University of Kansas Center for Research, Inc. v. The United States of America Doc. 230

DJw/1
IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF KANSAS

UNIVERSITY OF KANSAS
CENTER FOR RESEARCH, INC.,
Plaintiff, Civil Action
V. No. 08-2565-JAR-DJW
THE UNITED STATES OF AMERICA,
represented by the Department of Health
and Human Services, by and through its
Agents the National Institutes of Health
and the National Cancer Institute,
Defendant,

and

CENTOCOR ORTHO BIOTECH
PRODUCTS, L.P., etal.,

Intervenor-Defendants.

MEMORANDUM AND ORDER

Plaintiff brings this action undémited States patent laws tarpect the inventorship of two
patents. Pending before the Court are the ga@iess Motions for Protective Order (doc. 131 &
133). For the reasons set forth below, the Cgnamits each Cross Motion jrart. The Court will
enter the Protective Order, as modified by the Court, in a separate filing.

l. Nature of the Matter Before the Court
A. Background Information
This case arises under the patent laws @lthited States (35 U.S.C. § 256) and concerns

the correction of inventorship for United States Patent Nos. 6,713,446 and 6,958,319 (collectively
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the “patents in suit”). The following facts haween gleaned from the parties’ pleadings, including
the briefing on the instant Cross Motions, PléiistAmended Complaint, Defendant’s Answer, and
the briefing on Intervenor Defendants’ Motions to Intervene.

Plaintiff, the University of Kansas Centésr Research (“KUCR”), is a not-for-profit
corporation that is related to the Universityainsas. KUCR is chardevith applying, improving,
and increasing the resources of the University of Kansas for research, advanced instruction, and
public service. Defendant, the United States of America, as represented by the Secretary of the
Department of Health and Human Services, by and through its agents the National Institutes of
Health (“NIH”) and the National Cancer Institut®llectively the “United States”), is the owner of
the patents in suit. Dr. Shanker Gupta, an eyg# of the United States, is the only named inventor
of the patents in suit.

KUCR claims that each of the patents in suit includes one or more claims containing
significant inventive contributions of Dr. Valentino Stella and Ms. Wanda Waugh. It further asserts
that Dr. Stella and Ms. Waugh assigned their asmp rights in those inventive contributions to
the University of Kansas, who in turn assigiieelownership rights to KUCR. In addition, KUCR
contends that despite the fact that Dr. Statld Ms. Waugh are rightfully co-inventors of claimed
features of the patents in suit, they were inadvertently and without deceptive intent not named as
inventors on the patent applications.

One or more claims of the patents in suit ed@amulations for, or methods for formulating,
the drug VELCADE®, which is a cancer drug cunthg sold by Millennium Pharmaceuticals, Inc.
(“Millennium”). Millennium has exclusively license¢hle patents in suit from NIH. Centocor Ortho

Biotech Products, L.P. (“COBI”) has a non-exadhassublicense to develop VELCADE® in the



United States and an exclusive sublicensetomercialize VELCADE® worldwide, except for the
United States. Millennium and COBI (“Intervenor Defendants”) have been granted leave to
intervene as Defendants

KUCR seeks a declaratory judgment that Dell&tand Ms. Waugh are co-inventors of the
patents in suit. KUCR also astte Court to issue an orderefiting the Commissioner of Patents
to add both Dr. Stella and Ms. Waugh as co-inverdbtise patents in suit. The United States and
the Intervenor Defendants (collectively “Defenti&) deny that Dr. Stella and Ms. Waugh are co-
inventors of the patents in suit and ask the Couenter an order declaring that they are not co-
inventors. In addition, Millennium has filedcaunterclaim against KUCR, seeking a declaratory
judgment that KUCR unreasonably delayed in dgggits claims against Millennium and that
KUCR is barred from asserting any ownership sghtthe patents in suit. Millennium seeks to
enjoin KUCR from asserting or obtainingyaownership rights in the patents in suit.

B. The Proposed Protective Order and Disputed Provisions

Pursuant to Paragraph 2.k. of the October 20, 2009 Scheduling ‘Oft&ZR and
Defendants (collectively “the Parties”) attempteddgoee to the terms of a joint protective order that
would protect the confidentiality of certain docemts produced during the course of discovery.
They were able to agree to all but two promis. Consequently, two proposed versions of the

Protective Order have been submitted to the Court.

'Scheduling Order (doc. 113), T 2.k.

2KUCR’s version of the proposed Protective Ordeatiached as Exhibit A to PI's Mot. for
Protective Order (doc. 131). Defendants’ ver@ibthe proposed Protective Order is attached as
Exhibit A to Defendants’ Memorandum in Support of Defendants’ Cross Motion (doc. 134).
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KUCR'’s version of the proposed protectigeder includes a provision, Paragraph 6(h),
which would allow Dr. Stella, Ms. Waugh, and Bupta access to a certain subset of technical
information that is deemed confidential underRhetective Order. KUCR'’s version also includes
a provision in Paragraph 13(b) that pertainsetdain non-testifying consultants. Defendants object
to the inclusion of both of these provisionscEpt for these two provisions, Defendants’ proposed
version is virtually identical to KUCR'’s.

Before discussing the disputed provisions in more detail, the Court will discuss the general
framework of the proposed Protective Order to which the Parties agree. The proposed Protective
Order applies to the disclosure of “Protected Digcy Material,” which is defined as information
produced or disclosed by a party to the lawsuit (“Party”) or a “Supplying Othet’the Party or
Supplying Owner “believes in good faith contains nonpublic confidential, proprietary, commercially
sensitive, or trade secret informatidn.Generally speaking, the Protective Order provides that
Protected Discovery Material may be used dahpurposes of litigation between any two or more
of the Parties concerning the inventorship andvanership of the patents in suit and “may not be
disclosed to anyone other than a Qualified Person.”

The term “Qualified Person” is defined inrBgraph 6 of the proposed Protective Order to
include, inter alia, employees of the Parties, outsid®immeys for the Parties, three in-house

attorneys for each Party, designated outside comssiiad experts, and the Court. In its proposed

*The proposed Protective Orders definetéren “Supplying Owner” to mean “a person or
entity who is not a Party and owns or possesses . . . Protected Discovery Material.” Proposed
Protective Orders, Definitions, 1 1.

“Proposed Protective Order, T 5.

°ld., 1 10 (emphasis added).



Paragraph 6(h), KUCR seeks to include Dr. Stella, Ms. Waugh, and Dr. Gupta in the list of
“Qualified Persons.” KUCR’s proposed Paragraph 6(h) provides as follows:

The term “Qualified Person” shall mean any one of the following:

* k% % *

(h) Dr. Valentino Stella, Ms. Wanda Waugh, and Dr. Shanker Gupta, but only

with respect toéechnical Protected Discovery Material that is relevant to identifying

or determining the actual inven(g) of the patents in suiBefore disclosing such

Material to Dr. Stella, Ms. Waugh, or Dr. Gupta, any receiving Party shall first

obtain confirmation from the produ Party or Supplying Owner, on a per

document basis, that this subsection applies to such Material. This Court shall

resolve all disputes over whether disputéakerial constitutes technical Protected

Discovery Material that is relevant to identifying or determining the actual

inventor(s) of the patents in séit.

In Paragraph 13 of the Protective Order, Beaties address the disclosure of Protected
Discovery Material to designated outside consustanexperts (“Consultants”). The Parties agree
in Paragraph 13 that each Party must discloa# toher Parties and Supplying Owners the identity
of each Consultant who is to be given access to Protected Discovery Material. In Subparagraph
13(b), the Parties agree that “[n]on-testifyingnSultants will not be subject to depositions or
subpoenaed as witness at trial.” KUCR'’s version of the proposed Protective Order, however,
includes the following language at the end of theesece: “except to thextent such Consultant
is an employee of a Party or of any entity affiliated with a Pdrty.”
Il. Issues

In ruling on the Parties’ Cross Motions for Protective Order, the Court must resolve the

Parties’ disputes regarding Paragraphs 6(h) and 13(b). In addition, the Court must examine all other

provisions of the Protective Order that the Partiave agreed upon. That the parties have agreed

®KUCR’s Proposed Protective Order, T 6(h) (emphasis added).

Id., 113(b).



to certain provisions and terms of the Protex@rder does not mean the Court will automatically
approve those provisions. The Court must exathia@rotective Order under Federal Rule of Civil
Procedure 26(c), which governs protective orders, in addition to this District’'s Guidelines for
Protective Orders. The Court must decide Wwhetll of the agreed upon terms are proper and
whether the parties have demonstrated good causieefentry of a protective order to protect the
confidentiality of certain information producedsupplied to the Parties during the course of this
action.
lll.  Rule 26(c)(1) Protective Order Standards

Federal Rule of Civil Procedure 26(c)(1) provides that “[tlhe court may, for good cause,
issue an order to protect a party or person from annoyance, embarrassment, oppression, or undue
burden or expense . . ¥ . The party seeking a protectivaler has the burden to show good cause
for it.° To establish good cause, a party must malkafacular and specific demonstration of fact,
as distinguished from stereotyped and conclusory statentérfsir'thermore, the Scheduling Order
entered in this case provides that any protectirder proposed by the parties “shall include . . . a
concise but sufficiently specific recitation of thetparar facts in this case that would provide the
court with an adequate basis upon which to ntla&eequired finding of good cause pursuant to Fed.

R. Civ. P. 26(c).

®Fed. R. Civ. P. 26(c)(1).

°Reed v. Bennet193 F.R.D. 689, 691 (D. Kan. 2000).
OGulf Qil Co. v. Bernard452 U.S. 89, 102 n.16 (1981).
HScheduling Order (doc. 113), T 2.k.
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The district court has broad discretion to deaivhen a protective order is appropriate and
what degree of protection is requirédThe Supreme Court recognizes that “[t]he trial court is in
the best position to weigh fairly the competingeds and interests of the parties affected by
discovery. The unique character of the discpvgrocess requires that the trial court have
substantial latitude to fashion protective ordéfs.”

Generally speaking, there are three kinds of protective orders that courts use to limit the
discovery or dissemination of confidential or trade secret information: (1) particular protective
orders; (2) blanket protective orders; and (3) umbrella protective dfd&Psrticular protective
orders cover specific, identified information and usually [are] sought by a party prior to disclosing
the information for which protection is sought. bwella protective orders designate all discovery
produced in a particular litigation as protected without any prior review, by either a court or the
parties.” In between these two extremes lies thiartket protective order,” which is the type of
protective order proposed by the Parties in this case.

A blanket protective order places upon thetiparthe initial burden of determining and
defining what information is entitled to protectitinTypically, a blanket protective order requires

counsel for a producing party to review thdommation to be disclosed and designate the

2MGP Ingredients, Inc. v. Mars, In@45 F.R.D. 497, 500 (D. Kan. 2007) (quotBeattle
Times Co. v. Rhinehad67 U.S. 20, 36 (1984)).

BSeattle TimesA67 U.S. at 36.

“Foley v. Signator Investors, IndNo. 03-2099-KHV, 2003 WL 22844110, at *2 (D. Kan.
Nov. 25, 2003)Gillard v. Boulder Valley Sch. Dist196 F.R.D. 382, 385 (D. Colo. 2000).

“Foley, 2003 WL 22844110, at *2 (citin@illard, 196 F.R.D. at 385).
9d. (citing Gillard, 196 F.R.D. at 385).
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information counsel believes, in good faith, is confidential or otherwise entitled to protécTioa.
designated information is then protected fromaieruses and disclosure under the terms of the
protective order, unless the desigoatis objected to by an opposing paftylf the parties are
unable to resolve their dispute regarding th&gletion, the court may review the designation and
determine whether the designated information should be proféctéde terms of a blanket
protective order, like the terms thfe two other types of protective orders, must be approved by the
court, since a protective order is, by definitionpasher of the court and not merely a stipulation or
agreement of the parties.

The Tenth Circuit has observed that blanketgxtive orders are becoming standard practice
in complex case¥,and has recognized their usefulness as follows:

They allow the parties to make full dissure in discovery without fear of public

access to sensitive information and without the expense and delay of protracted

disputes over every item of sensitive information, thereby promoting the overriding

goal of the Federal Rules of Civil Procedure, “to secure the just, speedy, and

inexpensive determination of every actigh.”

With these standards in mind, the Court wiliv examine both the disputed and agreed upon

terms of the Parties’ proposed Protective Order.

d. (citing Gillard, 196 F.R.D. at 385).
81d. (citing Gillard, 196 F.R.D. at 385).
9d. (citing Gillard, 196 F.R.D. at 385).

United Nuclear Corp. v. Cranford Ins. G805 F.2d 1424, 1427 (10th Cir. 1990) (citing
Manual for Complex Litigation (Secong)21.431 (1985)).

Ad. (citing Fed. R. Civ. P. 1).



IV.  Does Good Cause Support the Entry of a Blanket Protective Order?

Before turning to the disputed provisions of the proposed Protective Order, the Court must
determine, as a threshold matter, whether thige8dave demonstrated good cause for the entry of
a blanket protective order to protect the confidgity of the information and documents they have
labeled “Protected Discovery Material” andgdrevent their use except for the purposes of any
litigation in the United States between the Padaxerning the inventorship and/or ownership of
the patents in suit. The Court holds that the Parties have demonstrated sufficient good cause for the
entry of a blanket protective order. The Court will now turn to the particular provisions of the
proposed Protective Order that are in dispute.
V. Should the Protective Order IncludeKUCR’s Proposed Paragraph 6(h)?

A. The Parties’ Arguments

As noted above, KUCR seeks to include a miovi, Paragraph 6(h), udh would allow Dr.
Stella, Ms. Waugh, and Dr. Guaecess to “technical Protected DiscgMelaterial that is relevant
to identifying or determining the actual inventor(shhad patents in suit” (“Inventorship Material”).
KUCR’s proposed Paragraph 6(h) further provided tfb]efore disclosing such Material to Dr.
Stella, Ms. Waugh, or Dr. Gupta, any receivingtyPahall first obtain confirmation from the
producing Party or Supplying Ownen a per document basis, that this subsection applies to such
Material.”

According to KUCR, Dr. Stella, Ms. Waugh, and Dr. Gupta are uniquely qualified to
consider and testify about this otherwise protettéarmation because they each have a particular
understanding and knowledge of their own respective contributions to the claimed inventions.

KUCR argues that “[flairness requireymmetrical access by all three relevant individuals” to the



Inventorship Material? KUCR contends that Defendants/bdhe burden to show good cause for
excluding Dr. Stella and Ms. Waugh frawcessing this Inventorship MateridKUCR argues that
Defendants have not established good cause because: (1) there is a need for Dr. Stella and Ms.
Waugh to access this information and that need greatly outweighs any risk to Defendants of
inadvertent disclosure; (2) denying Dr. Stella and Ms. Waugh access would give Defendants “an
unfair testimonial advantage” that would infpdUCR’s ability to prosecute its claintéand (3)
Defendants’ concern that the Inventorship Matenay affect the trial testimony of Dr. Stella and
Ms. Waugh is not a valid reason to prevent their access.

Defendants, on the other hand, argue thay tto not have the burden to show good cause
to prohibit the disclosure of the Inventorshiptstaal, but rather KUCR has the burden to show that
such disclosure is necessary to the action. r2kfets argue that Dr. $eand Ms. Waugh are fact
witnesses and not parties; therefore, their only role is to testify regarding events and communications
about which they have personal knowledge. Purdodrairagraph 12 of the Protective Order, they
will be allowed to review any Protected Discov&tgterial (which would include the Inventorship

Material) that they had previous lawful accessor that they currently possess or formerly

KUCR’s Mem. in Support of Cross Mot. for Protective Order (doc. 132) at 3-4.

ZKUCR’s proposed Paragraph 6(h) would provide“symmetrical” disclosure, i.e., Dr.
Stella and Ms. Waugh would have access to Defastmventorship Material, while Dr. Gupta
would have access to KUCR'’s Inventorship Materi2éfendants, however, apparently see no need
for Dr. Gupta to have access through Paragraph B¢cause (1) Dr. Gupta previously had access
to much of the InventorshiMaterial through his wik on the patents in suit, and (2) under
Paragraph 12 of the Protective Ordemnoeild continue to have accesSegootnote 25infra, for
the text of Paragraph 12.) Consequently, the Parties focus their Paragraph 6(h) arguments on Dr.
Stella and Ms. Waugh. The Court will therefore do the same.

#KUCR’s Resp. to Defs.” Cross Mot. for Protective Order (doc. 140) at 3.
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possessed, independent of its disclosure in this lafWsuéitlowing them access to Inventorship

Material that they previously have not had access to would improperly taint their trial testimony.
Furthermore, Defendants contend that even if they do have the burden to demonstrate good

cause for not allowing Dr. Stella and Ms. Waugh actess Inventorship Material, they have met

that burden by showing there is a significant risknafdvertent disclosure, particularly since Dr.

Stella regularly consults for pharmaceutical canmips that compete with Millennium and COBI.

B. The Standard for Rule 26(c)(1)(G)Protective Orders and the Applicable
Burden

As a threshold matter, the Court must determine the applicable burden and how it should be
applied to this dispute. As noted above, KUgZRues that, pursuant to Rule 26(c), Defendants have
the burden to show good cause as to whySbella and Ms. Waugh should be prohibited from
having access to the Inventorship Material. Defendants disagree, and argue that they need only
show that the Inventorship Material constituteafidential research, development, or commercial
information under Rule 26(c)(1)(G) and that its disal@ might be harmful. They argue this shifts
the burden to KUCR to show thatjering Defendants to disclose thaventorship Material to Dr.

Stella and Ms. Waugh is necessary to KUCR’s prosecution of the action.

The parties agree in Paragraph 12 of the proposed Protective Order as follows:

A recipient of particular Protected Deery Material, and any Qualified Person,
may discuss such Protected Discovery Mateavith any other person who is not a
Quialified Person only to the extent tkatd person has already had lawful access to
such Protected Discovery Material indepartd® any disclosure in this litigation.
This Protective Order shall not prohibit any person from reviewing particular
Protected Discovery Material to the extémat said person currently or formerly
possessed or had access to such ProtE€ssedvery Material independent of any
disclosure of it as Protected Discovery Material in this litigation, provided such
possession or access was not obtained by theft or deceit.

11



Rule 26(b)(1), which defines the scope dfativery, is the starting point for the Court’s
analysis. It states:

Unless otherwise limited by court order, the scope of discovery is as follows: Parties

may obtain discovery regarding any nonprivileged matter that is relevant to any

party’s claim or defense—including the existence, description, nature, custody,
condition, and location of any documents or other tangible things and the identity
and location of persons who know of any discoverable nfatter.

As discussed above, Rule 26(c)(1) provideseghanism for a party to limit the scope of
discovery by applying for a protective order. Atganay move for a protective order that would,
inter alia, forbid the discovery! specify the terms, including the place or time, of the disco¥ery;
or designate the persons who may kesent while the discovery is conductédn addition, if the
information to be protected is “trade secoetother confidential research, development, or

commercial information,” the Court may issueoatier under Rule 26(c)(1)(G) that the “information

not be revealed or be revealed only in a specified Way.”

26Fed. R. Civ. P. 26(b)(1).

2’SeeFed. R. Civ. P. 26(c)(1)(A).
#SeeFed. R. Civ. P. 26(c)(1)(B).
SeeFed. R. Civ. P. 26(c)(1)(E).

®Fed. R. Civ. P. 26(c)(1)(G). Itis well estahksl that “[t]here is no absolute privilege for
trade secrets or similar confidential informatiofRéd. Open Mkt. Comm. v. Merrid43 U.S. 340,
362 (1979). A court, however, magsue a protective order wherncessary to limit the disclosure
of trade secrets and other confidential research, development and commercial information under
Rule 26(c)(1)(G). MGP Ingredients, Inc. v. Mars, Inc245 F.R.D. 497, 500 (D. Kan. 2007)
(deciding case under Rule 26(c)(7), which wasedhsdier but nearly identical version of Rule

26(c)(1)(G)).
12



The Tenth Circuit, in the case & re Cooper Tire and Rubber, It recently reiterated
the standard for issuing a Rule 26(c)(1)(G) ective order. Relying heavily on its 1981 decision
in Centurion Industries, Inc. v. Warren Steurer & Associdtéise Tenth Circuit stated:

A protective order may be issued to limit the ttisare of trade secrets. When a party seeks

such a protective order, it must first establigt the information sought is a trade secret and

then demonstrate that its disclosure mighbhaenful. If the party makes such a showing,

the burden shifts to the party seeking discovergstablish that éhdisclosure of trade

secrets is relevant and necessary to the action.

The need for the trade secrets should benbathagainst the claim of harm resulting from

the disclosure. It is within the sound disasatiof the trial court to decide whether trade
secrets are relevant and whether the need aghiwehe harm of disclosure. If the party
seeking discovery cannot prove that the information is relevant and necessary, then
discovery should be denied. However, if plaety meets its burden, the trade secrets should

be disclosed, unless they are privileged *. . .

In addition, this Court has held that to &dith the requisite harm, the moving party must
show that disclosure of the trade secret orrathmilar information “will result in a clearly defined
and very serious injury** To establish this clearly defined and very serious injury, the moving

party must “make a particular and specific demanisin of fact, as distinguished from stereotyped

and conclusory statement8.”

3568 F.3d 1180, 1190 (10th Cir. 2009).
2665 F.2d 323, 325 (10th Cir. 1981).
3568 F.3d at 1190.

*Flint Hills Scientific, LLC v. DavidchagiNo. 00-2334-KHV-DJW, 2001 WL 1718291, at
*2 (D. Kan. Dec. 3, 2001) (applying rule in context of Rule 26(c)(1)(G) [formerly Rule 26(c)(7)]
motion to protect against disclosure of trade secrets) (internal quotations and citations omitted);
Western Res., Inc. v. Union Pac. R.,G@m. 00-2043-CM , 2001 WL 1718370, at *5 (D. Kan. Sept.
12, 2001) (same) (internal quotations and citations omitted).

%Flint Hills, 2001 WL 1718291, at *2 (quotir@ulf Oil Co. v. Bernard452 U.S. 89, 102
n. 16 (1981))Western Res2001 WL 1718370, at *4-5 (quoting same).
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Thus, in this case, Defendants must first ditlalthat the Inventorship Material at issue is
a trade secret or other confidential reseadelvelopment, or commercial information, and then
demonstrate that its disclosure might be harrfifullo show that disclosure might be harmful,
Defendants must make a particular and specifinarestration of fact that disclosure of the
Inventorship Material to Dr. Stella or Ms. Waughbuld result in a clearly defined and very serious
injury to Defendants. If Defendants meet thoggirements, the burden shifts to KUCR to establish
that the Inventorship Material is relevant and that its disclosure to Dr. Stella and Ms. Waugh is
“necessary to this actiod”” Finally, this Court must balance KUCR’s need to disclose the
Inventorship Material to Dr. Stella and M&augh against Defendants’ claim that they will be
injured if the Inventorship Material is disclosed to th&m.

C. Have Defendants Met Their Burden?

1. Is the Inventorship Material trade secret information under Rule
26(c)(1)(G?)

The Court holds that Defendants have met theiden to show the Inventorship Material
is trade secret information within the meanindrafe 26(c)(1)(G). Indeed, all Parties agree in the
introductory paragraph of the proposed Proteddveer that the Protective Order is necessary to
protect against unwarranted disclosure “of trade secret or other confidential and proprietary research,
development, and/or commercial information regarding the subject matter of the pdtents.”

Furthermore, the Parties define “Protected biecy Material” as material that “contains nonpublic

¥%See A Major Difference, Inc. v. Wellspring Prods., L P€3 F.R.D. 415, 416-17 (D. Colo.
2006 (citingCenturion,665 F.2d at 325-26).

%’See id(citing Centurion 665 F.2d at 325-26).
¥3ee id (citing Centurion 665 F.2d at 325-26).
*Proposed Protective Order at 1.

14



confidential, proprietary, commercially sensitive, or trade secret informdfiorThe Parties
recognize that Inventorship Material is an ewaore sensitivsubset of that class of information
because, by definition, it is “technical” information which pertains to identifying the inventors of
the patents in suit. Thus, the Court concludaes Brefendants have met their burden to show that
the Inventorship Material is Rule 26(c)(1)(G) trade secret information.

2. Will disclosure of the Inventorship Material harm Defendants?

Next, the Court must determine whether Defendants have met their burden to show that
disclosure of the Inventorship Material to Drel&t and Ms. Waugh would be harmful. The Parties
agree in the proposed Protective Order that tieermation sought to be protected by the Protective
Order “has significant commercial value and that disclosure of that information . . . could cause
damage to one or more of the parti€sThis conclusory recitation alone is not sufficient to satisfy
Defendants’ burden under Rule 26(c)(1)(G). Certainly it is not a “particular and specific
demonstration of fact” which establishes thatldisere to Dr. Stella and Ms. Waugh would inflict
“a clearly defined and very serious injury” on Defendéhts.

Defendants go beyond the Protective Order’gagon and attempt to meet their burden by
demonstrating two risks of injury. First, Defendaatempt to show that disclosing the Inventorship
Material to Dr. Stella and Ms. Waugh would passignificant risk of Dr. Stella and Ms. Waugh
inadvertently disclosing the information to othe®econd, Defendants try to show that disclosing

the Inventorship Material to Dr. Stella and Ms. Waugh would likely taint their testimony.

“d., 1 5.
“d. at 1.
“?See, e.g., Flint Hills2001 WL 1718291, at *2Vestern Res2001 WL 1718370, at 5.
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a. The risk of inadvertent disclosure and the harm it would cause
Defendants

With respect to the risk of inadvertent disclosure, Defendants assert that Dr. Stella regularly
consults for various pharmad@al companies which compete with Millennium and COBI.
Defendants point to two documents in suppothi proposition. The first is an undated “Faculty
Information” form completed by Dr. Stella, in which he indicates that he consults with 10-30
companies a year regarding drug stability and deliferffhe second is an “Annual Faculty
Portfolio” completed by Dr. Stella, in which he states that he consulted with at least eighteen
different pharmaceutical companies in 2007 regardrug delivery and formulation, an area in
which he has expertigé He further states in the “Portfolittiat he expects to do similar consulting
work in the year 2008. No specific information is included in the record as to his consulting for
the year 2009 or 2010; however, KU@Res not dispute that Dr. Stella consults with pharmaceuti-
cal companies in the area of drug formulation and delitfelry addition, Defendants represent that
Dr. Stella previously founded two pharmaceuticahpanies and that he “may opt to compete in

the industry again? Again, KUCR does not dispute this representation..

“3SeeEx. A. at 12, attached to Decl. of @d C. Currie (doc. 160 & 203). Although this
“Faculty Information” form is unauthenticated, Defendants represent that KUCR produced it in
discovery in this case, and KUCR does not dispute its authenticity.

“Ex. B at. 14, attached to Decl. of David@urrie (doc. 160 & 203). This document is also
unauthenticated, but again, KUCR does not dispute its authenticity.

*Id.

“°SeeKUCR’s Reply (doc. 176) at 7 (“It is godd see that the defendants recognize and
confirm that Dr. Stella is one of the world’s leagliscientists in ‘drug formulation and delivery’ and
consults for various pharmaceutical companies.”).

“'SeeDefs.’ Resp. to KUCR’s Submission Redimg Proposed Protective Order (doc. 159)
at 12 and Exhibit D attachedBecl. of David C. Currie (dod.60) (University of Kansas Medical
(continued...)
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KUCR does, however, argue that Dr. Stella has worked on various government contracts
with the University of Kansas, including the caarunder which the patents in suit were invented,
and was privy to confidential technical documeantd information of the United States similar to
the Inventorship Material at issue now. KUCRnisiout that no one has ever claimed that Dr.
Stellaimproperly or inadvertenttiisclosed confidential information during any of those contractual
relationships. Moreover, there is nothing in teeard indicating that DStella has ever violated
any confidential relationship withny entity or that he has ever been accused of misappropriating
or improperly disclosing confidential information in any context.

Based on the above, the Court concludes tthtdanger of Dr. Stella inadvertently, or
otherwise, divulging the Inventorship Material to a competitor of Defendants to be quite small.
While there certainly exists apportunityfor inadvertent disclosure due to Dr. Stella’s consulting
activities, the potentiahreat of disclosur@ppears fairly minimal. T&hUnited States has already
entrusted Dr. Stella with a significant amounsehsitive confidential information regarding the
patents in suit and other research. The Court sees no reason why Defendants cannot entrust Dr.
Stella with the same type of information now, for use in prosecuting this case.

With respect to Ms. Waugh, Defendantooyde no evidence that there is even an
opportunity for Ms. Waugh to inadvertently disclose the Inventorship Material to a competitor.
Nothing in the record indicates that she currestigages in any consulting work or that she has any
contact with any competitor of Defendamniglditionally, as KUCR points out, Ms. Waugh, like Dr.
Stella, was privy to confidential technical infaation of the United States during her work on the

patents in suit. Nothing in the record indicates that Ms. Waugh ever improperly or inadvertently

47(...continued)
Center Website biography of Drefiaiindicating he founded two eganies, ProQuest and CyDex).
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disclosed that information or any other confiddntitormation similar to the Inventorship Material
at issue in this case. Accamndly, any risk that Ms. Waugh might inadvertently, or otherwise,
divulge the Inventorship Material to a competitor appears extremely small.

In sum, the Court finds thdbefendants have failed to make a particular and specific
demonstration of fact, as distinghied from stereotyped and conclysstatements, that either Dr.
Stella or Ms. Waugh poses a risk of inadvertentlgtherwise disclosing the Inventorship Material
to Defendants’ competitors.

In addition, Defendants fail to explain in any meaningful detail the nature of the harm they
would suffer if the particular Inventorship Material were inadvertently disclosed to a competitor or
to one of the companies for whom Dr. I8tedoes consulting work. Defendants only make
conclusory statements about Dr. Stellandoiconsulting work angbreviously founding two
pharmaceutical companies. They fail to explain toey would be harmed if the particular subset
of confidential information at issue in Paragraph 6(h), i.e., Protected Discovery Material “that is
relevant to identifying or dermining the actual inventor(s) of the patents in suit,” were
inadvertently or otherwise disclosed to their competitors or other third parties. Defendants’ lack of
detailed explanation to support their position doesatisfy their burden to show a “clearly defined

and very serious injury?®

“8See MGR245 F.R.D. at 501 (holding in patent case that defendants failed to meet their
burden of proving that the lack of a two-tiérerotective order would result in harm where
defendants made conclusory arguments thatwloeyd by harmed by the disclosure but failed to
discuss in detail how they would suffer the nature or degree of harm clagee@d)sd-lint Hills,

2001 WL 1718291, at *3 (holding that moving partylegation that defendants might use the trade
secret information within certain documents to attack the scope and validitpatent to be a
conclusory declaration of anticipated action telshort of the showing a “clearly defined and very
serious injury”).
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b. The risk of tainted testimoand the harm it would cause Defendants

The Court will now address Defendants’ arguntithat allowing Dr. Stella and Ms. Waugh
access to the Inventorship Material would improperly affect or taint their testimony. Defendants
argue that because Dr. Stella and Ms. Waugh arelynact witnesses and not parties, their only
role is to testify regarding events and communications from the relevant time period and about
which they have personal knowledge. Defendamseathat disclosing Inventorship Material that
neither Dr. Stella nor Ms Waugh wasvy to during the course of their work on the patents in suit
creates “a high likelihood” that the disclosure will “consciously or unconsciously affect their
testimony.*®

The Court is not persuaded by this argument. Defendants have the burden to show how
disclosure of this particular confidential infaation would be harmful, and they must meet this
burden by making a specific demonstration of fadadjstinguished from stereotyped and conclusory
statements. Defendants fail to provide such suppottis argument. They also fail to show how
such testimony would result in a clearly defined and serious injury to them.

3. Conclusion as to Defendants’ burden

In light of the above, the Court concludes thatendants have failed to show that disclosure
of the Inventorship Material to Dr. StellaMis. Waugh would be harmful to Defendants. Because
Defendants have failed to carry their burdenhaiveing harm, the Court’s inquiry may end at this

step of the analysis.

“Defs.’ Resp. to KUCR’s Submissions RegagiProposed Protective Order (doc. 159) at
13.
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D. Has KUCR Met Its Burden?

Even if the Court were to hibkthat Defendants had met their burden to show harm and the
Court shifted the burden to KUCRdemonstrate that the Inventorship Material is relevant and that
its disclosure to Dr. Stella and Ms. Waugh is necessary to this tthenCourt would find that
KUCR has carried that burden. It is undisputedttinatinformation is relevant, since Inventorship
Material is, by definition, technical information “thia relevant to identifying or determining the
actual inventor(s) of the patents in sdit.¥Whether Dr. Stella ano Ms. Waugh are co-inventors
is the ultimate issue in this action. Thus, KUCR heet its burden to show that the Inventorship
Material is relevant.

The Court also finds that KCR has met it burden to show that disclosing the Inventorship
Material to Dr. Stella and Ms. Waugh “is necesgarthis action.” In making this determination,
the Court looks to what a plaintiff must provectwrect inventorship under 35 U.S.C. § 256. Patent
issuance creates a presumption that the damventors are the true and only inventdr3.o rebut
this presumption, the plaintiff nstishow, through clear and convimg evidence, that the alleged
unnamed inventor was in fact a co-invertfoOnly then will the court correct inventorshfp.

To be considered a co-inventor, “an individual must make a contribution to the conception

of the claimed invention that is not insignificant in quality, when that contribution is measured

*Cooper Tire 568 F.3d at 1190 (citinGenturion 665 F.2d at 325-26).
*IKUCR’s Proposed Protective Order, T 6(h).

*)srael Bio-Eng’g Project v. Amgen, Ind.75 F.3d 1256, 1263 (Fed. Cir. 200Z3terpillar
Inc. v. Sturman Indus., In;387 F.3d 1358, 1377 (Fed. Cir. 2004).

*3Caterpillar, 387 F.3d at 137 Pannu v. lolab Corp 155 F.3d 1344, 1350 (Fed. Cir. 1998).
*Caterpillar, 387 F.3d at 1377Panny 155 F.3d at 1350 (Fed. Cir. 1998).
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against the dimension of the full inventiof.tn addition, the allegedventor must have had “some
open line of communication during or in temaloproximity to their inventive efforts’® Finally,
“an alleged co-inventor’s testimony, standing aloneotsufficient to provide clear and convincing
evidence. An alleged co-inventor must supply evidence to corroborate his or her testimony.”
In light of the above, the priany focus of this suit will ben the contributions, if any, that
Dr. Stella and Ms. Waugh made to the conceptidgheinventions at issue, and those contributions
must be “measured against the dimension ofuhénvention.” Consequently, the Court finds it
critical that Dr. Stella and Ms. Waugh be allowed access to those materials which relate to the entire
contribution, and not just to each of their own exgjfwe contributions. In other words, Dr. Stella
and Ms. Waugh must be granted accesalltanformation and documents that fall within the
definition of Inventorship Materiand not just those materials thia¢y were privy to during their
work on the invention® Indeed, the Court believes it would be crippling to KUCR's case to
prevent Dr. Stella and Ms. Waugh from reviewirigiventorship Material. If they are denied
access, they would be excluded from everyudison of the very information that would be
essential to present KUCR'’s legal arguments anceecil to the Court or tmef fact. They would

also be excluded from strategy sessions WItFtCR and its counsel. Moreover, they would be

*Caterpillar, 387 F.3d at 1377 (quotirkgna Oil & Chem. Co. v. Ewei23 F.3d 1466, 1473
(Fed. Cir. 1997)).

*Cook Biotech Inc. v. Acell, In&460 F.3d 1365, 1373 (Fed. Cir. 2006) (quofitid_illy &
Co. v. Aradigm376 F.3d 1352, 1358-59 (Fed. Cir. 2004).

>'Caterpillar, 387 F.3d at 1377 (citingthicon Inc. v. U. S. Surgical Corp135 F.3d 1456,
1460 (Fed. Cir. 1998).

*pyrsuant to Paragraph 12 of the proposed Protective Order, Dr. Stella and Ms. Waugh
would be allowed to review arlpventorship Material that they previously had lawful access to
while working on the inventions.
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unable to assist in the prepacatiof cross-examination of Dr.upta, who would testify about the
scope of his contributions and, presumably, alioeialleged limited scope of Dr. Stella and Ms.
Waugh’s contributions.

In addition, the Court finds #t Dr. Stella and Ms. Waugh'’s access is crucial to their own
testimony and presentation of evidence at trial. No witnesses other than Dr. Stella and Ms. Waugh
will be able to provide testimony on behalf of KUCR regarding each of their respective contributions
to the inventions. Without documentation, howeveeir testimony will be insufficient to prove
their contributions, because, as purported co-irorenthey must present evidence to corroborate
their testimony? Consequently, the Court holds that the Inventorship Material is necessary to
KUCR’s prosecution of this case.

E. Balancing Test

The Court now turns to the balancing teste Qourt finds that whatarm might flow from
disclosure of the Inventorship Material to Dr. Stella and Ms. Waugh is so small that it does not
outweigh KUCR'’s critical need to rka a full and fair presentation it case. Moreover, what risk
of disclosure there is can betigated through certain safeguardslaestrictions contained in the
Protective Order.

Two of those safeguards are set forth in Pagly6(h) itself. Under that paragraph, before
KUCR may disclose any Inventorshvaterial to either Dr. Stia or Ms. Waugh, KUCR is required
to obtain confirmation from the producing Paryné of more of Defendis) or Supplying Owner

that the material actually falls within the definition of Inventorship Matétiahis will prevent the

*°See Caterpillar387 F.3d at 1377 (citingthicon 135 F.3d at 1460).

®paragraph 6(h) provides that “[b]efore diising such Material to Dr. Stella, Ms. Waugh,
or Dr. Gupta, any receiving Party shall figbtain confirmation from the producing Party or
(continued...)
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disclosure of Protected Discovery Material that is not relevant to identifying or determining the
inventors. In addition, Paragraph 6(h) indicatesttiteCourt will resolve all disputes that may arise

as to whether certain information constitutes Ingesttip Material which may be disclosed to Dr.
Stella and Ms. WaugH.

Finally, under Paragraph 11 of the Protec@réer, Dr. Stella and Ms. Waugh will each be
required to sign an “Acknowledgment,” under whiotyptlacknowledge that they have read the terms
of the Protective Order and agree to be bound by its f8rméth theses protections in place, the
Court believes the potential for harm will be minimized.

F. Conclusion as to Paragraph 6(h)

Based upon the balancing of the potential oiskarm to Defendants against KUCR’s need
for the Inventorship Material, the Court holth&tt KUCR’s proposed Paragraph 6(h) should be
included in the Protective Order.

VI.  Which Version of Paragraph 13(b) Shauld Be Included in the Protective Order?

As noted above, the parties agree in Papyi&(b) of their proposed Protective Order that
“Non-testifying Consultants will ndie subject to depositions or subpoenaed as withesses at trial.”
KUCR, however, adds the following language to its proposed order: “except to the extent such

consultant is an employee of a Party or of any entity affiliated with a Party.”

89(...continued)
Supplying Owner, on a per document basis, that this subsection applies to such Material.”

®paragraph 6(h) states that “[t]his Couralsmesolve all disputes over whether disputed
Material constitutes [Technical Inventorship] Material that is relevant to identifying or determining
the actual inventor(s) of the patents in suit.”

2A form “Acknowledgment” is attached to the proposed Protective Order.
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Defendants strenuously object to includings thdditional language. KUCR states it
included this language only because Defendants “demanded” it be part of the Protecti®& Order.
KUCR states, however, that it “will agree to whiever of the defendants’ two versions of
Paragraph 13(b) the defendants ultimately chése.”

It is clear from the briefing that Defendants want to exclude this additional language.
Accordingly, the Court will delete this language.

VII. Are the Agreed Upon Provisions of the Proposed Protective Order Appropriate?

The Court will now examine the other termsigrovisions of the proposed Protective Order
to which the parties have agreed. As noted abtheemere fact that the parties have agreed or
stipulated to certain provisions is not dispositive of whether they should be included in a blanket
protective order. The Court must still find the provisions appropriate, not only under Rule 26(c)(1)

standards, but under the Court’'s Guidelines for Agreed Protective Gtrders.

A. Paragraphs 25 and 26—Filing Documents Under Seal
Paragraph 25 provides as follows:

The Court shall have access to all Protected Discovery Material. The Clerk of this

Court is directed to maintain under sdbtlacuments or things which are filed with

the Court and which have been designated as Protected Discovery Material. The
Clerk shall permit access to such documents or things only to this Court, personnel
of the Court authorized to have access, and the attorneys of t&cord.

Paragraph 26 states:

pl.’s Resp. to Defs.’ Mot. for Protective Order (doc. 140) at 11.
*d.

®The Court's Guidelines for Aged Protective Orders are found at
http://www.ksd.uscourts.gov/guidelines/protectiveorder.pdf.

®Proposed Protective Order, T 25.
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In the event that Protected Discovery Makis included in any filed document, the
Party filing such Protected Discovery Matdishall seek leave to file it under seal.

If the Protected Discovery Material is filelectronically, the Party shall seek to file

it under seal pursuant to local rule 5.4.461 cdher documents filed with the Court
containing Protected Discovery Material Bl filed in sealed envelopes or other
appropriately sealed containers on which shall be endorsed the caption of this
litigation, the words “CONTAINS PRTECTED DISCOVERY MATERIAL” and
“SUBJECT TO PROTECTIVE ORDER” aan indication of the nature of the
contents’

The Court does not approve Paragraphs 25 and 26 for several reasons. First, they are
inconsistent with one another. Paragraph 25 implies that the Clerk must seal any Protected
Discovery Material that is filg with the Court, regardless of whether the filing party has been
granted leave under D. Kan. Rule 5.4.6 to filertfaerial under seal. Additionally, Paragraph 25
does not comply with Guideline 3 of the CoarGuidelines. That Guideline requires a party
desiring to file confidential information under sealfirst file a motion for leave to seal and be
granted leave to do so. Furthermore, Paragz@mionflicts with D. Kan. Rule 5.4.6, which provides
that a party whose motion for leave to seal aggd “shall” file the documents electronically. In
other words, there is no optido file documents conventionally merely because leave has been
granted to file them under seal.

In light of the above, the Court combines Paragraphs 25 and 26 into one paragraph
(Paragraph 25), and modifies them to read as follows:

In the event a Party seeks to include any Protected Discovery Material in any filed

document or to otherwise file the Proteciidcovery Material, the Party shall file

a motion seeking leave to file under dbal particular piece of Protected Discovery

Material, and shall follow the procedures set forth in D. Kan. Rule 5.4.6. If the

motion to seal is granted, the filing Partyalhthen electronically file the Protected

Discovery Material under seal. The Geshall permit access to such documents or

things only to this Court, personnel oét@ourt authorized to have access, and the

attorneys of record, except for pro hacevattorneys, who must obtain the sealed
documents from local counsel.

®d., 1 26.
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B. Paragraph 31—Application to Parties Who Are Later Added to the Action

Paragraph 31 states as follows:

In the event that a new party intervenes, is added, substituted, or brought in, this

Protective Order will be binding on and intioghe benefit of the new party, subject

to the right of the new party to seek réfi®m or modification of this Protective

Order®®

The Court will delete this paragraph from thetective Order. Any new party to the lawsuit
must be given to the opportunity to review thetBctive Order and decide whether to join in the
Order.

C. Paragraphs 33 and 34—Amendments to the Protective Order

Paragraph 33 states that the Protective Order may be amended with leave of Court or by
express order of the Court. It further states that it “may be amended as to particular Protected
Discovery Material as a need may arise byagrent of the Parties and Supplying Owner(s) without
prior leave of the court?® The Court cannot approve this latter sentence, because all modifications
to the Protective Order, just like the initial entfythe Protective Order, must be approved by the
Court. The Court will therefore delete trsentence from Paragraph 33 (which will now be
numbered Paragraph 31).

The Court will also delete Paragraph 34, which states that “[a]Jny modification to this
Agreement must be agreed upon in writing by each Party to the AgreefeBetause all

modifications or amendments to the Protec@rder must be approved and entered by the Court,

this provision is superfluous.

9d., 1 31.
d., 1 33.
od., 1 34.
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D. Paragraph 35

Paragraph 35 explains that “[t]he terms of thggeemeritare binding on the parties and
their officers, et¢! The Court will substitute the wortProtective Order” for the word
“Agreement” in what will now be numbered Paragraph 32.

E. Acknowledgment of Protective Order

An “Acknowledgment” is attached at the evfdhe Order. The Acknowledgment is a form
agreement under which a non-paatyrees to abide by the terms of the Protective Order. Such
acknowledgments and agreements are allowed timel€ourt’s Protective Order Guidelines. The
last sentence of this particular Acknowledgment, éwev, must be deleted. That sentence indicates
that the non-party submits to theigdiction of this Court for purpose$ enforcing the Order. Such
a provision is invalid, however, as it is well satttbat parties may not create jurisdiction—either
by acquiescence or stipulation—where jurisdiction does not otherwisé*exist.
VIII. Conclusion

The Court holds that the Parties have shgawd cause for the entry of a blanket protective
order to protect the confidentiality of the information and documents the Parties have labeled
“Protected Discovery Material.” In most respects, the Court approves the Parties’ proposed
Protective Order. To the extent the Parties zadispute as to Paragh 6(h) proposed by KUCR,
the Court grants KUCR'’s Cross Moti. The Court will allow Inventorship Material to be disclosed

to Dr. Stella and Ms. Waugh, as well as Dr. Guasaset forth in KUCR’s proposed Paragraph 6(h).

d., 1 35 (emphasis added).

?Seelns. Corp. of Ireland, Ltd. v. Gopagnie des Bauxites de Guinég6 U.S. 694, 702
(1982) (“No action of the parties can confer sgbjmatter jurisdiction upon a federal court. Thus,
the consent of the parties is irrelevantNjcodemus v. Union Pac. Carg40 F.3d 1227, 1231 n.1
(10th Cir. 2006) (“[Jurisdiction] cannot be conferred upon a federal court by consent, inaction or
stipulation”) (quotingBasso v. Utah Power & Light Ca195 F.2d 906, 909 (10th Cir. 1974)).
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The Court finds that KUCR'’s need for the Inventorship material outweighs any risk of harm to
Defendants. The Court will therefore include ER's proposed Paragraph 6(h) in the Protective
Order.

With respect to KUCR'’s proposed additionaddaage in Paragraph 13(b), the Court denies
KUCR’s Cross Motion. The dispaitover that language was the result of apparent confusion
between the Parties.

With respect to the other provisions of thegwsed Protective Order, i.e., the provisions to
which all of the Parties have agreed, the Court will make certain modifications to proposed
Paragraphs 25, 26, 31, 33, 34, and 35, and to the Ackdgmitnt, as set forth in detail in Part VII,
supra. The Court will enter the Protixee Order, as modified to conform to this Memorandum and
Order, in a separate filing.

IT IS THEREFORE ORDERED that Plaintiff's Cross Motin for Protective Order (doc.

131) is granted in part and denied in part, as set forth herein.

IT IS FURTHER ORDERED that Defendants’ Cross Motion for Protective Order (doc.
133) is granted in part and denied in part, as set forth herein.

IT IS FURTHER ORDERED that the Court will enter a Protective Order consistent with
this Memorandum and Order in a separate filing.

IT IS FURTHER ORDERED that each party will bear itevn expenses and fees incurred

in connection with the filing of these Cross Motions for Protective Order.
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IT IS SO ORDERED.

Dated in Kansas City, Kansas on this February 12th day of January 2010.

s/ David J. Waxse
David J. Waxse
U. S. Magistrate Judge

cc: All counsel angbro separties
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