the draft Term Sheet, which was the basis for Section 3.3 of
the License Agreement, provided:
In the event Plaintiffs grant a thighrty a license allowing that thighrty to
sell a generic version of Eloxatin prior to the Launch Date, Sun’s Launch Date
shall be amended to the earliest date the third party is permithedito
marketing their generic Eloxatin product.
Initial Draft Term Sheet, Ex. 2.
13. Paragraph 2.B of that draft, whiglas the basis for Section 3fithe License
Agreement, provided:
In the event there is a Court decision in a litigation between Plaintiffs and a
third party, from which no appeal has been or can be taken, holding that [the
‘874 patent] is unenforceable, or that all asserted claims of the ‘874 patent are
invalid, or not infringed (“Final Court Decision”) prior to the Launch Date,
Sun’s Launch Date shall be amended to the date on which that Court decision
becomes final.
Initial Draft Term Sheet, Ex. 2.
14.  Paragraph 2.C of that draft, whialas the basis fd8ection 3.5 of the License

Agreement, provided:

10



In the event that any Defendantthe Consolidated Eloxatin Patent Litigation
begins marketing a generic version of Eloxatin prior to a Final Court Decision
(“At-Risk Launch”), Sun will have the option of marketing its generic
equivalent prior to the Launch Date. However, in the event a Court finds at
least one of the patenits-suit valid, enforceable and infringed by such an At-
Risk Launch, Sun agrees to pay Plaintiffs damages in an amount equal to
Sanofi’s gross profit per unit of Eloxatin (calculated using the average gross
profit over the six months preceding the-Risk Launch) multiplied by the
number of units sold by Sun. This damage amount will be enhanced
commensurate with the any enhanced damages awarded inRigkAtaunch
litigation. Sun also agrees to pay Plaintiffs ttatorney fees to enforce this
provision. Sun agrees that if this damages provision is held unenforceable,
Plaintiffs can seek patent infringement damages in Federal Court against Sun
for any sales of generic Eloxatin by Sun after théfsk Launch and por to

the Launch Date.

Initial Draft Term Sheet, Ex. 2.

15. Inthis initial draft Term Sheet, Sanofi did not include any provision requiring

Sun to come off of the market in the event Sun launched its generic product. Rather, Sanofi's

initial draft was dsigned to be a disincentive for Sun to launch at all. Tr. 41:23-24.

16. On November 26, 2008, Sun rejected Section 2.C of the initial draft term sheet.

On November 29, 2008, Sun proposed the following changes to Section 2.C of the Term

Sheet:

In the eventhat any Defendant in the Consolidated Eloxatin Patent Litigation
begin marketing a generic version of Eloxatin prior to a Final Court Decision
(“At-Risk Launch”), Sun will have the option of marketing its generic
equivalent prior to the Launch Date. However, in the event a Courtdinds
least-one-othe-patentdn-suit ‘874 patentvalid, enforceable and infringed by
such an AlRlsk Launch Sun agre%pay—%nﬂﬁs—dam&ges—m—an—amount

. . ) S | -FI- | . . . | || F ,@ble

Plaintiffs can seek patent infringement damages in Federal Court against Sun
for any sales of generic Eloxatiy Bun after the At-Risk Launch and prior to

11



the Launch Date and Sun agrees to pay damages or reasonable royalty as may
be determined by the court.

Ex. 5 (strike-through and underline added).

17.  Sun’s changes primarily focused on the damages provision, removing the

requirement that Sun pay liquidated damages and requiring Sanofi to seek reliefral f

court in order to collect damages.

18.  Sanofi responded to Sun’s proposal on December 8, 2008, and proposed

furtherrevisions to Section 2.C, as follows:

In the event that any Defendant in the Consolidated Eloxatin Patent Litigatjon be
marketing a generic version of Eloxatin prior to a Final Court Decision Risk-
Launch”), Sun will have the option of marketing its generic equivalent prior to the
Launch DateHowever, in the event a Courtfindaters a final court decision, finding
the ‘874 patent valid, enforceable and infringed by such an At- Risk Launch, Sun

agreeﬁhat if the Court en|0|ns such grodgﬁhn will cease selling |ts groduct and
Sun for

anywnl pay Plalntlffs 90 % of Sun’s actual gross QI’OfIt earned W|th respect $ales
of Sun’s generigersion ofEonatmbyéunafter the AtRlsk Launch and prior to the
Launch Dateane ralty may be

Ex. 6 (strike-through and underline in original).

19. Inthis second revised draft, because Sun had rejected the provision designed

by Sanofi to be a disincentive for Sun to launch, Sanofi introduced the concept of Sun being

required to exit the market after an-Risk Launch. Tr. 42:4-7. As revised by Séno

Section 2.C of the Term Sheet provided that “in the event a court enters a final cmiohde

finding that the patent is valid, enforceable and infringed by such an at-risk|&unt

agrees that if the court enjoins such products, Sun will cease selling the prddiact

20. On December 11, 2008, Sun responded with further revisions to Section 2.C:

In the event that any Defendgsitin the Consolidated Eloxatin Patent
Litigation begin marketing a generic version of Eloxatin prior to a Final Court

12



Decision (“AtRisk Launch”), Sun will have the option of marketing its
generic equivalent prior to the Launch Date. However, in the event a Court
enters a final court decision, finding the ‘874 patent valid, enforceable and
infringed byeachsuchanAt-Risk Launch, Sun agrees that if the Court enjoins
such produgs) of each such ARisk LaunchSun will cease-sellingot sellits
product_untilthe Launch Datand will pay Plaintiffs8650% of Sun’s actual
gross profit earned with respect to its sales of Sun’s generic versiooxatiil
after the AtRlsk Launch and prlor to the Launch Datlﬂéun—agtees—te—pay

Ex. 8 (strike-through and underline added).

21. Inthis draft, Sun accepted the requirement that it stop selling its product upon
entry of the specified final court decision, and clarified that all defendaungs be enjoined
for the obligation to arise.

22.  Several more draftsf the Term Sheet were exchanged by the parties on
December 24, 2008, January 2, 2008 and January 8, 3ae#xs. 10, 11, 12. The
remaining revisions focused on the amount of liquidated damages Sun would owe and a
Launch Date was agreed upon.

23. Inthe final executed Term Sheet, exchanged by the parties on January 29,
2009, Section 2.C states, in the relevant part, as follows:

However, in the event a Court enters a final court decision, finding the ‘874

patent valid, enforceable and infringed by eachh sMeRisk Launch, Sun

agrees that if the Court enjoins such product(s) of each suRsRtaunch,

Sun will not sell its product(s) until the Launch Date and will pay Plaintiffs

60% of Sun Global's and its distributor Caraco’s gross profits earned with

respect to its sales of generic version of Eloxatin to third parties after the At

Risk Launch and prior to the Launch Date.

Ex. 13.

B. Settlement Agreement and License Agreement

24.  OnJanuary 15, 2009, Sanofi sent to Sun an initial draft of the Settlement

Agreement and the License AgreemefieeEx. 14.

13



25.  The initial draft license included a n@xclusive, royaltyfree license

permitting Sun to sell its generic oxaliplatin product beginning on the August 91 a0h2h

Date. Id.
26.  Sections 3.3, 3.4 and 305 the initial draft license included acceleration

provisions and corresponded with sections 2.A, 2.B and 2.C, respectively, on the Term Sheet.
27.  Section 3.3 of the initial draft license read as follows:

Effect of Granting Certain Licenses to Third Parties In the event that
Plaintiffs enter into an agreement with any Third Party granting such party a
license under the Licensed Patents in the Territory that permit such Thid Par
to launch a Generic Equivalent of any of the Sanofi NDA products in the
Terntory Prior to the Launch Date, Plaintiffs shall inform Sun within five (5)
business days after entering such an agreement and Sun’s Launch Daie shal
considered automatically amended to the earliest date any such ThirdsParty i
permitted to begin marketing its Generic Equivalent.

Ex. 14.
28. Section 3.4 of the initial draft license read as follows:

Effect of Final Court Decisions. In the event that a Third Party obtains a
Final Court Decision of non-infringement and/or invalidity of the ‘874 Patent
and/or holding that the ‘874 Patent is unenforceable, that permit such Third
Party to launch a Generic Equivalent to one or moreeoStmofi NDA
products, then the relevant Launch Date shall automatically be amended to the
date on which that Court decision becomes final.

Ex. 14.

29.  Section 3.5 of the initial draft license read, in the relevant part, as follows:

At-Risk-Launch. In the event that, during the term of the Licensed Patents and
without Sanofi’'s permission, any Defendant in the Consolidated Eloxatin Patent
Litigation sells a generic version of a Sanofi NDA Product in the Territooy fr a

Final Court Decision (“AtRisk Laurch”), Sun will have the option of selling its

Generic Equivalent prior to the Launch Date. Should Sun exercise such an option and
a Court subsequently enters a decision(s) enjoining each siRiskAt-aunch

products), Sun agrees that Sun will not sell@®sneric Equivalent from the time the
Court enters an injunction(s) against each such At-Risk Launch Product($heinti
Launch Date, and to pay Plaintiffs 60% of Sun Gross Profits earned with respect to

14



sales of Licensed Products to Third Parties after tHeigi Launch and prior to the
Launch Date.

Ex. 14 at SUNP0004087.

30. Sun required these acceleration provisions as part of the settlement. Tr. 29:8-
15. Such provisions provided protection for Sun against being left out of the formation of the
genericmarket for oxaliplatin. In accordance with these provisions, if another generi
company went on the market with its oxaliplatin product, Sun would be permitted to go on the
market as well. Sanofi's counsel advised Sun’s counsel that each of the otherrdefeada
the same requirements. Tr. 29:14-15.

31. Section 3.5 of the initial draft license proposed by Sanofi differs from the
corresponding section 2.C of the final Term Sheet. In the initial draft of Section 3.5q@opos
by Sanofi, Sanofi eliminatetthe language from the Term Sheet requiring a court to “enter a
final court decision, finding the ‘874 patent valid enforceable and infringed” asggertfor
Sun’s obligation to cease sale of its product. Instead, Sanofi’s draft of Section@yb sim
required a court to “enter[] a decision(s) enjoining” each of the defendants who laatiched
risk in order to trigger Sun’s obligations. Compare Ex. 13 8 2.C to Ex. 14 8§ 3.5.

32.  Sanofi proposed this modification because Sanofi intended “to make Section
3.5 broad and that it would cover any situation where the court entered an injunction, by any
means, in which the at-risk launch defendants came off the market.” Tr. 53:2-7.

33.  Sanofi was willing to grant Sun the option to launch at-risk (upon a non-
settling déendant’s launch) only if Sanofi received “corresponding protection.” Tr. 50:4-24,
53:2-24. That is, while Sun sought the acceleration provisions so it could launch in the event

its competitorsi(e., the nonsettling defendants) went to market with generic oxaliplatin,

15



Sanofi sought the converseif Sanofi were successful in getting the Sun’s competitors off of
the market, Sanofi wanted Sun to come off as well. If there was an at-risk |aah&mafi
was successful in enjoining the defendants who launched, Sanofi wanted the benefit of
whatever period of Eloxatin exclusivity remained before the August 9, 201Zh&ate. Id.
Sanofi wanted to ensure that if it was successful in enjoining the at-risk defewtants
launched by any means, all of the defendants would be off of the market.

34. On February 27, 2009, Sun sent a revised draft of the Settlement and License
Agreements to Sanofi proposing the following modification to the relevant part tdrSec
3.5:

3.5 At-Risk-Launch. In the event that, during the term of the Licensed Patents
and without Sanofi's permission, any Defendant in the Consolidated Eloxatin
Patent Litigation sells a generic version of a Sanofi NDA Product in the
Territory priorto a Final Court Decision (“At-Risk Launch”), Sun will have

the option of selling its Generic Equivalent prior to the Launch Date. Should
Sun exercise such an option and a Court subsequently enters a decision(s)
enjoining each such At-Risk Launch product(s), Sun agrees that Sun will not
sell its Generic Equivalent from the time the Court enters an injunction(s)
against each such ARisk Launch Product(s) until the Launch Date;.dndhe

event a Court enters a Final Court Decision finding the ‘874 patiimged

by each and every Defendant in the Consolidated Eloxatin Patent Litigation
that carried out an ARisk Launch and does not find the ‘874 patent invalid or
unenforceable, Sun agreespay Plaintiffs 60% of Sun Global’s and its
distributor Caraco’§sross Profits earned with respect to sales of Licensed
Products to Third Parties after the Risk Launchby Sun(“the Sun AtRisk
Launch Date”)and prior to the Launch Date.

Ex. 15 at SUNP0004841 (strikethrough and underlining added)

35. Sun’s changes weiacorporated into the final Sun license. Thus, he relevant
part of Section 3.5 of the final License Agreement read as follows:

Should Sun exercise such an option and a Court subsequently enters a

decision(s) enjoining each such At-Risk Launch produc${s), agrees that

16



Sun will not sell its Generic Equivalent from the time the Court enters an

injunction(s) against each such At-Risk Launch Product(s) until the Launch

Date. In the event a Court enters a Final Court Decision finding the ‘874

patent infringd by each and every defendant in the Consolidated titloxa

Patent Litigation that carried out an-Rtsk Launch and does not find the ‘874

patent invalid or unenforceable, Sun agrees to pay Plaintiffs 60% of Sun

Global’'s and its distributor Caraco’s Grdaofits earned with respect to sales

of Licensed Products to Third Parties after the At-Risk Launch by Sun (“the

Sun AtRisk Launch Date”) and prior to the Launch Date.

Ex. 18 § 3.5.

36.  Significantly, Sun’s modification to Sanofi’s initial draft of Sect®5
separated the condition that would trigger the requirement that Sun pay damagesito Sanof
from the condition that would trigger the requirement that Sun pull its oxaliplatin groduc
from the market. As modified, Sun’s obligation to pay damages to Sanofi would begdigger
only by a final decision on the merits of the issues in the litigation. In cbnaray
“decision(s) enjoining” the other at-risk launchers would trigger the requiretnrsun pull
its product from the market.

37. Inresponding to Sanofi’s initial draft of Section 3.5, Sun did not suggest
modifying or narrowing the phrase “decision(s) enjoining” by, for examplengdde more
limited language of Section 2.C of the Term Sheet that would have required “aofinal c
decision, finding the ‘874 patent valid, enforceable and infringed.”

38.  Counsel for Sun and Sanofi discussed the meaning of “decision(s) enjoining”
and Sanofi’'s counsel specifically explained that the phrase as it appeareditiahdraft
license was deliberately broader than what was in the Term Sheet because Saedfiavant
be sure it covered “every situation where the court entered an injunction in which the

defendants came off the market,” Tr. 58:19-23. This was consistent with the ovgraieour

of that larguage in that section, which appears to be that either all defendants could be on the
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generic oxaliplatin market before the Launch Date or that none would be on the Ipedoket
that date. There is no indication in the language of the agreement or in the hidtery of t
negotiations between the parties that the parties ever intended there be staicarwhere
Sun would remain on the market after Sanofi successfully enjoinedHis& launches.

39.  Sun’s counsel, Mr. Feder, does not deny that Sanofi’'s counsel, Mr. Conde,
advised him that Sanofi had intentionally revised the relevant language in éimsé.ic
Agreement to make it significantly broader than the Term Sheet, but rathEedr. testified
that he did not recall such a conversation. Tr. 122:21 to 123:1. Mr. Feder stated that he
believed that would remember such conversations if they occurred because, diven tha
Eloxatin’s annual sales were between $1 and $2 billion, “it was just not conceivablef’ to hi
that Sanofi would settle, rather than iite and win and get an injunction,” if any defendants
launched at risk. Tr. 122:25 to 123:1; 122:13-20.

40. Mr. Feder’s explanation does not address why he believes he would recall the
conversations at issue, nor does he explain why settlement with other defendagtsovoul
longer be an possible after anrisk launch. Additionally, his assertion that a settlement was
“not conceivablgis undercut by the fact that, although Sanofi was engaged in the process of
litigating against atisk launchers at théme the Sanofi and the remaining defendants settled,
settlement is what ultimately occurred.

41.  While Sun has taken the position that a “decision(s) enjoining” requires a
decision on the merits, Sun’s witnesses have somewhat inconsistent understanghais of
that means. Dr. Shrivastava testified that a “decision enjoining” does not include a
preliminary injunction. Ex. 72 at 37:4-6. Mr. Fedestified that it could include a

preliminary injunction. See Tr. 148:21 to 150:8. This discrepancy indicates to the Court that
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these parties did not discuss the provision in any detail and that during negotiatiasisidtw
something with which Sun was particularly concerned.

42. Based on the documents and testimony, Sun’s primary focus while negotiating
Section 3 revolved around the conditions under which Sun would be required to pay
damages to Sanofi for an@gk launch. Sun was not concerned with the clarifying or
narrowing the conditions under which Sun would be required to cease selling itg generi
product. Sanofi, on the other hand, sought to ensure that the scope of the trigger requiring
Sun to cease its generic product sales was broad. There is no rational basigedHatlie
Sanofi would agree to exclude from that scope the possibility of settlemérdef@ndants
who launched at-risk. Sun accepted Sanofi’'s modification to Section 3.5 that delberatel
expanded the triggering event requiring Sun to cease sales from “a finadlecsron,
finding the ‘874 patent valid, enforceable and infringed” to “a decision(s) enjdining

43. Thus, the Court finds that the overall conduct of the settlement negotiations as
well as the language and purpose of the relevant documents show that the parted ihie
phrase “decision(s) enjoining” to be construed broadly.

IV. The Term “decision(s) enjoining” is not Limited to a Decision on the Merits

44,  The Court further finds, contrary to the contention of Sun, that “decision(s)
enjoining” is not limited to decisions on the merits. As an initial matternibtgble that
Black’s Law Dictionary contains separate entries for the terms “decision” aediah on
merits,” indicating that as a general matter that a “decision” need not invdhludication of
the merits. Moreover, “decision” is a term that has a very broad meaning:

Decision A determination arrived at after consideration of facts, and, in legal
context, law. A popular rather than technical or legal word; a comprehensive
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term having no fixed, legal meaningf.may be employed as referring to
ministerial acts as well as to those that are judicial or of a judicial character.

A determination of a judicial or quasi judicial nature. A judgment, decree, or
order pronounced by a court in settlement of a controversy submitted to it and
by way of autoritative answer to the questions raised befor&lie term is

broad enough to cover both final judgments and interlocutory orders. And
though sometimes limited to the sense of judgment, the term is at other times
understood as meaning simply the first step leading to a judgment; or as an
order for judgment. The word may also include various rulings, as well as
orders, including agency and commission orders.

The findings of fact and conclusions of law which must be in writing and filed
with the clerk

‘Decision’ is not necessarily synonymous with ‘opinion.” A decision of the
court is its judgment; the opinion is the reasons given for that judgment, or the
expression of the views of the judge. But the two words are sometimes used
interchangeably.

Black’s Law Dictionary 407 (6th ed. 199(®jitations omitted) This dictionary definition was

consulted by Sanofi’'s counsel during the negotiations of the License Agree8anofi's

counsel testified th&@anofi would not have settled if it believed that “decision(s) enjoining”

was limited to a decision on the merits. Tr. 61:24 to 66:14.

45,

Further, acomparison of the language in the parties’ January 2009 Term Sheet

and the final License Agreement show that “decision(s) enjoimigghot intended to be

limited to a decision on the merits. The Term Sheet requires that Sun cease sekingrits g

product and pay Sanofi damages if the “Court enters a final court decision, findi@g4he

patent valid, enforceable and infringed'that is, if the Courntvere to enter a decision on the

merits. With respect to Sun’s requirement to cease selling its product, thiadgengas

intentionallyeliminated in the final License Agreement in favor of the broader phrase

“decision(s) enjoining.”
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46. Inthe Term Sheet, single sentence defines Sun’s obligation to cease its
generic oxaliplatin sales and pay damages to Sanofi on the sales made. Indghaesboth
of these obligations arise in the event of “a final court decision, finding the ‘874 pabeit
enforcable and infringed.” Ex. 13 8§ 2.C. However, as discussed above, Sun revisions to the
final License Agreement including breaking down these obligations in twoaseg@ntences;
one sentence defining Sun’s obligation to cease sales of its product atltethgentence
defining the circumstances under which Sun must pay damages to Sanofi. Henfeste
requires Sun to stop selling its product if the Court enters a “decision(s) enjoimimg
second sentence requires Sun to pay damages undernmmted tircumstances.e., entry of
a “Final Court Decision” finding the ‘874 patent infringed and not finding the pateridnva
or unenforceableéSeeEx. 18 § 3.5. Thus, because the second sentence is expressly limited to
decisions on the merits, it cdear that the parties intended that the first sentence not be limited
to the same.

47.  Testimony by Sun’s witnesses that the difference between the two sengences i
merely one regarding the finality of the “decision” is contradicted by a,dl@gical readig
of the sentences as well as the negotiation history and purposes of the agreeisensssd
above. SeeTr. 125:24 to 126:4 (testifying that “decision” means the same thing in both
sentences); Ex. 72 at 38:18 to 39:23 (testifying that “decisiondtim §entences means a
decision on the merits; “decision” in second sentence is one from which no appeal can be
taken). If the interpretation expressed by Sun’s witnesses were cdreeetwould have
been no need for Sun to modify the second sentence so as to specify that the court decision at
issue had to be one finding the ‘874 patent infringed and not finding the patent invalid or

unenforceable. Said another way, if Sun had believed that “decision” as used in the first
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sentence was limited to a deoision the merits, there would have been no reason for Sun to
specify in the second sentence that the decision had to be a decision on the merits.

48. ltis clear that the purpose of the License Agreement is to allow Sun to bring its
generic oxaliplatin produ¢d market more than a year earlier than would be possible if it
litigated and lost and were required to wait until expiration of the ‘874 patent, and for Sanof
to obtain certainty as to the remaining period of exclusivity for its Eloyatiduct. Section
3.5 provides a mechanism by which Sanofi could regain exclusivity aftiskd&unches are
enjoined. Interpreting “decision(s) enjoining” to require only a decision on thsmweuld
be inconsistent with this purpose.

V. Conclusion

49. In light of the Court’s findings that “decision(s) enjoining” was intended to be
interpreted broadly and is not limited to decisions on the merits, and given the hneeal ge
understanding of the term “decision” in the legal context, the Court construesiédés)
enjoining” to mean a judicial act that results in an injunction. As such, the Court finds that
the term “decision(s) enjoining” as used in Section 3.5 of the License Agreemexes the
consent judgments containing injunctions that have been entered by this Court. The Court
shall reinstate the Judgment entered on April 22, 2010. An appropriate Order accompanies

this Opinion.

/sl JOEL A. PISANO
United States District Judge

Dated: Septembei512011
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