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UNITED STATES DISTRICT COURT
EASTERN DISTRICT OF KENTUCKY
CENTRAL DIVISION

LEXINGTON

)

)
IN RE: ONGLYZA (SAXAGLIPTIN) ) MASTER FILE NO. 5:18-MD-2809-KKC
AND KOMBIGLYZE XR )
(SAXAGLIPTIN AND METFORMIN) ) MDL DOCKET NO. 2809
PRODUCTS LIABILITY LITIGATION )

) ALL CASES

)

)

)

)

MEMORANDUM OPINION AND ORDER

This matter comes before the undersignedyamt to a rferral from JudgeCaldwell to
handle the discovery disputestims case. Defendants filedviotion for Supplemental Protective
Order. [DE 434]. Plaintiffs filed a Motion fd&Sanctions. [DE 456].Both motions are fully
briefed and ripe for a decision. The Cousdoaheld a telephonic carence during which the
parties argued the merits oEtMotion for Supplemental Protecti@¥der. [DE 461]. As a result
of those arguments, the Court requested additibriefing from both parties on the implications
of international law on the docuwnts the Defendants seek gootect with the Supplemental
Protective Order.

.  RELEVANT FACTUAL AND PR OCEDURAL BACKGROUND

This case is a multidistrict litigation arising from allegations that the Type 2 diabetes
medication saxagliptin, sold under the braraimes Onglyza and Kombliglyze XR, allegedly

caused heart failure and/or increased the rigkloérse cardiac events. Defendants Bristol-Myers
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Squibb Company (“BMS”) and AstraZeneca (“AZ”) jointly studied, developed, and made
submissions to the Food and Drug Administra (“FDA”). [DE 363 Page ID# 2205].

The District Court bifurcated sicovery in this case to addeegeneral causation first. [DE
179]. The undersigned conducted a hearing discovery dispute ddctober 10, 2019. [DE 373
and 374]. As a result of this dispute the Cailtimately ordered Defendants to produce what the
parties have referred to as “te€TD production” or “Module 5.”Essentially, thisnaterial is a
broad range of studies andhet information Defendants sulited to the Food and Drug
Administration that relates to the drugs at issutigcase. The parties have generally referred to
this as clinicatrial data. At the timef the October 10, 2019, haay, Defendants had produced
some clinical trial data in TIFF format. Plaffgiasked the Court to reqaiDefendants to provide
all clinical trials submitted tahe FDA (about 150 trials) in tiee eCTD format, a request the
Court granted. The Court granttiils request for two reasons: @gfendants stated it would be
relatively quick, inexpensive, arahsy to produce the eCTD datadd?2) it became apparent at
the hearing that the TIFF productiofclinical trial datathat had occurred up to that point was
missing critical metadata, renderifigessentially useless to Plaffg and their experts. The
current dispute between the parties relates torttegnational clinical trial data contained in
Module 5. Defendants have discovered that it wiliitmely and costly toedact data from Module
5, thus, they proposed producing @lithe data but pursuant to a Supplemental Protective Order.
The parties previously entered intot#p8lated Protective Order on October 2, 2018.

.  ANALYSIS

FeD. R.Civ. P. 26(c) permits a court, “for good caussue an order to protect a party or
person from annoyance, embarrassment, oppressr undue burden or expense” including
requiring that a trade secretr other confidential research, development, or commercial

information not be revealaal be revealed only in a specified way[.]JE0-R. Civ. P. 26(c)(1)(g).
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“The burden of establishing good cause for a priteairder rests with the movant. To show
good cause, a movant for a proteetorder must articulate specifacts showing clearly defined

and serious injury resulting from the discovery sought and cannot rely on mere conclusory
statements.’Nix v. Sword, 11 Fed. App’x. 498, 500 (6th Cir. 20Q%)tations and quotation marks
omitted).

A. SUPPLEMENTAL PROTECTIVE ORDER IS NOT NECESSARY

Here, Defendants do not seek to shieldvfoelule 5 from discoveryltbgether, but instead
seek a Supplemental Protective Orithext greatly restricts access twdause of the materials. Yet,
the Court finds the proposed Supplemental dtote Order is not nessary. Stated more
precisely, the Court finds Defendaihigve failed to show that they will suffer serious injury or
undue burden by proceeding under éxésting Stipulated Protectiv@rder. The parties jointly
agreed upon a Stipulated Protectiyler in this case thapecifically resolveall of the concerns
raised by Defendants in regai@ Module 5. [DE 171]. Thproposed Supplemental Protective
Order is duplicative of many provisions in th@8tated Protective Order and, thus, unnecessary.
Even where the provisions thatarot duplicative, the supplementatms are sdraconian that
they make any production of documents unter Supplemental Protidaee Order ssentially
useless.

The examples best supportingstbonclusion are as follows:

1. Attorney’s Eyes Only

The existing Stipulated Protective Order sets forth mechanisms for designating documents
Attorney’s Eyes Only (“AEQO”). Specifically, thStipulated Protective Order specifically notes
that materials shodlbe designated AEO

(2) where the Confidential Discovery maials contain private and/or PHI

[Protected Health Information] of plaintifte persons not a party to the Litigation,
including private and/opersonal health, medical, ployment, financial, and
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residence information; and (3) wherecdments originate from a jurisdiction
outside the United States th@j) are subject to the peation of privacy and data
protection].]

[DE 171 at Page ID # 850]. Plaiif$ all but admit that Module bkely contains information that
would satisfy the requirements of the AEO desigmain the Stipulated Protective Order. Thus,
Defendants admit that they could use the Séifma Protective Order to designate the entire
Module 5 production as AEO. [P462 at Page ID # 3232].

Nevertheless, Defendants argue more is needédler the Stipulated Protective Order,
Plaintiffs could challenge thAEO designation of any materialsThe Supplemental Protective
Order proposes designating theienModule 5 productin as AEO and demands that the entire
production “will not be declassified,” essentyathaking the AEO designation of the entire Module
5 unchallengeable. [DE 434-1 at Page ID # 2900fadt) Defendants openly admit that the entire
purpose behind the AEO provisions in the pragobsSupplemental Protective Order is to
circumvent the process by which Plaintiffs abehallenge Defendant&EO designation of this
production: “Given that Plainfg have indicated they may cledge Defendants’ position that
clinical trial information constutes Protected Healtimformation, howeverit is important for
Defendants to have the propriety of the Atys’ Eyes Only designation determirgdbr to the
production of the eCTD documents.” [DE 462, fdrasis in original)]. Defendants seek to
designate the entire Module 5 as AEO, sight umsaad have Plaintiffs forfeit their ability to
challenge that designation on materials they mtgeviewed. Defenads argue that producing
this information withotithe oppressive provisions of theoposed Supplemental Protective Order
means that they could be subjecpémalty via international privacy laMvPlaintiffs challenge the
AEO designation and the Court downgradebke designation.

Ultimately, Defendants may be correct that thfermation is properly protected as AEO,

but the process the parties, including Defendants, agreed upua $tipulated Protective Order
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should be allowed to play out. Defendantgjuanent that any protection less than AEO would
violate the European Union’s @eral Data Protection Regulatignfules and implicate foreign
laws and treaties may be a legitimargument to raisbut not at this junche and not without the
Court’s ability to revew specific documents.

Defendants have failed to show that thgp@ated Protective Order does not adequately
address AEO designation, or that, without thpp@emental Protective Order, Defendants will
suffer harm. Defendants may dgsite materials AEO as thegain appropriate under the current
protective order, and if Rintiffs challenge that designation tGeurt will take up those issues at
that time. But the Court will not impose a mctive order on the paes, over Plaintiffs’
objections, that strips Plaintiftsf the ability to request revieaf the AEO designation before any
production is madé.

2. Prohibition on Use

Defendant’s Supplemental Protective Order not only proposes that Defendants produce an
unredacted Module 5 to d&htiffs under an unchiengeable AEO designain, but also prohibits
Plaintiff from using those documents “as exhilatsdeposition, in exhibits to court filing, as

evidence at motions drearing, or otherwise in any contdkit could expose such material to

1 Although the Court requested supplementafiog on the applicatio of international
law, the Court does not feel it is appropriate ecassary to take additional specific actions and
opinions until such time as specitiocuments are before the Cout this time, the application
of international law is a factor the Court cores&l but it does not materially alter the Court’s
decision that Defendants hafaled to show that they will $ier serious injury or undue burden
by proceeding under the existing Stipulated Protective Order.

2 Defendants may, predictably, arghat Plaintiffs have seemmme of this production when
they produced the unusable and redacted TIFkirdents. The Court has addressed the TIFF
documents, finding that the TIFF production that was missirgjadata and parent/child
information was useless and assaly no production at allHad Defendants properly produced
these documents in a useable and searchableefardted) TIFF format, éhparties might not be
in the current dispute over a sugplental protective order.
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public access.” [DE 434-1 at Page ID # 2908]short, Defendants propose providing discovery
that Plaintiffs are plainly andholly barred from using in any cat in an unredacted format.

In contrast, the current Sti@ied Protective Order requires the parties to go to certain
lengths to ensure protection ajrfidential materials. For example, under that Order, Plaintiffs
must provide notice to Defendartsd an opportunity for Defendantsdbject if Plaintiffs intend
to offer the confidential material as evidenceorftthere, the Stipulatderotective Order provides
a mechanism by which either party can seek araimera review with the Court. Moreover, the
Stipulated Protective Order proscribes a pracedor filing protectedlocuments under seal as
well as objecting to such sealing. [DE 171 at Pap# 856-57]. Like with AEO, the Stipulated
Protective Order provides guaridsato prevent disclosure of confidential information while
providing a mechanism to disguany such improper uses.

Despite these (and many other) provisions outlining the use of confidential materials
(including AEO material) in th&tipulated Protective Order, 2mdants argue the Court should
force Plaintiffs to abide by ¢hSupplemental Protective Ordecemplete prohibition on using
unredacted documents as exhibits or evidencebelaear, the approach set forth in the proposed
Supplemental Protective Ordereses draconian and unmanageab Without any judicial
determination or even evsight and without any ability to adgt, Defendants seek to preemptively
declare the unredacted version of Module 5samething that can be produced, but never
challenged, never used in discovery, and never used at any future trial.

Defendants counter that such a provisismecessary because unredacted Module 5
information could be “accidentally improperly disseminated out$iddounds of the [Stipulated
P]rotective [O]rder” if Plaintiffs are permitted tese unredacted materias exhibits or other

evidence. [DE 434 at Page ID # 2895]. Defendardgsorrect that accidenbccur, but even the
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Supplemental Protective @ar does not prevent such a pb#gy. The risk of accidental
disclosure exists in every circumstance in \whéensitive, confidentiahnd AEO documents are
involved. Even if the Court were to grant Dafi@nts the Supplementald®ective Order, Module
5 information could be “accidentally improperdisseminated outside the bounds of the
[Supplemental P]rotectés [O]rder” through incomlpte redactions, docusnt mix-ups, or any
number of human errors that migidcur in this or any other casfDE 434 at Page ID # 2895].
Again, redacted versions of the Module 5 mate may very well be the most appropriate
way to file that information in record; howeveret@ourt will not hamstring itself or the Plaintiffs
before that production is even d& Further, the existing Stilated Protective Order requires
Plaintiffs to give Defendants notice if they inteto use documents with a “confidential” or higher
designation as evidence or exhibits. If Defendaatddesignate Module 5, then Plaintiffs are
required to notify Defendants of any use of sdobuments. Then Defendant may, at that time,
object to the documents’ gposed use. Consequently, the Cautl timely take up the issue.
But, currently, there is no reason to impose whale restrictions on these of Module 5 where
the existing Stipulated Protective Ordeegdately protecthibse materials.

3. International Inquiry Clawback Provision

The proposed Supplemental Protective Orndetudes what Defendants refer to as a
“clawback” provision, so that “[ijDefendants receive inquiries orders from international data
protection authorities about this production, Rtifis would cease reviewing and sequester the
production pending further relief by this Cour{DE 434 at Page ID # 2892]. “The proposed
supplemental order requires, anmanner similar to the operatioh a clawback provision, that
Plaintiffs cease reviewing or using the datajuestion until any dispute resulting from such an
agency’s actions is resolved. This Court woultaa the arbiter of suctlisputes.” [DE 434 at

Page ID # 2895]. This provision could effectively put discovethisCourt and this litigation at
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the mercy of a “foreign data peattion agency.” [DE 434 at Page ID # 2895]. This Court will not
so abdicate its power to direct this litigation, does this Court wish thaliscovery in this case
be held hostage by a “foreign data protection agency.”

B. COST SHIFTING

Defendants argue that if the @bdenies its request for a Supplemental Protective Order,
the Court should require Plaintifts bear the cost of redactions of Module 5. Defendants claim
that “[w]ithout the supplemeat protective order, an eCTproduction is no longer minimally
burdensome; indeed, it would berrtendously expensive. Sincatlexpense would be incurred
solely for Plaintiffs’ conveniere, they should be required toyp@r it.” [DE 434 at Page ID #
2896]. As the Court has addressed, there appedre no need for the Supplemental Protective
Order because the existing Stipulated Protective Order sufficientlgusaitis the information
Defendants claim they need to redact. Thus, mats have the option at this juncture to produce
Module 5 with or without redactis, depending on how they wishpimceed. Another Magistrate
Judge in this district addressed this issue thoroughly:

“Generally the party responding to a discovery request bears the cost of

compliance.”"Medtronic Sofamor Danek, Inc. v. Michelson, 229 F.R.D. 550, 553

(W.D. Tenn. 2003). However, Rule 26(c) \ettte Court with atiority to condition

discovery upon a requestingrygs payment of the costs order to protect the

responding party from undue burder expenses. . . . “Thequiry in a cost-shifting

analysis is not necessarily whether the stibstantial but whether it is ‘undue.”

Michelson, 229 F.R.D. at 553.

SMA Portfolio Owner, LLC v. Corporex Realty & Investment, LLC, 2014 WL 12647934, at *4
(E.D. Ky., March 52014). Although ED. R.Civ. P. 26(b)(2) and (c) permit cost-shifting, it is
only permitted where the producing party cstmow that production is unduly burdensome.
Defendants have made no showing here that theofagedactions is afundue” burden; in fact,

Defendants describe redactionsnaarely “inefficient” in theirReply, despite previously calling

the potential redactiorfsremendously expensive.” [DE 46G# Page ID # 3231 and DE 434 at
8



Case: 5:18-cv-00053-KKC Doc #: 184 Filed: 05/26/20 Page: 9 of 10 - Page ID#: 2779

Page ID # 2896]. The Court witlot order Plaintiffs to pay faredactions basedpon the record
before it to date.

C. MOTION FOR SANCTIONS

The document production in thease has been undeniably sj@avbest. Dieendants have
zealously advocated for limitations on the producéod its future use, advocacy that is walking
the line of obstruction at this point. Defendamiaited five months between the Court’'s prior
Order requiring production of the Module 5 daal diling the instant miwon for a supplemental
protective order.

Meanwhile, as Defendants fairly point otihe Court admonished Plaintiffs for their
excessive delay in filing a M@t to Compel that production.

Plaintiffs now felt it @propriate to file a Motion for $&tions [DE 456] on April 13, 2020,
and—nbefore the Court has had the opportunitsute on that motion—filed another Motion for
Sanctions on May 18, 2020.The parties spent ady as much brief sga on allegations of delay
hurled at one another as they did on the substaf the of discovgrdispute. The Court
implores—nay—begs the parties to cease this conductisTitigation cannot move forward if the
parties spend all of their timenergy, and resources on tryingatmid their discovery obligations,
cause delay, and filing motions for sanctions. Thar€finds that both parties are culpable in the
delays that have led to thmoment and denies Plaintiffé/lotion for Sanctions. Or, more
eloquently stated, “a pjme o’ both your house$.”

In the future, however, the Court will consider use of all power avaitabt to discourage

continued dilatory behavior fromither party.

3 The May 18, 2020, Motion for Sanctions is not yet ripe, thus the Court makes no ruling
on it herein.
4 WILLIAM SHAKESPEARE ROMEO& JULIET, act lll, sc. 1.
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[I. CONCLUSION

For the reasons stated herdin)]S ORDERED that:

(2) Defendants’ Motion for Supplemeih®rotective Order [DE 434] BENIED;

(2) Plaintiff's Motion for Sanctions [DE 456] iPENIED; and

The undersigned enters tivemorandum Opinion psuant to 28 U.S.C. 8 636(b)(1)(A).
Within fourteen (14) days after being serweith a copy of this Memorandum Opinion, either
party may appeal this detdn to Judge Caldwell pursuant § 636(b)(1)(A) agd.R. Civ. P.
72(a).

Entered thi22nd day of May, 2020.

iy Signed By:
| Matthew A. Stinnett nv

United States Magistrate Judge
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