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UNITED STATES DISTRICT COURT
WESTERN DISTRICT OF NEW YORK

BAUSCH & LOMB INCORPORATED

Plaintiff,
Case #14-CV-6640FPG

DECISION AND ORDER
MIMETOGEN PHARMACEUTICALS INC.,

Defendant.

MIMETOGEN PHARMACEUTICALS, INC.,

Counterclaim Plaintiff and
Third-Party Plaintiff,

V.
BAUSCH & LOMB INCORPORATED,

Counterclaim Defendant,
and

VALEANT PHARMACEUTICALS
INTERNATIONAL, INC.,

Third-Party Defendant.

INTRODUCTION
This case involves a contract between Mimetogen Pharmaceuticals, Inc. (“&ffell’”)
Bausch & Lomb Incorporated (“B+L") regarding the development, licensamgl potential
commercialization of “MIMDS3,” a proprietary compoundreated by MPfor the treatment of
dry eye syndrome. The Court is now called upon to interpret that contract and resolve the

parties’ competing motions for summary judgment.
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BACKGROUND*

MPI is a privatelyheld biotechnology congmy located in Quebe€anada B+L is a
global provider of eye care products anaviaolly-owned subsidiary of thirgarty defendant
Valeant Pharmaceuticals International, Inc. (“Valeant”).

The Agreement

On July 17, 2013, MPI and B+L entered into a Development Collaboratnoh
Exclusive Option Agreenm (the “Agreement regarding MIMD3, a proprietary compound
created by MPI to treat dry eye syndroménder the Agreement, MPI granted B+L an option
(the “Option”) to obtain an exclusive, worldwide license to develop andneacralize products
using MIM-D3. Agreement § 5.1.

The Agreemenalsoprovided for MPI to conduct an initial clinical trial, referred to as the
“Initial Phase 1l Trial,” in order to gather information about the safety afectfeness of
MIM -D3. Seeid. 88 2 1.28, 1.46. The protocol for the Initial Phase Il Trial (“Trial Protocol”)
was attacheds an exhibit to the Agreemeriee id8§ 1.49.

The parties’ rights and obligationsnder the Agreemeritinged on the outcomef the
Initial Phase Il Trial. If the Initial Phase Il Trial was “Completely Successful” or “Successful
thenB+L wasobligated to exercise the Optionaaspecifiedorice Seed. 88 5.4 5.5(a), 5.5(b).

If the Initial Phase III Trial was “Partially Successful,” “Inconclwesivor “Not Successful,then
B+L could choose texercise the Option, extend the Optfonr decide to not exercise the

Option. Id. 88 5.4, 5.5(c).The Agreement specifically defined each of thesential outcomes:

! The following background facts are undisputed antkss otherwise noteate drawn from the following

sources: the statement of undisputed facts filed by B+L and Valeant (ECF-4p.theAgreement betweeB+L
and MPI(ECF No. 41, Ex. B), th&rial Protocol attached as Exhibit B tlee Agreemen(ECF No. 41, Ex. C), and
the Meeting Minutes issued by the FDA after a meeting on July 15, 2014 (ECFINEX. H).

2 The parties agree that the Agreement is valid and enforceable. ECF Mlpa#ly 7. New York law
applies. Agreement § 13.19eeECF No. 39.

3 If B+L chose to extend the Option, the Agreement contemplated the pogsibitihe or more “Additional
Trials.” See id88 1.1, 1.51, 1.55, 2, 4.8, 5.5(@)).



“Completely Successful if the results of the Initial Phase Il Trial or any
Additional Trial indicate that (a) the efficacy of the Licensed Product on both
primary sign and symptom endpoints, at the primary time point (Day 29 for the
Initial Phase IIl Trial), as defined in the Protacd statistically significantly
superior to the vehicle with a p value of 0.050 or less, and (b) following a formal
meeting with the FDA, the FDA agrees, per its formal, final meeting minutes, that
the Initial Phase Il Trial or such Additional Trial is the final study requfeed

the Approval of the Licensed Product.

“Successful means the results of the Initial Phase Ill Trial or any Additional
Trial indicate that (a) the efficacy of the Licensed Product on both prisnigny

and symptom endpoints, at the primary time point (Day 29 for the Initial Phase Il
Trial), as defined inhe Protocol, is statistically significantly superior to the
vehicle with a p value of 0.050 or less, and (b) following a formal meeting with
the FDA, the FDA agrees, per its formal, final meeting minutes, that there are no
Significant Safety Issues and thanly one additional Phase Il Trial is required

for Approval.

“Partially_Successful means the results of the Initial Phase Il Trial or any
Additional indicate that (a) the efficacy of the Licensed Product on either or both
primary sign and symptom endpoints, at the primary time point (Day 29 for the
Initial Phase Il Trial), as defined in the Protocol, is not statisticallgisogntly
superior to the vehicle with a p value of 0.050 or less, and (b) following a formal
meeting with the FDA, the FDA agrees, per its formal, final meeting minutes, that
there are no Significant Safety Issues and that only one additional IRhesa!

is required for Approval.

“Inconclusive’ means the results of the Initial Phase 1ll Trial or any Additional
Trial are not Completely Successful, Successful, Partially SuccessfiNloor
Successful.

“Not Successful means (a) the FDA determines, after a formal meeting and per
its formal meeting minutes, that there are Significant Safety Issues) tine(b
results of the Initial Phase Il Trial or any Additional Trial indicate that the
efficacy of the Licensed Produch both primary sign and symptom endpoints at
the primary time point (Day 29 for the Initial Phase Il Trial), as defineden th
Protocol, are not statistically significantly superior to the vehicle witivaye of
0.050 or less, and the FDA does noteggthat either a sign asymptom, that
were assessed in the Initial Phase Il Trial or the Additional Trial, eamsbd as

the primary sign or symptom to support the Approval of the Licensed Prbduct.

Id. 88 1.11, 1.53, 1.45, 1.25, 1.41 (emphasis ddde

4

The Agreement defines the terms “Approval” and “Licensed Product,” baetterms are neit issue in

this case. As it pertains to this case, “Approval of the Licensed Product” maB#napproval of MIMD3 as a
product to treat dry eye syndrome.
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If the Initial Phase 1l Trial was Paatly Successful or Inconclusivand B+L declined to
either exercise or extend the Optitinen B+L was obligated to pay MPI a fee of $20 million
(“exit fee”). Id. § 5.5(c). However, if the Initial Phase Il Trial was Not Successtiuén B+L
couldwalk awaywithout making any further payments to MPd.

The Initial Phase Il Trial

The Initial Phase Il Trialncluded 403participantsand was conducted over arm@ek
period beginning on October 10, 2013. Participants were divided into two groups: the active
drug group (which received MIND3) and the placeBagroup (which received only a placebo).
Both groups were placed in a Contendll Adverse Environment chamber (“CAE chamber”),
which subjectedhe participantséyes to a stressful, drying environment.

After exposing participants to the CAE chambesearchers evaluated the effectiveness
of MIM-D3 by measuringertainsigns and symptoms atiotencomparing the active drug group
to the placebo groupThe Trial Protocol eparated the signs and symptants three categories:
Primary Efficacy Variable§ Secondary Efficacy Variables, and Exploratory Efficacy Variables.
SeeTrial Protocol § 6.1.

In May 2014, MPI provided B+L with the results of the Initial Phase IIl Tridhe
parties agree that the Initial Phase Ill Trial was not Completely SuuakteSsfccessful, or
Partially Successful as those terms are defined i\¢jneement. Because the Agreement does
not independently define the term Inconclusive, the parties’ rights and obligationsthede
Agreement depend on whether the Initial Phase Il Trial was Not Successful.

The parties agree that part (a) of the Not Successful definition does not applyeleeaus

FDA did not determine that there were &ignificant Safety Issues in the Initial Phase Ill Trial.

° The Agreement and the Trial Protocol both refer to the placebo as the “vel8eleltial Praocol § 7.1.2.
6 The Trial Protocol also describes the Primary Efficacy Variables as “priemtpoints and “endpoints.”
SeeTrial Protocol §§ 6.1.1, 6.1.4. See below for a more detailed discussiodinggdse word “endpoint.”
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The parties also agree thae first half of part (byoes appl becausdhe results of the Initial
Phase Il Trial did not indicate that MHA3 performed “statistically significantly superior” to
the placebo with respect to the primary sign and symptom endpoiriie parties’ dispute
focuseson the second half of gigb),” which consists of the following language:

[T]he FDA does not agree that either a sigragymptom, that were assessed in

the Initial Phase Il Trial or the Additional Trial, can be used as thegoy sign

or symptom to support the Approvaltbe Licensed Product.

Agreement 8§ 1.4b)(2). If that language applies, then the Initial Phase Il Twals Not
Successful; if it does not, then the Initial Phase Ill Trial was Incovelus

FDA Meeting Minutes

On July 15, 2014, representatives from MPI and B+L met with FDA officials to review
and discusghe Initial Phase llTrial results. The FDA then circulated the formal “Meeting
Minutes” from that meeting. The Meeting Minutes include questions subnhbiytedPI, the
FDA'’s responses to those questions, and a summary of any discussion that took place at the
meeting regarding those questions.

The first questionposedto the FDAwas: “Does the Agency agree that the assessed
endpoints can be used as a primggyn endpoint in support of the approval of the producE&e
Meeting Minutes at 2.With respect tadhe change in participants’ “corneal fluorescein staining
in the central region” following exposure to the CAE chamber, the FDA responded asfollow

A change in corneal fluorescein staining in a-gpecified area (e.g., central

region) at a prepecified time following exposure to a dry environment is

acceptable as a “sign endpoint” when coupled with a “symptom endpoint” to

support the efficacy of a product for the treatment of dry eyes. The use of

proprietary testing procedures may raise questions about the ability tolgenera
the test results to support a more generalized label.

! Although theAgreement does not separate part (b) into differentpsuts, for ease of reference the Court

will use “1.41(b)(2)" to refer to the second half of part (b) of section 1.41.
5



Id. With respect to the change in participaritdliorescein stainingn the total cornea (sum of
the inferior, central and superior regich&llowing exposure to the CAE chambéhe FDA
providedthe sameesponse.ld. at 23. Fluorescai staining in the central region of the cornea
and fluorescen stainingin the total corned were both measured as Exploratory Efficacy
Variables in the Initial Phase Il TrialSeeTrial Protocol § 6.1.3; ECF No. 47-4t 29.

Second, MPI askedDoes the Agency agree that the assessed endpoints can be used as a
primary symptomendpoint in support of the approval of the product@geting Minutesat 3.
With respectto participants’response to a question about “blurred vision”the OSDI
Questionnairé,the FDA provided the following response:

It is not recommended. A change in a patient’s response to a question about an
ocular symptom at a prspecified time is acceptable as a “symptom endpoint”
when coupled with a “sign endpoint” to support the efficacy of a product for the
treatment of dry eyes. For the purposes of assessing vision, it is generally
expected that vision would be measured using a standardized chart. A single
guestion concerning the quality of an individual’'s vision may be acceptable as a
“symptom endpoint.” We are not aware of validation studies of anyes{og
subset) question from the OSDI Questiaine The use of proprietary testing
procedures may raise questions about the ability to generalize thestdtst te
support a more generalized label.

Id. The FDAalsoapplied this response to all other symptom endpoints listed by MPI.
MPI’s third questiorreadas follows:

If the following sign and symptom endpoints, specifically, change from Pre
CAEsy to PostCAEsy in fluorescein staining in the central region or total cornea
(sum of the inferior, central and superior regions) and one of the following OSDI
guestions‘blurred vision” or “poor vision” that demonstrated improvements in
the recently completed Phase dst (MIM-725) are replicated as primary
endpoints in a subsequent Phase 3 study, would the clinical data from these two
Phase 3 studies and the Phase 2 study @vitM) be sufficient evidence to
support efficacy of a dry eye indication? Would an additiefiaddacy study be
required?

8 For the sake of simplicity, the Court will refer to these two variadde'&entral cornea staining” and “total

cornea staining.”

o OSDI stands for “Ocular Surface Disease Indes&eECF No. 471, at § 30. Participants’ answers to
guestions in the OSDI Questionnaire were measured as Exploratagcififariables in the InitialliRase Il Trial.
SeeTrial Protocol § 6.1.3



V.

Id. at 4. The FDAgave the following response:

A single efficacy study is unlikely to be sufficient to support a New Drug
Application (NDA) because after an adjustment for multiplicity, it appears that
neither of the completed studies demonstrated efficacy of the proposed drug
product. It is recommended that at least two additional efficacy studies be
conducted.

B+L’s Decision to Not Exercise the Option

On August 1, 2014, MPI sent the Meeting Minutes to B+L. B+L'’s receipt of the Meeting

Minutes triggered a 3@ay deadline for B+L to decide how to proceed with respect to

exercising, extending, or deciding not to exercise the Opts@eAgreement 8§ 5.4 Ultimately,

B+L allowed the 3@day deadline to come and go without exercising or extending the Option.

B+L did not pay MPI thexit fee
Procedural History

B+L initiated this action by seeking a declaratory judgment that B+L is not oldigate

make ay further payments to MPI under the Agreement. ECF No. 1. MPI, in turn, asserted

various counterclaims against B+L and Valeant. ECF No. 6.

MPI now moves for partial summary judgment its breach of contract claim against

B+L. ECF No. 41. MPI argues thathe Initial Phase IIl Trial was Inconclusiand thatB+L
breachedsection 5.5(c) othe Agreement by failing to pay thexit fee when it declined to
exercise or extend the Optiofd.

B+L and Valeantrossmove for summary judgment. ECF No. #7According to them,
the Initial Phase Il Trial was Not Successand no payment was due to MPB+L seeks

judgment on its complaint and Valeant seeks dismissal of MPI'sphirty claim Id.**

10 B+L and Valeant have also moved to strike certain exhibits submitted by MEF No. 472, at 2123.

The Courtdoes not rely oany of the challenged exhibits in this decision. Therefore, the motiornki® istMOOT.
1 For the sake of simplicity, the Court will occasionally refer to B+L an@afat together as “B+L.”
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LEGAL STANDARD

Summary judgment shall be granted “if the movant shows that there is no gespurte di
as to any material fact and that the moving party is entitled to a judgment as a mattet of law
Fed. R. Civ. P. 56(a). On the other hand, themoring party may deat a summary judgment
motion by producing sufficient specific facts to establish that there is a gessueof material
fact for trial. Celotex Corp. v. Catretd77 U.S. 317, 322 (1986).

When reviewing a motion for summary judgment, the courttmesolve genuinely
disputed facts in favor of the nenoving party and must view inferences to be drawn from the
facts in the light most favorable to the rmoving party. Adickes v. S. H. Kress & C@&98 U.S.
144, 15859 (1970). However, a party may not “rely on mere speculation or conjecture as to the
true nature of the facts to overcome a motion for summary judgmg&might v. U.S. Fire Ins.
Co, 804 F.2d 9, 12 (2d Cir. 1986).

DISCUSSION

As detailed aboveht parties’ dispute regarding their rights and obligations under the
Agreement turns on the following language, which is contaimélde Agreement’s definition of
the term Not Successful:

[T]he FDA does not agree that either a sigragymptom, that weresaessed in

the Initial Phase Il Trial or the Additional Trial, can be used as thegpy sign

or symptom to support the Approval of the Licensed Product.

Agreement § 1.4b)(2). If that language applies, then the Initial Phase IIl Trial was Not
Succeskl and B+L had the right to walk away without making any further payments to MPI.
See id.§ 5.5(c). If it does not, then the Initial Phase Il Trial was Inconclusive Barid
breached the Agreement by failing to pay the exit fde.

The Court will begin with a discussion of the relevant legal principles and theregroce

to an analysis of the parties’ competing interpretations. For the reasonsllthat the Court



finds that section 1.41(b)(2% unambiguous and does not apmtte Initial Phase Il Trial.
Accordingly,the motion for summary judgment by B+L and Valeant is DENIED and the motion
for partial summary judgment by MPI is GRANTED.

Relevant Principles of Contract Interpretation

“The primary objective of a court in erpreting a contract is to give effect to the intent
of the parties as revealed by the language of their agreén@ompagnie Financiere de CIC et
de L'Union Europeenne v. Merrill Lynch, Pierce, Fenner & Smith, 1882 F.3d 153, 157 (2d
Cir. 2000)(Sotomayor, J; see also MHR Capital Partners LP v. Presstek,, Ih2.N.Y.3d 640,

645 (2009)(“It is well settled that a contract is to be constriedccordance with the parties’
intent, which is generally discerned from the four corners of the document itself?”)
construing a contract, a costtould“read the contract as a whole” and “avoid any interpretation
that would render a contractual provision without force and effdatitpold Pharm., Inc. v. Ed.
Geistlich Sohne A.G. Fur Chemische Industri@g4 F.3d 78, 87 (2d Cir. 20Lciting
Westmoreland Coal Co. v. Entech, Int00 N.Y.2d 352, 358§2003) andTwo Guys from
Harrison-N.Y ., Inc. v. S.F.R. Realty Asso&3 N.Y.2d 396, 403 (198%)

In a contract dispute, summary judgment is geneggdiyropriateonly if the contract is
unambiguous.Compagnie232 F.3d at 157:Contract language is ambiguous if itagpable of
more than one meaning when viewed objectively by a reasonably intelligent person who has
examined the context of the entire integrated agreeimefd. at 158 (quotingSayers v.
Rochester Tel. Corp. Supplemental Mgmt. Pension,PlaR.3d 1091, 1095 (2d Cir. 1993)
(internal quotations omittedyee alsoGreenfield v. PhilleRRecords, In¢.98 N.Y.2d 562, 569
(2002) (“A contract is unambigus if the language it uses has a definite and precise meaning,
unattended by danger of misconception in the purport ohgineementitself, and concerning

which there is no reasonable basis for a difference of opipidmternal quotations and



alterations omitted) Simply put “[a] contract is ambiguous when reasonable minds could differ
as to its meaning.”Luitpold, 784 F.3d at 87quotingVan Wagner Advert. Corp. v. S & M
Enterprises67 N.Y.2d 186, 191 (198p6)

Languagein a contract “is not rendered ambiguous just because one of the parties
attaches a different, subjective meaning to one of its terfidedre v. Kope] 237 A.D.2d 124,
125 (1st Dep’t 1997)accordLaw Debenture Trust Co. of N.Y. v. Maverick Tube C&$6 F.3d
458, 467 (2d Cir. 201Q)quotingHunt Ltd. v. Lifschultz Fast Freight, In@89 F.2d 1274, 1277
(2d Cir. 1989). As the Second Circuit has stressed, “it is the rare sentence that cannot be read in
more han one way if the reader is willing either to suspend the rules of commasHnghge
or ignore the conventions of a given commercial setting. . . . Contorted sesmanticaist not be
permitted to create an issue where none existédrds Co. v. Stamford Ridgeway Assoc61
F.2d 117, 120 (2d Cir. 1985ee also Hunt889 F.2d at 1277 (“The court is not required to find
the language ambiguous where the interpretation urged by one party wouldhsraontract
language beyond itgasonable andrdinary meaning.”) (quotingethlehem Steel Co. v. Turner
Const. Ca.2 N.Y.2d 456, 459 (195)]internal quotations and alterations omitted).

Under New York law'? the question of ambiguity must be determined “from the face of
the agreement, without fexence to extrinsic evidence.Collins v. HarrisonBode 303 F.3d
429, 433 (2d Cir. 2002(citing Kass v. Kass91 N.Y.2d 554, 56§1998). At the same time,
courts consider the words in a contract “not as if isolated from the context, butlighthef the
obligation as a whole and the intention of the parties as manifested théfeby. should not
prevail over substance and a sensible meaning of words should be"sdGagg 91 N.Y.2d at

566 (quoting William C. Atwater & Co., Inc. v. Panama R. €846 N.Y. 519, 5241927).

12 Seeabove note 2.
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Whether a given contract is ambiguous is a question of law for the court to degigmld, 784
F.3d at 88Kass 91 N.Y.2d at 566.

MPI’s Interpretation of Section 1.41(b)(2)

MPI’s interpretation of section 1.41(b)(8)cuseson thewords ‘sign” and symptom.”
MPI argues thathosewords referto the variablesthat were measured at the Initial Phase IlI
Trial, not thedata or resultsof that trial. Thus, as long as the FDA agreed that one of the
variables measured in the Initial Phase Il Trial could be used aprithary variable in an
application for FDA approval, then section 1.41(b)(2) would not applen if that variable
would have to be measured in a subsequent stndgven ifno data from the Initial Phase IlI
Trial could be used to show the effectiveness of MIBI-

This interpretation is consistent Wwitthe plain meaning of the words “sign” and
“symptom.” Although reither of those worddgs defined in the Agreement, the parties do not
disputetheir meaning. A sign isan objectiveindication of disease, whereas a symptom is a
subjectiveindication of disease.SeeECF No. 472, at 2 n. 4 (quoting Dorland’s Medical
Dictionary for HealthConsumers (200Y,)Stedman’s Medical Dictionary at 1766, 1884 (28th ed.
2006), available at Westlaw STEDMANS818000, 874230. For example,a doctor might
determine whether her patient has pneumoniemégsuring common signs (inflammation in the
lungs)and symptoms (fatigue, difficulty breathingj that disease.n the context of a clinical
trial, signs and symptoms asimply the things that get measur&dl By contrast,words like
“data” and “results” refer tthe measurement of those things

MPI's interpretationis also consistent withasicEnglishgrammar. There is no doubt

that thesubject ofsection 1.41(b)(2) isthe FDA'; the FDA is the entityvhose action (to agree

or “not agree”)determines whether section 1.41(b)(2) applies. The parties’ dispute is about the

13 In their crosamotion for summary juginent, B+L and Valeant agree that signs and symptoms “are merely

the categories of measurement.” ECF No24at 14.
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predicate of section 1.41(b)(2)., to what must the FDA “not agree"Because thevords“that
either a sign or symptommmediately followthe word “agreg the naturaimplicationis that
the FDA'’s action is directed at “either a sign or a symptoin.’bther words“either a sign or a
symptom” is theobject of section 1.41(b)(2)* This is the most logical readingf section
1.41(b)(2) and justifies MPI's focus on the words “sign” and “symptom.”

The repetition of “sign” and “symptom” near the end of section 1.41(b)(2) further
justifies MPI's focus on those worddf the FDA agrees that “a sign or a symptom . . . can be
usedas the primary sign or symptom .,” then section 1.41(b)(2) does not appiyhe word
“as” is a prepositionn this contextmeaning thathe phrase “primary sign or symptom” refers to
the role or functionthat “eithera sign or a symptom, that were assessed. . .” must be able to
fulfill . Because the words “sign” and “symptosimply refer to the variabkthataremeasured
in a clinical trial rather than the data or results of that trilais common sense reading of the
phrase “ashe primary sign or symptonilirthersupports MPI's interpretation.

Moreover MPI's interpretatiorgives acommon senspurpose teachclause and phrase
in section 1.41(b)(2) The most sensibleeading ofthe clause “that were assessed in the Initial
Phase Ill Trial or the Additional Trialyvhich immediately follows “either a sign or a symptom”
and is separated from the rest of section 1.41(b)(2) by commas, is thatadieetive clausen
other words, idescribes th&/peof signs and symptonabout whichthe FDA must “not agreé
Next, the phrase “can be used as the primary sign or symptom to support the Approval of the
Licensed Productis the substancef what the FDA mustnot agreéto. “[A] s the primary sign
or symptom” refers to theole that the specific sign or symptom must be able to play, and “to

support the Approval of the Licensed Product” refers todhjective for which the sign or

14 English sentences generally follow a subjemtbobject sentence structureSee, e.g. M. H. Sam

Jacobson, A Checklist for Drafting Good Contracts, 5 J. Ass'n Legaing/Directors 79, 105 (2008) (“Sentences
written in a simple structure (subjecrb-object) are easy to read and understand.”); Peter M. Tiersma,
Communicating with JuriesHow to Draft More Understandable Instructions, 10 ScribesedalLWriting 1, 19
(2006) (“Most sentences in English have what linguists call an ‘SMfpd order: subjeeterb-object.”).
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symptom must be able to be usemhis reading gives a common sense purpose to each part of
sectionl.41(b)(2)by recognizing that the words “that were assessed . . .” and “can be.used
serve distinct purposesection 1.41(b)(2) doesot apply if (1) X is a sign or symptom that was
assessed at the Initial Phase Il Trial and (2) the FDA agrees that X can be tlsegramary

sign or symptom to support Approval of the Licensed Product.

Lastly, MPI's interpretation of section 1.41(b)(2)bolsteredby readingthat section in
context with the Agreement as a wholeThe Agreement’s definitions of Completely
Successful,” “Successful,” “Partially Successful,” and “Not Successfufirror each other in
several important respect€ach definition includelnguage regarding whether the “efficacy”
of MIM-D3 on “primary sign and symptom endpoints” Wsististically significantly superior to
the vehicle with a p value d.050 or less.” SeeAgreement 88 1.11(a), 1.53(a), 1.45(a),
1.41(b)(1). The definitions for Completely Successful, Successful, and Partially Stidoesch
include specificlanguage regardingow manyadditional Phase Il Trialgvould berequired to
secure FDA Approval See id.88 1.11(b)(no additional trials required), 1.53(l6pnly one
additional trial required), 1.45(b) (only one additional trial requitedYhe definitions for
Successful, Partially Successfahd Not Successful ea@mploy parallel languageéo address
the possibility thathere are Significant Safety Issuggh MIM-D3. See id§8§ 1.53(b), 1.45(b),
1.41(a). But section 1.41(b)(2) is completely unique. That langubmes not appedn the
definitions for any of the other possible outcomés fact, the language in section 1.41(b){8)
the only language inany of these definitions that is not repeated elsewhéFais strongly
suggests that section 1.41(b){ meant to address a categorically different aspect of the Initial
Phase Il Trial-namely, whetheany of the variablemeasured at that trial could be usexithe

primary variablagn an application for FDA approval.

15 The Agreement does not independently define the term “InconeltisBeeAgreement § 1.25.
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B+L advancedour argumentsn opposition toMPI's interpretation, none of which are
persuasive.First, B+L argues that MPI'snterpretation “would require the Court to change the
language of the contract and read numerous new words into the definition of Not Successful.”
ECF No. 472, at B5-16. Specifically, B+Largues that MPI intprets section 1.41(b)(2) to read
as follows:

[T]he FDA does not agree that either a sign or a symptom, that were assessed in

the Initial Phase Il Trial . . ., can be used as the primary gigaymptom

endpoint in an Additional Trial
Id. (emphasis in original).

This argumenischaracterizeMPI’s interpretation MPI believes thathe Initial Phase
[Il Trial could fall outside the purview dfection 1.41(b)(2¢ven ifan aditional tial would be
required to demonsti@ the effectiveness of MIND3, not only if an additional trial would be
required Of course, one sensibleay a sign or symptom can be used “to support the Approval
of the Licensed Product$ for thatsign or symptoma be measuredt an additionalrial. But
that is true regardless of whether the words “in an Additional Tajgbear in section 1.41(b)(2)
MPI’s interpretation does no¢quirethose words to baddedinto the Agreement.

Similarly, although addinghe word “endpoint” tsection 1.41(b)(2) would be consistent
with MPI’s interpretationthe interpretatio in no way depends on such an addition. The word
endpointis usedelsewherdn the Agreement buteverdefined. According to B+L, endpoints
are “direct and measurable characteristics of treatment outcome” and can be primary or
secondary efficacy variablesbut not exploratory efficacy variables. ECF No.-2j7at 6.
Primary variables are the most importhaetause “the only thing the FDA considerprapable
are the primary endpoints for that studyd. MPI defines endpoint as “a variable linked to the
efficacy (e.g., prolongation of survival) or safety issue of the trial.” EGF412, at 17 (citing

Segen’sMedical Dictionary (2012)). The FDA has provided the following definitionh&T
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measurement that will be statistically compared among treatment groups totlssefésct of
treatment and that corresponds with the clinical trial's objectives, designdata analysis.”
U.S. Food & Drug Admin., Guidance for Industry: PatiBeported Outcome Measures: Use in
Medical Product Development to Support Labeling Claims (2008yailable at
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryinfayni@uidances/U
CM193282. The Trial Protocolfor the Initial Phase Il Triabdescribes thd’rimary Efficacy
Variables as “primary endpoiritend “endpoints,’seeTrial Protocol 88 6.1.1, 6.1.4, suggesting
that the term8primary variable’, “ primaryendpoint,” and “endpoint” are synonymous.

The subtle differences between these definitions are insignificant. To poipilysan
endpoint is the predetermined goal of a clinical tridaturally,the goal of a trialis expressed in
terms of a variable that is being measured at that tAacording to B+L’s owrdefinition and
the Trial Protocol, the word endpoint is used to refer to primary efficacgbles. Because
section 1.41(b)(2)ncludes the wordprimary,” adding the wordendpoint” would not change
the meaning of section 1.41(b)(2) at—athuch less add meaning that is helpful to MPI's
interpretation.

SecondB+L argues thatit would be illogical to accept that ‘used to support Approval’
means the same thing as ‘used in an Additional Trial to support Apprdedduse “[c]linical
trials do not support Approval; the trial must be successful and result in an assgssed s
symptom that is sufficiently significant to support regulatory Approval. FE©O. 47-2, at 16.

Again,B+L mischaracterizes MPI's interpretatioMP| does not disputinat statistically
significant data is necessary for FDA approvaRather, MPI's position is thaneasuring
acceptableprimary variabless also a necesary condition for FDA approval.lndeed, B+L
agrees thaf[tlhe Primary Efficacy Variables in a clinical trial are the most importadaloise

‘the only thing the FDA considers approvable are the primary endpoints for that"ste@F
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No. 472, at 6 (quoting ECF No. 4710, Tonetta Dep.a 69:1621). MPI's common sense
interpretations thatif the FDA agreeshat a secondary or exploratory variable measured at the
Initial Phase Il Trialwould be acceptablas a primary variableéhen section 1.41(b)(2) does not
apply—even if thatvariable would have to be measured at an additional ffiaik interpretation
does not requird/P1 to argue thatn application for FDA approval could somehow succeed
without significant data.

Third, B+L argues that MPI's interpretation would “nullifgection 1.41(b) Before the
Agreement was signed in July 2013, MPI conducted a “Phase Il Trial” ragaviM-D3. ECF
No. 473, Ex. B, Attachment 1 (“Synopsis of the Phase 2 Study MMd"). Total cornea
staining was a “Primary Efficacy Measure” at the Phase Il Trial andrsgaim the particular
regionsof the corneavere “Secondary Efficacy Measuresli. On December 6, 2011, at the
conclusion of the Phase Il Trial, representatives frMRl spoke with the FDA via
teleconference about the Phase Il Trial dataMRdls proposed design for future studidsCF
No. 473, Ex. C(“Phase Il Meeting Minutes”).The FDAtentativelyagreed that cornea staining
in theinferior regionwas acceptablas a “sign primary efficacy endpoint” for a futdrbase Il
study. Phase Il Meeting Minutes at 5Given that history, B+L contends that there wasry
minimal risk” that the FDA wouldlecideafter the Initial Phase Il Trighat totalcornea staining
or central cornea staining were not acceptable as prisigmendpoints. ECF No. 473, at { 28.
B+L argues that[i ]t would be illogical to conclude that B+L agreed to pay MPI $20 million if
the FDA merely conformed to its wedktablished existing practice by approving as a primary
sign in an Additional Trial a measurement that had been used in a previous tialicald. at
30.

B+L’'s argument is unavailing.Even assuming B+L is correct that there was “very

minimal risk” the FDA wouldfind thattotal cornea staining or central cornea staining were not
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acceptable as primary sign endpoitisit does notnullify” section 1.41(bdr lead to an absurd
result’® It simply means that, at the time the parties entered into the Agredimenbances
were low thathe Initial Phase Il Trial would be Not Successful based on section 141{he
Court’s role is not taeach back in timeweigh the different permutations otrial outcomes
against therices associated with those outcomes, and then make sure that the Agreentnt woul
have been a “good deal” to both parties at the time it wasuéad. The Court’s role is t6give
effect to the intent of the parties revealed by the language of their agreeme@ompagnie

232 F.3d at 157emphasis added)“The best evidence of what parties to a written agreement
intendis what they say in their writin§ Postlewaite v. McGraxtill, Inc., 411 F.3d 63, 69 (2d

Cir. 2005)(quotingGreenfield v. Philles Records, In@8 N.Y.2d 562, 5692002)). There is no
doubt that thdanguage in théAgreement was drafted by sophisticated business parties and
negotiated at arms’length. MPI's interpretation of section 1.41(b)(2)ud not nullify any part

of that Agreementr lead to an absurd result but would simpdyeal the intent of the parties
through a natural and common sense reading of the language they agreed upon.

Fourth, B+Largues that MPI's interpretation “ignores the import of the words ‘tlea¢ w
assessed,” which signifies that the parties intended to refer to not just thehtting being
measured (the sign or symptom) but rather to the assesstmentiata or results.” ECF No.47
2, at17.

B+L'’s fourth argument, like the previous three, failsdtminish MPI's interpretation in

any way. MPI does not ignore the import of therds “that were assessédrlo the contraryas

16 B+L argues thatunderMPI's interpretationit would be“bound” to pay for numerousnsuccessful trials

so long asVIPI choseappropriate variables for those trial&ECF No. 55. But this ignorethe fact that the fee
referred to in section 5.5(c) of the Agreement iegihfee—it clearlyallowedB+L to exitthe Agreemenafter one

Inconclusive trial if it decided thale data wasnsatisfactory.

1 Of course, the Initial Phase IIl Trial could have also been Not Successful iDfhdoknd that there were
Significant Safety IssuesSeeAgreement § 1.41(a). B+L does not provide any argument regarding thieddetiof

that scenario, which underminés premise that MPI's interpretation would leave “virtually no situatihere a
clinical trial of MIM-D3 could ever be Not Successful.” ECF No-2 &t 16.
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described aboveMPI givesthose wordsheir most naturaneaning and purposthe clause “that

were assessed in the Initial Phase Il Trial or the Additional Trial,” wimghediately follows
“either a signor a symptom” and is separated from the rest of section 1.41(b)(2) by commas, is
an adjective clauseit modifies the object of the sentence (“either a sign or a symptom”) and
describes the type efiriablesabout whichthe FDA must “not agree B+L would change that
clauseto theobjectof the sentengedo the thingthat the FDA'’s action is directed towardsor

the reasons described aboiteis clear that “either a sign or a symptom” is the obcthe

FDA's action The defects oB+L’s own interpretatiorarediscussed in more detail below, but

for now it suffices to say thPI givesa reasonablmeaning tdhe words “that were assessed

To summarizeMPI has put forth a common senseasonable interpretation of section
1.41(H(2). MPI's interpretation givegach word its natural and ordinary meanigiyes each
phrase and clausis logical purpose, andnakes sense in contewtith how the othertrial
outcomes are defined in the Agreemeritherefore, the crossiotion for summary judgment
filed by B+L and Valeant (ECF No. 47) is DENIED.

B+L'’s Interpretation of Section 1.41(b)(2)

MPI's common sensenterpretation of section 1.41(b)(2) does not end the Court’s
inquiry. MPI has also moved for summary judgment, arguing that section 1.41{b)(2)
unambiguous andsking the Court to finthat B+L breached the Agreement as a matter of law.
SeeECF No. 41. If reasonable minds couldftér as to the meaningf section 1.41(b)(2then
summary judgment would not be warranteflee e.g, Seiden Assocs., Inc. v. ANC Holdings,
Inc., 959 F.2d 425, 428 (2d Cir. 1992). Therefore, the Court tooms to B+L’s interpretation
of section 1.41(b)(2). The Court finds tltais urtenable

B+L’s logic begins with the fact that an application for FDA approval of a ptadust

demonstrate substantial evidence of that product’s effectiveness, derived frquatadand
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well-controlled clinical investigations. ECF No.-27 at 12 (citing 21 U.S.C. 8§ 355(d)). To
prove effectiveness, the FDA ordinarily requires at least two adequate andomtetllled
studies, each of which must show that the product had “a statisticallficsighieffect on a
clinically meaningful endpoint.1d. (citing ECF No. 47-3, Ex. A, at 11}

In light of those regulatory requirements, B+L reads section 1.41(b)(2) to appss unle
the FDA agreed “that the results of the assessed sign or symptom (i.e.,odédahec used to
demonstrate the requisite efficacy needed égulkatory approval.”ld. In other words, B+L’s
position is that “the FDA had to agree in the meeting that a sign or symptom that v8as@sase
the Initial Phase Ill Trial had demonstrated a statistically significasttefuch that it can be
used as we of the ‘at least two’ studies of a primary sign or symptom that will support
substantial evidence of effectivenesdd. at 13. Because the FDA did not agree that any data
from the Initial Phase Il Trial could be used to show the effectivenessMtD8, B+L argues
that section 1.41(b)(2) applies and the Initial Phase Il Trial was Not Ssfate

B+L'’s interpretationfails for several basic reasongsirst, B+L's interpretation would
require the Court to suspend the rules of common English usagadanhdvords into the
Agreement. 8ction1.41(b)(2) does not contain the words “data,” “results,” or “efficady+L
attemptsto read inthoseconceptsby pointing to the wordséithera sign or a symptom, that
were assessed.” ECF No.47-2, at 1314 (arguing that* datd is synonymous with ‘sign or
symptom[] that were assessed.”™) (alteration in origindBut as described above, the words
“sign” and “symptom” simply refer to the variables themselves, nbé data collectedby
measuring those variable# their crosamotion for summary judgment, B+L and Valeant agree

that signs and symptoms “are merely the categories of measurement.” ECF2\at 44.

18 The Court accepts information regarding the FDA’s approval process as tdlevha contextn which

B+L and MPI entered into the Agreemer8eeThompson v. Gjivoje896 F.2d 716, 721 (2d Cir. 199@}ating that
courts interpreting contract language should give “due consideratitie Surrounding circumstances apparent
purpose whichhe parties sought to accompli3hquotingWilliam C. Atwater & Co. v. Panama R.R. C246 N.Y.
519, 524(1927)(internal quotations omitted)Therefore, MPI's motion to strike (ECF No. 54) is DENIED.
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By pointing to the word “assessedB+L ignores theimportant difference between
“either a sign or a symptom, that were assessed . . .” and “the assessmeghajrasgmptom
that . . .” In the firstscenarie—which, of course, is what actually appears in section 1.41{b)(2)
the words “sign” and “symptom” are given prominence anduaegl as the object of the FBA’
action. Thewords “that were assessed . . .,” which are separated from the rest of the sentence by
commas,simply describe the type of sign or symptom the FDA must agreabout. In the
second scenarjovhich iswhat B+L reads the contract to saye focus has been completely
changedthe word “assessment” woulbw be the object of the FD#'action.

B+L also points to the word “support” and argues that only data can “support the
Approval of the Licensed Product.” ECF No-27at 14.But thisargument igefuted ly B+L’s
own characterizatiomf the FDA approval process. According to B4the FDA reuires an
applicant to prove effectiveness through at least two adequate ancontetllled studies, each
of which must show that the product had “a statistically significant effaca clinically
meaningful endpoirit Id. at 12 (citing ECF No. 438, Ex. A, at 1] (emphasis added). In other
words, while statistically significant data is obviously important and necessaeasuring
acceptable variables #sonecessar§or FDA approval. B+L does not deny that fatt.

Thus, B+L cannot point to any words in sectibd1(b)(2)thatreasonablymplicate the
concept of data or efficacyB+L’s interpretation would require the Court towete section
1.41(b)(2) by adding in words and changing the focus of the sentence.

Second, if the parties had wanted section 1.41(b)(2)@éanwhat B+L argues it does,
they could have easily said so. The parties could have agreed on the following lantheage: “

FDA does not agree that any data from the Initial Phase Il Triabditidnal Trial can be used

19 Indeed, the Meeting Minutes following the Initial Bldll Trial demonstrate the importance of measuring

acceptable variablesIn response to Question 2 regarding whether the OSDI questionnaidebepulsed “as a
primary symptom endpoint in support of the approval of the product,” thedaidl “[i]t is na recommended.’See
Meeting Minutes at 3. Thus, even if MPI provided data showing that-Bi8Vhad a statistically significant effect
on patients’ answers to the OSDI questionnaire, it would likely nopatibapproval.
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to demonstrate the efficacy of the Licensed ProductBut instead, they agreed thhibt
Successful meant “[tjhe FDA does not agree that either a sign or a syntipibnwere assessed

in the Initial Phase Il Trial or the Additiondlrial, can be used as the primary sign or symptom

to support the Approval of the Licensed Product.” The existence of an obvious, simple, and
straightforward wayto conveythe meaning that B+L ascribes to section 1.41(b)(2) bébes
interpretation In contrast, there is no obvious alternative way to convey the meaning that MPI
ascribes to section 1.41(b)(2).

Third, reading sectiori.41(b)(2)in context with the entire AgreemediscreditsB+L’s
interpretation.B+L assertghatsection 1.41(b)(2) applies unles® Initial Phase lITrial canbe
used as one of th&at least two”studies required for FDA approvalBut elsewheran the
Agreement, the partiessedcompletelydifferent language to specifically addrabe issue of
how many additional trials would be required for FDA approvabr a trial to be Completely
Successful, the FDA must agree that the trial “is the final study redfoiréde Approval of the
Licensed Product.” Agreement 8§ 1(tl For a trial to be Successful biot Successful, the
FDA must agredghat “only one additional Phase Ill Trial is required for Apprdvald. 88
1.53(b), 1.45(b).

If the parties had intendelde definition of Not Successfub addressvhether therial at
issuecould be used as one of the “at least two” studies required for FDA apptasalyould
haveemployed the same languaityey didin other parts of the Agreemefft.Seelnt’|l Fid. Ins.

Co. v. Cty. of Rocklan®8 F. Supp. 2d 400, 412 (S.D.N.Y. 20Q@ophisticate lawyers . . .
must be presumed to know how to use parallel construction and identical wording to impart

identical meaning when they intend to do so, and how to use different words and construction to

0 For example, the parties coutdve agreed to the following language: “the FDA does not agree that only

one additional Phase Il Trial is required for Approvalhe partiesalsocould have used words such as “data” or
“results™—each of which appears numerous times throughout the Agreement, busaction 1.41(b)(2)
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establish distinctions in meaninyy.’'Bank of N.Y. Mellon Trust Co. v. Morgan Stanley Mortg.
Capital, Inc, 821 F.3d 297, 36®7 (2d Cir. 2016)citing Int’l Fid. Ins. Co); Nat'| Basketball
Ass’nv. Natl Basketball Players Ass’ No. 04CV-9528 2005 WL 22869, at *8 (S.D.N.Y. Jan.
3, 2005).

Indeed,even the use of similar but not identical languaga contracimplies thatthe
partes intended different meaning&ee, e.g.Eastman Kodak Co. v. Altek Car@36 F. Supp.
2d 342, 355 (S.D.N.Y. 2018)The use of similar but different terms in a single consacingly
implies that the terms are to be accorded different meann@gidting NFL Enters. LLC v.
Comcast Cable Comms, LLC, 51 A.D.3d 52 (1st Dep’t 2008)Gov't Employees Ins. Co. v.
Sacq No. 12CV-5633, 2015 WL 1527611, at *4 (E.D.N.Y. Mar. 31, 2019 ew York case
law has developed a general principle that where a contract uses similar, bdémixal,
language in different provisions, the use of different terms implies that the &#em® be
accorded different meaningls. This case presents a much simpler scen#én®ianguagein
sectionl.41(b)(2)is completely differenfrom thelanguage irthe definitions for other outcomes
The only reasonablenference is that theparties intended section 1.41@)(to addres a
completely different aspect of the Initial Phase Il Trial

In sum,there isno support for including concepts such as data or effioagection
1.41(b)(2). B+L'’s interpretation wouldstrain the contract language beyond ieasonable and
ordinary meamg,” Hunt, 889 F.2d at 1277, and would amount to “[c]ontorted semanticism,”
Wards 761 F.2d at 120B+L essentially asks the Court towste section 1.41(b)(2) by adding
in new words, changing the entire focus of the sentence, and ignoring the langudge use

elsewhere in the Agreement. héh viewed objectively by a reasonably intelligent person who
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has examined the context of the enf\greement, MPI's interpretation of section 1.41(b)(2) is
the only reasonable on&@herefore, the&ourt finds that section 1.41(b)(2) is unambigudus.
V. Breach of Contract

To recover on a breach of contract claim under New York law, a plaintiff must Ipyave
preponderance of the evidence {19 existence of a valid contract; (2) adequate performance by
the plaintiff; (3) breach by the defendant; and (4) damages caustthtidyeach. See, e.g.
Diesel Props S.r.l. v. Greystone Bus. Credit Il L1631 F.3d 42, 52 (2d Cir. 20110nly the
third element is at issue hefe.

Having found that section 1.41(b)(2) is unambigudhs, Court now turns to the final
point of contention between the partiadietherthe FDAIn fact agreed thateither a sign or a
symptom, that were assessed inltigal Phase Il Trial or the Additional Trial, can be used as
the primary sign or symptom to support the Approval of the Licensed Proddiat.did, then
the Initial Phase Il Trial was Inconclusive and B+L breached the Agreeby failing to pay
theexit fee when it chose not to exercise or extend the Op&aeAgreement § 5.5(c).

MPI relies onthe FDA’s answeto Question in the Meeting Minutes. Questionréads
as follows: “Does the Agency agree that the assessed endpoints can be used as asimary
endpoint in support of the approval of the producB®eMeeting Minutes at 2MPI asked this
guestionwith respect taentral cornea staining and total cornea staining, both of which are signs
and both of which were measured as Exploratory Efficacy Variables in tia Rhase Il Trial.
See id. Trial Protocol § 6.1.3; ECF No. 4%, at 1 29.The FDA providedthe sameespnse for

both signs:

A Because thedgreement is unambiguous, the Court need not address B+L’s argumeitt shatid be

permittedadditional discoveryegarding “documents essential to a presentation of parol evid¢a€F"No.47-2,
at23-24).
2 SeeECF No. 471, 1 7.
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[Either central cornea staining or total cornea stainiagdcceptable as a “sign
endpoint” when coupled with a “symptom endpoint” to support the efficacy of a
product for the treatment of dry eyes. The use of proprietary testing procedures

may raise questions about the ability to generalize the test results to support a

more generalized label.
Meeting Minutes at 2.

B+L arguesthat the FDA'’s response to Question 1 is insufficient to render the Initial
Phase Il Trial Inconclusive ECF No. 472, at 1819. Specifically,B+L points outdifferences
between the language in section 1.41(b)(2) and the language used by MPI and thedebon
1.41(b)(2) involves whether the FDA agrees thatsign or a symptom can be usedtlas
“primary sign or symptoni whereasMPI asked whether cornea staining could be s
“primary sign endpoint” and the FDA agreed that it was acceptalaé€'sagn endpoint.”But as
discussed abovéhe differences between these terms are negligifiee word “primary,” like
the word “endpoint,’is used tadentify which variable (or variablesyill be used to determine
whetherthe trial meetsits objectives. By giving an affirmative answdpo Question 1the FDA
agreed that central cornea staining and total cornea staining could basubed type of
variable.

Similarly, the FDA stated thatornea staining could be used as a sign endpaimén
coupled with asymptomendpoint” But section1.41(b)(2) applies when the FDA does not
agree that “either a sigsr a symptom” can be used as “the primary siggymptom”to support
approval. Agreement 8§ 1.41(b)(2jemphasis added).Given the Agreement’s use of the

disjunctive,the FDA did not qualify its response to Question 1 in any waywoald affect

whether section 1.41(b)(2) appli€s.

= B+L’'s argument regarding the differences between section 1.41(b)(2hardeeting Minutes is further
belied by the deposition testimony of B+L'’s representative Sharon &onett

Q: Now, is it your understanding that the FDA told Mimetogen that éntipthat were assessed

during the initial Phase IIl trial could be used as primary endpoints in agsidvgdrial in order to

seek product approval?

A: Correct.
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Lastly, B+L arguesthat theFDA’s answer to Qué®n 3—rather than Question—&

should determine whether thatial Phase Il Trial was Inconclusiven Question 3, MPI asked:
If the following sign and symptom endpoints, specifically, change from Pre
CAEsy to PostCAEsgy in fluorescein staining in the central region or total cornea
(sum of the inferior, central and superior regions) and one of the following OSDI
guestions‘blurred vision” or “poor vision” that demonstrated improvements in
the recently completed Phase 3 study (MIRB) are replicated as primary
endpoints in a subsequent Phase 3 study, would the clinical data from these two
Phase 3 studies and the Phase wlyst(MIM-724) be sufficient evidence to
support efficacy of a dry eye indication? Would an additional efficacy stedy b
required?

Meeting Minutesat 4. The FDA responded as follows:
A single efficacy study is unlikely to be sufficient to support a NewmgD
Application (NDA) because after an adjustment for multiplicity, it appears that
neither of the completed studies demonstrated efficacy of the proposed drug

product. It is recommended that at least two additional efficacy studies be
conducted.

B+L’s argumentfails because Question i8 irrelevant tothis case Question 3 is a
hypothetical question abodata and how many additional efficacy studies would be required to
secure FDA approvalFor the reasons discussed above, those concepts are beyond the scope of
section1.41(b)(2). Rather section 1.41(b)(2) is unambiguous and concerns only whatkign
or a symptomi(e., a variableYhat was assessed at the Initial Phase Il Trial could be used as the
primaryvariable(i.e, endpoint)n support of FDA approval.

The FDA'’s affirmative answer to Questiomikeans thasection 1.41(b)(2) does not apply

and that the Initial Phase Ill Trial was Inconclusiv+L thereforebreached section 5.5(c) of

Q: And in fact there ere two sign endpoints assessed in the initial Phase Il trial that the FDA
indicated to Mimetogen could be used as primary sign endpoints in suppavtatpapproval in
a subsequent trial, correct?
A: There were two exploratory variables that couldused as endpoints, primary endpoints in
additional studies.
Q: The FDA told Mimetogen that that that those endpoints were acceptable to use as primary
endpoints in subsequent studies, correct?
A: Correct.

ECF No. 4110, Tonetta Dep. at 83:1484:13.
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the Agreement by failing to pay the $20 millierit fee when it declined to exercise or extend
the Option. Accordingly, MPI's motion for partial summary judgment (ECF No. 41) i
GRANTED.
CONCLUSION

For thereasons stated above, the motion for summadgment filed by B+L and
Valeant (ECF No 47) is DENIED and the motion for partial summary judgmedt byeMPI
(ECF No. 41) is GRANTED.

IT IS SO ORDERED.
Dated:June 30, 2017

Rochester, New York ﬁ Z Q

HON. FRAXK P. GERACI, J
Chief Judge
United States District Court
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