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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 undersigned talleaanother discovery dispute. Plaintiffs
filed a Motion to Compel and for SanctionfOE 479]. Defendants filed a Response [DE 503]
and Plaintiffs replied [DE 508]. Defendants filed a motion for Leave to File a Sur-Reply, which
the Court granted. [Sur-Reply at DE 519his matter is now pe for a decision.

. CURRENT DISPUTE!?

A full recitation of the facts leading to thisspute is well-documeed in the record. See,
e.g., DEs 490 and 399]. The parties are curremtiyagied in discovery on the issue of general

causation, attempting to answthe question of whether thegscription drugs manufactured by

! The Court refers to the documentsisgue throughout by thexhibit numbers as
designated by the parties in thecdment, to the extent possible, regardless of how they are
designated on the docket. As noted in footnotdh@ ,designation of contested documents in the
motion, response, reply, and suplseis convoluted, to say the l¢as-urther muddying the murky
waters, the docket reflects the motion was filedhcted at DE 479 and 480 and unredacted at DE
483; the response was filed at 5@ reply was filed redacted at DE 512 and unredacted at DE
513; the sur-reply was filed at DE 519. The Cous &tbempted to be aslterent and consistent
as possible in its references to the docket.
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Defendants caused the users to have a cardiac evamtor higher risk for a cardiac event. The
parties have found themselves at yet another imgasaediscovery dispute. Plaintiffs allege
Defendants have used: R. Civ. P. 26 and the parties’ Stipulated Protective Order [DE 171] as
justification to redact documents in discoverypnoperly. More specifidly, Plaintiffs allege
Defendants have repeatedly produced the samewdiscin various stagesf redaction, requiring
Plaintiffs to “review, re-review, and re-rew again the same set of documents” which
“demonstrate[s] that Defendants’ ulterior motivexploitation of the discovery process to conceal
and obstruct at Plaintiffs’ expem$ [DE 479 at Page ID # 3630].

Plaintiffs describe the documerdt issue in the instant motion as “exemplars.” However,
the Court cannot and will not malssveeping declarations abadiicuments and redactions not
before it. The Court cannot determine fropriety of redetions sight unseeh.The Court will

only rule on the redactions and other issuésed regarding the documents before ktopefully

2 The Court can scarcely determihe propriety of the documentscdn see because the
parties have unfortunately failed to considientlentify the relevant documents. In some
instances, the parties refer to the documdiyt the Bates Stamp number but do not note the
document’s exhibit numbee.g., “Plaintiffs first received th problematic, redacted document
when Defendants clawed back and replacedited EU Risk Management Plan document with
the redacted version (ONG007258693)Reply, DE 513 at Page IB 7256]); in other instances,
the parties refer to the documexttissue generally but give ti@ourt no indication of where or
whether it can be found in the recorlg(, “Defendants also redactewbn-responsive material
from two reports from a software analyticoltaused by the AstraZeneca pharmacovigilance
department to analyze data freeveral sources and databasesacktpotential safety signals for
various medications.” DE 503 at Page ID # 706®8jditionally, the exhibits were mis-numbered
in some instancesdg, e.g., DE 480-19, document designated as Ex. 10 is Ex. 11, to the best of
the Court’s understanding). Exkiits 5C-F and 6C-F are nevspecifically mationed but are
attached to the Motion. Ultimately, the above-désct inconsistencies have greatly impaired the
Court’s ability to provide a narroydtailored opinion ashe arguments raised lye parties.

3 These disputed documents are attach&ldiotiffs’ Motion to Compel [DE 479 and 480]
as Ex. 3, 5A-E, 6A-F, 7, 8, 9, 11, 12, 13, and 14Reply [DE 512 and 513] at Ex. 3, 4, 6, 7, 8,
9, and 10. Exhibits 1, 2, 4, 10, 15, 16, 17 andbliBe Motion [DE 479 and 480] and Reply [DE
512 and 513] Ex. 1, 2, and 5 are supporting docisnand the Court’s understanding is that
Plaintiff does not raise a discovasgue related to these documents.
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the Court’s ruling will provide somguidance to the parties on theutt’s view of these issues to
avoid similar dispuds in the future.

.  ANALYSIS

A. SAXAGLIPTIN EU RISk MANAGEMENT PLAN 13 JAN 2014 AND OTHER RE-PRODUCED
DOCUMENTS ®

As noted above, Plaintiffs complain thatfBredants produced thersa documents several
times with varying redactions, cangiPlaintiffs to have to expetighe and resources to re-review
those documents numerous times. Plaintd@fimit Defendants re-produced the EU Risk
Management Plan, removing the contested, “techgittah” redactions. [DE 513 at Page ID #
7257]. Plaintiffs complain the itheline [of the correction] is cious.” [DE 513 at Page ID #
7257]. Although the Court understds Plaintiffs have a griemae about how and when these
documents were produced, the documents weosluced with the probmatic redactions
removed. It does not appear thés any remaining dispute redang the production of the EU
Risk Management Plan. Thukjs issue is moot.

The Court directs Defendantslie more careful in their doment production ithe future;
however, there is no indication Defendants digithing other than makan honest mistake and

then attempt (albeit cluritg) to correct the errcf.

4 DE 479 and 480 at Ex. 3, 7, and 8.

°> DE 479 and 480 at Ex. 5A-F and Ex. 6A-F. itNer party addressdé&x. 5C-F or 6C-F.
It appears there is a typogragdli error in Plaintiffs’ briefat DE 479 and 480, n. 23, referencing
breaking the exhibits into six ga, 5A-B and 6A-B. Based on the Bates Stamp numbers, it appears
this should have referenced Ebits 5A-F and 6A-F. According) the Court’s rling in Section
C applies to Exhibits 5A-F and 6A-F.

® The Court agrees that if Defendantsoguction and redaction rers continue to
accumulate, they will look less like “honest mistakes.”

3
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B. DATE OF DEATH AND TREATMENT DURATION REDACTIONS’

Plaintiffs next argue Defendts have wrongfully redactedeath dates and treatment
durations, both unquestionably créldo the question of causatibefore the Court. Defendants
marked these redactions as “Protected Helmtbrmation” (“PHI”) pursuant to the parties’
Stipulated Protective Order at DE 171. Omdime hand, the Court agrees that the speeitendar
date of death qualifies as protectledalth information pursuant to the parties’ Stipulated Protective
Order. [DE 171 at 11(e)]. Thedth and treatment dates at issuelaintiffs’ motion, on the other
hand, are dates providednamber of study days, not calendar dates.htis, the information would
fall outside the rigors of the Stifated Protective Order crafted by tparties. Defendants counter
the information is unnecessary as Plaintiffs héne information in “Defendants’ production of
the unredacted, eCTD version of the Onglyza RilAical trial submissions” and should “easily
cross-reference[]” the documemtsdetermine the study day of deafDE 503 at Page ID # 7056].
Defendants acknowledge they offéréo provide this death information if Plaintiffs would
withdraw the istant motion.

The Court cannot conceive how this infatmn—that Defendants have provided in
another format and offered to produce here—isrmation that must be redacted. Defendants
should not take the extra stepreflacting this inform#on and then force Plaiiffs to untangle the
redactions by “cross-referencintie data with other document$he obviously less burdensome

course is for Defendants to remove the redacfions.

"DE 479 and 480 at Ex. 11, 12, and 13; at Ex. 3 (mislabeled as Ex. 1).

8 The least burdensome course would hagenbfor Defendants ndd make baseless
redactions in the first place, andhen they did, for Plaintiffs tbe willing to negotiate a solution
rather than file a baseds motion for sanctions.

4
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C. TRADE SECRETS?

Plaintiffs raise the issue of improper “trade s¢€tredactions in their motion as related to
Exhibits 7, 8, and 9 of the Motion [DE 479 and 4&8@aH Exhibits 6, 7, 8, 9, and 10 to the Reply
[DE 512 and 513]. [DE 483 at Page ID # 694%0Plaintiffs argue Reply Exhibits 6, 7, 8, 9, and
10 [DE 512 and 513] are publicly available docuteeand therefore improperly redacted. The
Court cannot determine Hlaintiffs make the sae argument about Motion Exhibit 9, although it
appears they db.

Defendants heavily rely on the Stipulated PriwvecOrder as a basis for their redactions,
even where the documents are publicly availapRE 519 at Page # 73-74]. In Defendant’s
view, “redactions of manufaatimg processes are explicitlgllowed under the Stipulated
Protective Order, which provides hatity for them regardless of whether a separate ‘trade secrets’
standards is met.” [DE 503 at Page ID # 7058 n. 13].

The Stipulated Protective Order [DE 17Xermits Defendast to redact any
“manufacturing methods or processes, inalgdiguality control procedures, and proprietary
formulas” from documents designated as “Confidential Discovery Material” [DE 171 at Page ID
# 851, 1 2(e)(3)]. Peeling the onion of defined temmthe Stipulated Protective Order, the Court
finds that the “term ‘Confidential Discoveryaterials’ means all Documents or Discovery
Materials produced or discovered in responsgidoovery requests propounded by Plaintiffs that
are designated Confidential” atite “term ‘Confidential’ meansng information which is in the

possession of a Producing Party who believes in datid that such inforration is entitled to

®DE 479 and 480 at Ex. 9; DE 512 and 513 at Ex. 6, 7, 8, 9, and 10.

10 plaintiffs note Exhibit 8 ian unredacted version of Exhifitthus, it appears any dispute
regarding these documents is moot.

11 Exhibit 9 at DE 479 and 480 is mentioned once in a footnote.
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confidential treatment under applicable law[DE 171 at Page ID # 850, T 1(f) and 1(d),
respectively].

There is no dispute between the parties Brefendants have desigedtExhibit 9 of the
Motion [DE 479 and 480] and Exhibits 6, 7, 8, 9, and 10 to the Reply [DE 512 and 513] as
“Confidential.” Therefore, they are “Confident@iscovery Material” as daed in the Stipulated
Protective Order. Thus, the trdispute between éhparties appears to thiee designation of these
exhibits as “Confidential.”

Initially, the Court once again stresses its fratshn at deciphering éhrelevant documents
in dispute beyond the generalities set forth in the motion praétic@he Court’s view, however,
is that any document that is publicly avaikaid not properly designateas “Confidential” under
the Stipulated Protective OrdelDefendants do not demlaintiffs’ claim that the disputed “trade
secret” or “manufacturing proc&sredactions are public infmation. Defendants dispute
Plaintiffs’ assertion that Ex. 7 ar&lto the Reply are publicly availabdiecuments but admit that
the redactednformation in those documents is publicly av&ile. Defendants are silent as to
whether the remaining documents with “trade séceglactions are publicly available, leading the
Court to conclude Plaintiffs’ arguments are tru& publicly available document or information

cannot be “entitled to edidential treatment undepplicable law[]” as di&ned in the Stipulated

12.5ee n. 2. See also Ex. 9 to the Motion, which is onlyentioned at the end of footnote
20 of the Motion. Neither party clearly designatdgether it is a publicly available document.

13 Defendants argue the redactions in Exha8 “no conceivable relevance” to general
causation in this case because they relate to other drugs. [HEBAa§e ID # 7574]. Defendants
do not raise relevancy issueg@a&xhibits 7, 8, and 9 of thdotion [DE 479 and 480or Exhibits
7, 8, 9, and 10 to the Reply [DEZAnd 513]. Further, relevanty not the stated reason for
Defendants’ redactions in Ex. 6 to the Rephgtead, they clearly mark it as redacted due to
“Trade Secret — Manufacturing Prartion.” The Court agrees thie manufacture of drugs other
than those at issue in this litigation has little tevance to general causation in this case; however,
to the extent these are publicly available doents, the Court cannot jifstDefendants’ (newly-
stated) relevancy redactions in Ex. 6 jathis otherwise relevant.
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Protective Order. [DE 171 at Page ID # 850,d)]L(Conversely, if thelocument or information
is not publicly available and Bendants believe the documenntains a manufauring process
as defined in the Stipulated Protective Qydieen those documgmnare protected.

Accordingly, the motion to compel is gradtas to documents thate already publicly
available and as to redactiotimat are public information evemhere the entirelocument is not
public.

D. REDACTIONS L ABELED “N OT RESPONSIVE’ 1415

Plaintiffs argue Ex. 14 redacts large portions of an eirihiat appears clearly relevant,
and implies the same problem exists in “otheeniesponsive documentsfthough Plaintiffs do
not identify those documents. f@adants note two examples thagknowledge are in dispute:
OneNote files with respoin® and nonresponsive infoation intermingled, and
pharmacovigilance reports on adse events other than cardiovascular events reported with
Saxagliptin use. Defendants addresghiBit 14 only in a footnote, stating:

Plaintiffs’ cited example (Ex. 14 to$1 Mot., ONG009082955) reveals Plaintiffs’

misunderstanding regarding thetura of these files. Rintiffs claim that the

“redacted material is clearly responsiimcause Defendants allegedly redacted “a

significant portion of the topf an email chain” reganalg a regulatory submission.
But the full responsive tab was produced:. Edelberg copied and pasted the text

14 DE 479 and 480 at Ex. 14.

15 Defendants note the Court’'s@rholding that “pharmacovifince documents related to
non-cardiac adverse events . . . are not relevanistdittbation or likely lead to the discovery of
relevant evidence, and producing them would berdptionate to the needs of this litigation at
the general causation plef$’ [DE 399 at Page ID # 2780]The Court agrees with Defendants
that this portion of the Coud’prior holding is instictive on whether Defendants must produce
information related to pharacovigilance of alleged injuries conditions other thathose at issue
in this lawsuit. However, no such documentssgrecifically before th€ourt and Plaintiffs did
not raise the issue of pharmaagiance documents in their moti, therefore there is no dispute
about these documents upon which the Court can rule.

16 ONG009082955, “June 16, 2014 Email from Kiiilsa Debreczeni to Rachpal Malhotra,
et al. Re: Meeting notes: DSUR SAR Line LigtiCumulative — to implement CAPA for cases
with blank investigtory causality.”
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of a particular email from a larger chamthat tab. The other tabs do not include
other emails in that chain.

[DE 503 at Page ID # 7061 n. 16jlthough neither party fully expins the documents at issue,
the Court gleans from this footteothat Exhibit 14 was an eihsaved in OneNote.

As Defendants admit, lack aklevance or responsivesedoes not tygally justify
redacting portions of docuents. Defendants cite Beverage Distributors, Inc. v. Miller Brewing,
Co., 2010 WL 1727640, at *4 (S.D. Ohio April 28, 201®)support of their position that their
redactions due to nonresponsivermsspermissible. Defendants &ilto notice that the court in
Beverage Distributors held the defendants in that easould not redacdocuments for
nonresponsiveness, and granted the plaintiffsonatd compel. The Court noted the competing
interests involved in reaching its conclusion:

(1) that redaction of otherwise discovdeatbtocuments is the exception rather than

the rule; (2) that ordinarily, the fatihat the producing party is not harmed by

producing irrelevant information or by quucing sensitive infonation which is

subject to a protectevorder restricting its dissenaition and use renders redaction

both unnecessary and potentially disruptivehe orderly resolution of the case;

and (3) that the Court should not be burdened withnacamera inspection of

redacted documents merely to confirne tlelevance or irrelevance of redacted

information, but only when necessatyg protect privileged material whose
production might waive the privilege.

Id. at *4. As suggested iBeverage Distributors, the parties here hawe Stipulated Protective
Order to safeguard the information—relevanspansive, and otherwisethat may be produced
in this litigation. In one of th examples at issue, the Exhib email, the Court cannot discern
the subject matter of the rexlad portions of the documentgprecisely the same problem
Plaintiffs face. “Oftentimesirrelevant information within a document that contains relevant
information may be highly uself to providing context fothe relevant information.” Shell
Offshore, Inc. v. Eni Petroleum USLLC, 2017 WL 11536165, at *5 (E.D. La. Aug. 28, 2017)

(quotingBartholomew v. Avalon Capital Group, Inc., 278 F.R.D. 441, 451 (D. Minn. 2011)). The
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Court finds, with the little information before it,ahto the extent the entire email chain in Exhibit
14 has not been produced, it should be producdwbutiredactions unless Defendants have a valid
claim of privilege justifying redctions. The entire email chairi ifiot already produced) must be
produced to provide the proper corttekthe already produced portion.

The Court agrees with Defendants, howevethair analogy that OneNote files are akin
to “opening a general filing cabinahd only producing the files thatarelevant to tis litigation.”
[DE 503 at Page ID # 7060]. They claim the On&Nfiles contain irrelant documents about
other products Defendants manufactuaéthat time and have redadtthose entire documents or
“tabs.” Where the redacted information is “comoigly sensitive,” such as the documents in the
OneNote files that relates to drugs not at issukiglawsuit, courts havallowed “irrelevant and
sensitive material [to be] redactedNorth American Rescue, Inc. v. Bound Tree Medical, LLC,
2010 WL 1258113, at *2 (S.D. Ohio March 25, 2016)les from apps like OneNote, Evernote,
etc., are vastly different from andividual email. A OneNotel& may contain various types of
documents and/or notes addrieg numerous issues organized only by the purview of the
individual controlling the OneNetfile. Where “irrelevant infanation within a document that
contains relevant informatiomay be highly useful to proding context for the relevant
information,” such a holding does not necesdgaing true for OneNote files where multiple
documents and notes related to numerougsssauld be contained in a single fifghell Offshore,
2017 WL 11536165, at *5.

Thus, to the extent the redacted portion&xfibit 14 are other tabsr files that are not
part of the email chain étled “June 16, 2014 Email from Krisztina Debreczeni to Rachpal

Malhotra, et al.” and are not mEnsive to the discovery requeststhins litigation,they may be
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properly redacted. The Court finthgat this is no different thaproducing only theelevant files
from a general filing cabinet.

E. MOTION FOR SANCTIONS

The Court will not grant Plaintiffs’ request for sanctions. Defendants appear to be
aggressively litigating this dispute, but so are Plaintiffs. Defendantsigrereal that they should
not continue to have so many “technical chalesigs there can only be so many “errors” in even
the most complex litigation. Moreover, the Cdopks askance on Defendants’ very questionable
death date and treatment durationathns, as explained in Sectionspra. Otherwise, the
Court cannot find issue with Defendants’ tactics.

Plaintiffs, for their part, areautioned to consider, carefulipe necessity of a motion for
sanctions prior to filing a third. The Courtedonot look favorably upon such motions where
opposing counsels’ actions—idirritating—are far fromsanctionable.

F. CONCLUSION

For the reasons stated herdin)]S ORDERED that:
1) Plaintiffs’ Motion to Compehnd for Sanctions [DE 479] GRANTED IN PART as

to the following:

a) Redactions of date of death and treathaiemation to Exhibits 11, 12, and 13 of the
Motion and Exhibit 3 to the Reply whelgose dates are expressed as a number of
days rather than a calendar date;

b) Redactions for “nonresponsiveness” to Exhibit 14 that are part of the email chain
entitled “June 16, 2014 Email from Krisztibebreczeni to Rachpal Malhotra, et
al.”;

c) Exhibits 9 of the Motion and Exhibits 6, 7, 8, 9, and 10 to the Reply, to the extent

these are publicly available documents;

10
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2) Plaintiffs’ Motion to Compehnd for Sanctions [DE 479] BENIED IN PART as to
the following:
a) Redactions of pharmocovigilance informatiaot related to éart failure and/or
increased the risk of adverse cardiac events;
b) Redaction of OneNote files dte “nonresponsiveness”; and
c) The request for sanctions.

The undersigned enters tiMeemorandum 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) ard.R. Civ. P.
72(a).

Entered this 19th day of August, 2020.

2% Signed By:
' Matthew A. Stinnett Mkﬁ

United States Magistrate Judge
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