~IN'THE UNITED STATES DISTRICT-COURT
FOR THE DISTRICT OF DELAWARE

" NOVEN PHARMACEUTICALS, INC. :

Plaintiff/Counterclaim-
. Defendant,

.. . o C.A. No. 15-249-LPS |
| | * REDACTED - PUBLIC VERSION
ACTAVIS LABORATORIES UT,INC., : o |

Defendant/Counterclaimant.

ACTAVIS LABORATORIES UT, INC. .

 Third-Party Plaintiff, N .
yEamE  Original Filing Date: January 19,2017

V.

HISAMITSU PHARMACEUTICAL
co. INC,,

‘Third-Party Defendant.

"At Wilmington this 19th .day of January, 2017:
| Héying reviewed thé propoéed pretn'ai .order and éssociated materials (see DI l 49, 150,
- 151 g(“PTO”), submitt@d by Noven Pharmaceuticals, Tne. (“Noven” or f‘i’laintiﬂ”) and Actavis o
Laboratoﬁes,'lnc. (“Actavis” or “Defendant”),

s HEREBY ORDERED that::

1. Noven’s motion in limine (“M]L”)ANo. 1, o preclude Actavis® expert, Dr.
Micl_miék-Kohn from testifying “on purportedly obvious désign approaches fof r_nodifﬁng ..

Vivelle-Dot™ to arrive at the claimed invention (DI 150 Ex. 13 Tab 1 at 1), is DENIED. .



'A I\loven"s criticisms go 'to the Weight and not _;admissibi]ity of the proposed'testimony. Despite not .
havin_g actually undertaken the type of design modiﬁcaﬁons she proposes, and not having advised
. any entity to .undertake‘ such modifications, Dr "Michi:iak—Kohn is qualified to .express the
| opmions at issue, for reasons mcluding that she meets both parties deﬁmtlon of a person of
ordmary skill in the art. Just because the expert cannot 1dent1fy anyone who has made the type of
design modification she proposes does not mean her opinion as to what could be .done is
: inadmissible; That Dr. Michniak-Kohn has not “identified any scientific literature that accepts
her proposed'methodology as reliable” (id. at-.3) does not render it per se unreliable, as her
~ methodology may still be found to be “based on valid reasoning and rehable methodology” everi
ifitis not generally accepted. In re TMI thzg , 193 F.3d 613, 665 (3d Cir. 1999) (mternal
| quotation marks omltted) At the forthcoming bench tnal ‘the Court expects to find the disputed :
testimony to be’ helpful and w111 give it whatever we1ght it deserves
42. * Actavis’ MIL No. 1, to preclude Noven’s expert, Dr. Guy, from offermg certain
statlstlcal analyses (D.I 150 Ex. 14 Tab A at 1) is DENIED Actavis essentlally faults the |
statistical'tests Dr. Guy c‘hose‘to run, a matter on.whic_:h reasonable experts may disagree and on
_ which the Court may'rece'ive competing evidence. Dr. Guy is sufﬁciently qualiﬁed to perforni
‘the type of statistical tests he performed here (tests whose general acceptability do not appear to
be disputed), regardless of whether he is. also qualified to perform more complex statistical
analys1s | |
. Actavis has requested (m the altematlve) to present testimony from its statistical expert
Dr. Scharfstem,_purportedly identifying errors in Dr. Guy’s analysis. (See id. at 2-3) The Court “

will discuss this request with the parties at the pretrial conference later today. _



K 3. ActaV1s ‘MIL No. 2, to preclude Dr. Guy from offenng valldlty op1mons based on o
‘his analysis of Flgure 1 of the patent-m—sult and unexpected results ® I 151 Ex. 15 Tab A at 1), :

; is DEN]ED Actaws has not prov1ded a persuasive argument that Dr Guy s analys1s is so
lackmg in rehablhty that it should be stricken, partleularly given that he had earh‘erdwclosed all
of the m.aterials on whic‘hi'his Vo‘pin'ion is based, he has been deposed on this topic, and Actav'is_’ ’
expert (Dr. Michm'ai{-Kohn) did not address; — until her reply report. ‘Actavis’ |

| alternative requested' relief, which seems to beto narrowly oircunrscribe Dr. Gny’S’testimony 10 |

.. specifically what'he disclosed ths expert Teport, is also denied, as Dr. Guy will be permitted to

provide “reasonable . '. . elaboration” on the opinions he ade‘quately diselosed as well as

appropriate rebuttal testimony. See nCube Corp. v Sea'Ch,q_nge Int'], Irtc. g 809 F. Supp. 2d 337,

347 (D‘._De'lk. 201 1')' (“[Clourts'do not require verbatim consistency with the report but. .. allow

[] testimony which is oonsistent with the report and is a reasonable synthesis . .. of the opinions
contained in the expert’s report.”) (internal qnotation niarks on‘li\tted).1
o 4. Actav1s MIL No. 3, to exclude evidence of testing and op1mons about batches of

Defendant’s proposed generic product—

— @®.L 151 Ex. 16 Tab A at 1), is DENIED The parties raised

disputes over the course of this htlgatlon about_ (See

D.I 137 at 5-6) The Court will benefit from hearing whatever evidence elther side w1shes to

present regardm— Under the

circumstances, which include the fact that this is a bench trial and the Court has presided over

"Nonetheless, Actavis (like Noven) is free at trial to object to any expert testimony it
believes, in good faith, goes beyond what was previously and adequately disclosed.
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,- disputes_, the cpnqérns of Federal Rule of Eviden;:e 403
(e.g., Tisk of unfair prejudice, coﬁ'fusion, waste of time) do not substantially outweigh the
- potential probative value of the evidence at issue. The C(;urt furthef rej ec;ts Actavis’ contention |
that Dr. Guy’s pfoposed_qpinions astofi_ are so speculative as to be inadmissible
and Actavis’ suggestion fhat th¢ Court lacks subject matter jurisdiction.
5. Witﬁ respect to the parties® dispute as to the order of presentation at trial (PTO p.
9), Noven’s proposal is ADOPTED, with the modification that Eoth sides may have a rebuttal
‘ closihg arguﬁient. The parties are eﬁcouréged to use soﬁé portion (whatever aﬁmunt they
Bélievé will be most effectivé) of their trial' time for op'eniné statements; clbsing arguments are
| permitted but notirequired, although in past cases of this naﬁlre the Court‘ has found them té be
 helpful.
| | 6. . The partiés’ aispute relating to designating deposiﬁon tesﬁmqny and i_dentifyinvg' |
and resolving objections to such designations (PTO pp. 10-12) will be discussed at the pretrial |
conference. : | |
7. Noven’s proposal with respect to demonstrative exhibits for opening statements
(PTOp.17)is ADOPTED.
8. The parties’ dispute with respect to 'demonstr'ativ‘e- exhibits to be used during
direct examination will be discussed at the pretrial confereﬂce. |
9. The parties’ dispute with respect to whether Noven wﬂl be permitted to include a
technology tuton'al as partof its direct examination of its expert (PTO P 22) will be discussed at
the pretrial conférénce. - |

10.  Given the issues to be tried — which include iﬁﬁ‘ingerﬁent and invalidity, in a case
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" involving one patent-in-suit —the C.oﬁﬁ allocates to Leach sidea maximum of eléven (11) hours
per side for its trial p];esentation. This amount of time will be sufficient for both sieles to make
faie and reasonablelpresen'tations of ell the evidence and argument the Court w“ill‘need in orderto
resoIVe the disputé:d issues. | |
11; The Court will hold trial, subject to the parties’ time allocation noteo above, at
' some or a]l of the following times: |
- a. | | Monday, Jenuary 30: 8:30 am. - 6:00 Ap.m.'
b._ - Tuesday, January 31: 8:30 am. - ‘5:00 pm =
o Wednesday, February 1: 8:30 am. - 2:30 pm.
d Thursday, Februeryz: 10'am. - 6:00 pm.
12.  Because this Memorandum Order has been filed under seal, the part1es shall meet

and confer and shall, no later than J anuary 20, 2017, submlt a proposed redacted version of it.

Thereafter, the Court will 1ssuea_pub11e version.

HONORABLE EEONARD?. STARK
UNITED STATES DISTRICT COURT



