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Trustees of the University of Pennsylvania Doc. 3

UNITED STATES DISTRICT COURT
NORTHERN DISTRICT OF CALIFORNIA
SAN JOSE DIVISION
GENENTECH, INC, Case No.: A0-2037PSG

Plaintiff, ORDER GRANTING -IN-PART
DEFENDANT'S MOTION TO

COMPEL

V.

THE TRUSTEES OF THE UNIVERSITY OF

PENNSYLVANIA, (Re: Docket N0.288)

N N N N N e e e

Defendant.

In this patent infringement subefendantand Counterclainlaintiff The Trustees of the
University of Pennsylvania (“Penn”) movescompel Plaintiff Genentech, Inc. (“Genentech”) to
produce documents responsive to Penn’s request for prod(iRi6R”) nos. 29, 34, 69, and 97, as
well asresponses to Pennigterrogatoy nos. 17 and 18d1aving considered the letter brietgal
argumentevidence and authority presented by both parties, Penn’s motion to compel is
GRANTED-IN-PART.

. BACKGROUND

On July 26, 2010, Penn served its first set of requests for production of documents to

Geneatech.This set includeRFPnNo. 29, whichs the subject of the court’s order of June 16, 201

(“June 16 Order”) granting in part Penn’s previous motion to comRePno. 29 requests:

! See Docket No. 272.
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Documents sufficient to describe the results of all studies or experiments, or

analysis of data, related to the mechanism of action of Trastuzumab, Pertuzumab,

the antibodieslesignatedhs 4C8, 3E8, 3H8, 7.16.4, 7.5.5, 7.9.5, 7.21.2, or any

other antibodies that bind to HER2, neu, or pi85.

In its June 16 Order, the court concluded that RFP nis &8ropriately limiédto
“documentssufficient to describe the results of all studies or experiments, or analysis of data
related to the mechanism of action” of Herceptin and the recited antibodiesgt tells that
overexpress p185 and that are not breast cancer @aiks court ordered that Genentech conduct
“reasonable searchiér these documentsicluding checking email records of lead researchers,
interviewing researchers and scientists, searching for experinegaisling the 4D5 antibody after
production in previous litigation, and searching internal presentations, summariepatslthat
relate to the defined criterfa.

Even prior to the June 16 Order, Genentech had produced a substantial number of
documents relating tihe mechanisms of action of Herceptin and the antibodies 4D5 and 7.16 .
including “over one million pages of responsive documen#ster the court’s order, counsel
interviewed Genentech’s lead scientists on the issues directed by thencbproduced additional,
non-privileged materials, including minutes and presentations byasélerceptin teams at
Genentech and materials from its research and development review comfrittesseklso

followed up with several individuals listed by a Genentech senior staff stigntiis deposition as

“knowledgeable” o “qualified” to testfy aboutthe issue ofdisseminated tumor cells and their

? Docket No. 289, Ex. A.
% Docket No. 272t 5:910 (emphasis in original).
“1d. at 10:17-11:1.
®|d. at 2:13-22.
® Docket No 305-3 11 4, 7, 8.
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presence in patients, in the context of breast cancExtept for one set of documents already
produced to Penn, Genentech found that none of the individuals had responsive dotiments.
August 9, 2011, after several attempts to resolve disagreements over thersayffagthis
response to RFP no. 29 and the June 16 Order, Penn filed the motibefoosvthe court
Additionally, Penrchallengess number ofGenentech’s responsesPenn’s other requests,
specificallyRFP nos. 34, 69, and 93s well as Interrogatpmnos. 17 and 18.
In RFPno. 34, Penmequests:
Documents sufficient to describe the results of all studies or experiments, or
analysis or data, relatedtfwe phenotype, genotype aotther characteristics of
cells involved in the spread of metastatic disease, and all internal presentati
discussions relating to the foregoing.
Initially, Genentech stated a wide range of general objections tm&F32, focusing especially on
the phrase “all studies or experiments, or analysis of datathenoffered to meet and confer
with Penn regarding the scope of the requ2espite those attempiSenentech continues to argug
that RFPno. 34 is too broad and seeks discovery on issues far beyond the scope of this lawst
A similar stalemateexistswith respect tahe other disputed matteta. RFPno. 69, Penn
requests “[a]ll documents relating to whether Trastuzumab acts on breashaetverexpress
HER?2 but that are outside of theehst.** Genentech responded that it was not aware of any

responsive documents based on its stated interpretation of the rédRieBno. 97 asks for “[a]ll

documents relating to studies on ductal carcinoma in situ, circulating tumodeskmninated

"1d. 7 5.
®1d.
® Docket No. 289Ex. A.
9Seeid. Ex. B.
1d. Ex. C.
12 Genentech interpreted RFP 69 as (1) being “directed to breast cells in humats gzdie
receive Herceptin and not to cell lines,” and (2) presuming “breast cells graxpress HER2” to
excludecancer cellsld. Ex. D.
3
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tumor cells, and step cells that overexpress HERESr RFPno. 97, Genentech agreed, subject 1o

numerous objections, to produce responsive documents relating to circulating tus(6€a€lls”)
and disseminated tumor ceff®TCs”) “to the extent they exist and can be locaiétdr a
reasonable search?

Penn remais dissatisfied with the scope of Genentech’s respopsaescularly aghey
relate to which cells are subject to discovery and whether Genentech belisecsditao be
relevant in light othe court’sclaim construction. On largely tsesame bass, Penn claims that
Genentech alsbas failed to respond fully or fairly to its Interrogatory nos. 17 and 18. Genente
argues that it is unable to respond to Penn’s requests relatinig&stame disputed cell category
the “isolated tumor cell-becausdt constitutes a recently adoptédewly-coined and thoroughly
confused term” introduced by Peasa means to obtain otherwise diffzits discovery Otherwise,
Genentech arguei already las respnded properly and in full to the RFPs and interrogatories
raised in this motion.

. LEGAL STANDARD

Parties may obtain discovery regarding any nonprivileged matter thagvameto any
party's claim or defense. Relevant information need not be sithieigt trial if the discovery
appears reasonably calculated to lead to the discovery of admessiddace. The court must limit
the frequency or extent of discovery if it is unreasonably cumulative or dineicat can be
obtained from some other source that is more convenient, or the burden or expense of the pr

discovery outweighs its likely benefit.

131d. Ex. C.
%1d. Ex. D.

5 SeeFed. R. Civ. P. 26.
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[ll. DISCUSSION
A. June 160rder and Requess for Production Nos. 29, 34, 69, 97

In a series of communications following the June 16 Order, Penn and Genentech displ
sufficiency of Genentech’s respornteseRFPNn0s.29, 34, 69, and 97 and the June 16 order,
specifically with respect to (1) the categories of cells subject to the teanesthe June 16 Order,
(2) the follow up with Genentech sciensisind researchers identified as knowledgeable on key
issues, (3) the level of p185/HER2 expression that qualifies as “overexpressititgg purpose of
producing discovery, and (4) whether Genentech is limiting its discoverysetibariclude onlyn
vivo patient research.

Penn notethatunder the June 16 Order, Genentech must produce relevant documents
pertaining to'HER2 overexpressing mammary epithelial cells that are not cancer cellatend
present at laations distant from the breastccordingto Pem, this requires production of
documents concernirigolated tumor cells (TCs") *® and cancer stem cells (“CSCsih addition
toDTCs and CTCs

Genentecldisputes this characterization of ITCs and C&@dthe manner in which Penn
has introducetihew” termsinto the litigation without clear definitiorrirst, GenentecHisputes
Penn’s assertion that ITCs and CSCs are not cancer, because Penn’s ownegwtbggest that
ITCsand CSCdave theability for uncontrolled growthGenentech also statdsat Penn’s
“evasive, circular and inconsistent” references to what ITCs are or Wiegrare founanakeit
unclear whether ITC is simply a generic tdonboth DTCs and CTCs, in whidase Genentech
already has agreed to produce docum&nfnally, noting that Penn does not refer to ITCs eithel

in the pending document request oitgbriefings to the court during the previous motion to

'® See Docket No. 289, Ex. \at 13-14 @describinglTCs as “individual or small groups of cells, that
among other things, ‘do notgically show evidence of metastatictiaity (e.g., proliferation) ).

17 see Docket No. 305 at 2.
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compel on RFP 2%enenteclargues that Penn actually is seeking reconsideration of the June
Order by demanding that Genentech update its document production to includ& ITCs.

Pennis rightthat even if certain ITCs and CSGatisfy the cours “cancer”’construction,
and therefore fall outside the scope of appropriate discovery, this does not jitktiyiang
disoovery of all ITC and CS&€elatedstudies thaare otherwise relevant. As Genentech'’s expert
Dr. Cote has explainedftfumor can refer to cancand often does refer to cancer but tumor can
also refer to non cancerous condition3Dr. Cote further explaid that CSCs “have been
demonstrated to exist as a subpopulation in D34 the extent that Genentech has performed
otherwise relevant studies on ITCs and G3tat lack malignant form and structure, the ability fg
uncontrolled growth, or the potential or ability to invade or metastasize, Penn igldntitle
discovery on them.

As to Penn’s assertions tiaenenteclnas failed to follow up with kegcientists and
researchergias used an arbitrary eoff for the level of p185/HER2 expression that quedifas
“overexpressing and has limited discovery efforts to include omyivo patient researchthe
declarations of Genentech’s counsel indicate otherMgeetheless, there are a few gaps
Genentech’s follow up to the June 16 Order that requireited, supplemental discovery
response.

First, Genentech must follow up with those researchers listed by Dr. Sliwkowski as
knowledgeable or qualified to speak aboutghesence in patients BFTCs, pursuant to the June
16 Order to “conduct a reasonalsiearchincluding checking the email records of its lead

researchers for internal studies or presentations, interviewing resesat@hietermine what studies

18 Genentech cites June 16, 2011 as the first instance that Penn referred 8adTRsket No.
3054 9 8

19 Docket No. 320, Ex. C at 5.

20 See Docket N0.289, Ex. Z-2 at 7.
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were performed, [and] speaking with its scientists who conduct research aoniltoelias

specified” %

Dr. Sliwkowski’'s use of a qualifier prior to listing the individuals’ names does not
negate the fact that they may haetevant information that could lead to the discovery of
admissible evidenc&he fact that Genentech followed up and found only one person to have §
information indicateshat no further action is required with respect &t gerson. Howevert is
not clear from counsel’s declaration whether Generiteefviewedall of the individuals listed?
The court agrees with Petimt Genentecimustconduct a reasonable seavdth respect to all the
researchers named by. Sliwkowski to ensure that no relevant and producible documents hav
been overlooked. To the extent that Genentech’s counsel has not at least conducted an init
inquiry by interviewingeach ofthe researchers on the list, the court finds it reasonable to requif
Genentech to do so.

SecondGenentecimay not refuséo search for cells identified accordingth® same
standard that is used in Penn’s infringement contentions, specifically, “badeslfanttthat they
stain for HER2 using immunohistochemistry (or show any amplification of the HER2 gene

locus).”?

Genentech notes simply that it refused only to seardcllfoells that stain for HER2
because the requesas not limited to nowwancer cells or breast celend it would be
unreasonable for Genentech to produce documents about the various normal cellskapdston-
cancer cells that meet this standdrde court agrees thab the extent Penn’s requestke

documents on cells that stain for HER2 anel either cancerous or nrbreast cells, Genentech

need not respond. However, Genentech must resegaddingbreast cells that overexpress p185

2L Docket No. 272 at 10:17-20 (emphasis added).

%2 see Docket No. 305-Fstating that counsel “followed up with individuals [Dr. Sliwkowski] had
identified as possibly qualified to testify....” and determined not to colleadiés from the
individuals identified “because there was no reason to expect that there would beivespons
information”).

23 see Docket No. 289, Ex. S at 3.
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and are not cancer cells, and that stain for HER2 using inmsioohemistryor show any
amplification of the HER2 gene locus.

Finally, Genentecldisputes Penn’s contention that it is limiting discovery efforts to
Herceptin’s effect on CTCs or DTCs in patients o@gnentech states that it has researched and
produced discovery on both vivo andin vitro researcton CTCs and DTC%' Given Genentech’s
sworn assertions tihis effect and the absence of any evidence to the contifagyGourt finds this
partof Penn’s motion to compel to bathout merit.

B. Interrogatory Nos. 17 and 18

On April 6, 2011, Penn served Interrogatory nos. 17 and 18 on Genentech as part of it
sixth set of interrogatorie¥he same generargument®utlined above underlie Penn’s motion to
compel additional substantive responsthese mterragatories.

1. Interrogatory no. 17

Interrogatoryno. 17 states:

Fully describe all data or analysis addressing whether TRASTUZUM ABoac

cells (including, but not limited to, mammary epithelial cells and including cells at

locations outside of the breast) that overexpress HER2 but do not exhibit one or

both of the properties of uncontrolled growth and invasiveness, identify all

individuals at Genentech knowledgeable about the subject, and identify all

documents relating to the above data or anafysis.

Through subsequent meet and confers and correspondence, Penn agreed to limit the scope ¢
Interrogatory 17 such that Genentech need not respond as to cells that are not v gigsess
the property of uncontrolled growth; Penn also provigieidance fomwhat constitutes

“uncontrolled growth.® Yet according td®ennGenentech neverthelessfuses to respond

substantivelyoy addressing the existence of any ofdisputed cell types (i.e. ITCs, DTCs, CTCs,

>4 see Docket No. 305-3 § @ocket No. 305-4 1 9, 10.
%> Docket No. 289, Ex. E.
*°1d. Ex. P at 2.

8
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or CSCs) even though whether, and to what extent, the cells at issue grow uncontrollably or are

invasive isrelevantto the question of whether they hdte abilityto do so.

Genentech objects to Interrogatory no. 17 on multiple grounds, including that it is
overbroad and burdensome because it islinoted to whether Trastuzumab acts on breast cells
and vague and ambiguous because “at any given moment in time, it would be leptossi
determine ... whether a particular cell exhibits one or both properties’ of uolbedtgrowth or
invasiveness? Genentech also argues that the data Interoogaf requests is rendered irrelevar
under the claim construction, because it relates to cellsléhadt exhibit uncontrolled growth or
invasiveness, rather than cells wiitle ability foruncontrolled growth and invasivené&#\nd
finally, Genentech contends that Penn now improperly seeks to transform the indbeyroda a
new question about DTCs, CTCs, CSCs, and ITCs.

The court agrees with Penn that the characteristics of uncontrolled growth asnkimess
—or lack thereof are relevant to whether the cells may exhibit the ability to dmghis case, the
difference between the court’s construction Bedn’s phrasingf the interrogatorgloesnot
renderthe questionrrelevant: whilethe ability for uncontrolled growth is a necessary precursor t
exhibition of that characterist{@and if known would definitively remove theg¢ll or data from the
scope of discoverygn absence of uncontrolled growth does not preclude the possibility that the
cel nevertheless hdke ability to develop the characteristnd thus may remain within the scops
of discovery.

In other words, Genentech need descrile data or analysien breast cells for which the
ability for uncontrolled growth or invasivenese&ablishedeven if those cells do ngét exhibit

such characteristic8ut it must respond as to cells that do not exhibit uncontrolled growth and

2" Seeid. Ex. F (quoting Docket No. 305, Ex. F at 169:17-21).
28 Seeid. Ex. O at 4.
9
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invasiveness but for which the ability to doremains To the extent there is any doubt about the
ability of a particular cell type for uncontrolled growth, Genentech should err on the side of
responding.

As to Genentech’s contention that Penn seeks to transform Interrogatory no. 17 into a
guestion about DTCs, CTCs, CSCs, and ITt@sse cell types amecessarily included in the
interrogatory to the extent that their definitions meet the descriptibforth by the interrogatory,
e.g., breast cells acted on by Hercepiimcludingbut not limited tanammary epithelial cells and
including cells at locabins outside of the breast, that overexpress HER2 but do not exhibit one
both of the properties of uncontrolled growth and invasiveness.

2. Interrogatory no. 18

Interrogatoryno. 18 states:

Fully describe all data or analysis addressing whether TRASTUZUBIAS on

breast cells that overexpress HER2 but that are outside of the breast, mlentify

individuals at Genentech knowledgeable about the subject, and identify all

documents relating to the above data or anafysis.

Genentech statélat itunderstandthe phrase “breast cells that overexpress p185” to refer to n(
cancer breastells, consistent with the claim term of the ‘752 patent. Based on this understandi
it initially responded that is “unaware of any noigancer breast cells that overexprp$85 but

are outside of the breast” atithtthere is‘no evidence that Trastuzumab acts on breast cells th3

overexpress HER2 but are outside of theabt’ *° SubsequentlyGenenteclagreed to provide

supplemental discovg specifically as regards CTCedDTCs,but not ITCsor CSCs*

»1d. Ex. E.
% Seeid. Ex. Fat 12
31 see Docket No. 305-1 14.
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Genentech’s statgaurpose behind this concesswasto “specifically state why [Genentech]
believes HER2 overpressing breast CTCs and DTCs are cancer cglls.”

According to Penn, Genentech’s response amountsefoisl to acknowledge that other
celltypes including ITCs and CSCs, must be includestbreast cells that overexpress HER2 but
that are outside of the breast.” Genentesdponds byeiteraing its frustration with the term ITC
asonethat Penn recentlytroduced into the litigation, has failed to defitlearly, and that appears
either to be a generic term for DTCs or CTCs or to be something else thatydelisaNithin the
court’sconstructiorof cancer

For the same reasons set fortlthia court’s edier directive to the partieegarding ITCs
and CSCs, Genentech may not avoid otherwise legitimate discovery simply bibeadiseovery
relates to an ITC or CS@ccordingly, Genentectshall respond to this interrogatory with respect
to any ITC or CSChat does not meet any one of the three requirementsdocér” set forth by
Judge Koh.

V. CONCLUSION
No later tha October 14, 2011, Genentech shall provide the discovery required by this

order. All other relief requested by Penn is denied.

Dated: Septembel9, 2011

Pre_ S e

PAUL S. GREWAL
United States Magistrathudge

32 seeid.
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