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IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF NEBRASKA

GARY L. BELLER and
MARY K. BELLER, husband and wife,
Plaintiffs, 8:16CV09

Vs.
ORDER

COLOPLAST A/S
COLOPLAST CORPORATI®, and
COLOPLAST MANUFACTURING, US LLC

Defendang.

This matter is before the Cowt Plaintiffs’ Motion to Compel Defendants’ Discovery
Answers Filing No. 83. The Court willgrart the motion, in part.

BACKGROUND
Gary and Mary Belleffiled this products liabilityand negligenceaction againsthe
Coloplast defendants on January 11, 2014ling No. 1). Plaintiffs allege that on January 24,
2014, Gary underwent surgery to implai@oloplast’'s“Virtue male sling device” to treahtis
urinary incontinenceand that sincéhe surgery Gary has expriencedscrotum and groin pain,

pain while urinating, sexual side effects, and worsening incontingif@éég No. 1 at pp. ).

Plaintiffs assert thaDefendants first started developing the Virtue product in approxiynatel
February 2008, and over the next three years, sold over 1,000 devices. Plaisifés all
Defendants made at least two design changes during that(ttieg No. 84 at p. P

Plaintiffs Complaint containsevenclaims againsthe defendantr (1) negligence, (2)
Strict Liability (Design Defect), (3) Strict Liability (Manufacturingel2ct), (4) Strict Liability
(Failure to Warn), (5) Breach of Expres&rranty, (6) Breach of Implied Warranty, and (7) Loss
of Consortium. For their negligence clainBlaintiffs allege Defendantbreached their duty of
carein numerous ways, includindailing to conduct sufficient testingnd studies to ensure the
safetyand efficacy of the Virtue; failing tavarn Garyor his health care providers of the risk and

side effectspresented by the Virtue; failing to provide adequate instructiegarding certain
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health and safety precautions ti&dry and his healtitareproviders would have observed had
such instructions been provideahd failing to develop and distribute appropriate procedures for
removal of the Virtue bysary’shealth care providergFiling No. J).

Plaintiffs served DefendantSoloplast Corp. and Coloplast Manufacturwgh a First
Set of Interrogatorieand First Set of Requests for Production of Documents on Ma3018,}
(Filing No. 852 at p. 12. Coloplast Corp. and Coloplast Manufactursgyved their answers,
objections, and responses on Jiy 2016> (Filing No. 854 at p. 18Filing No. 855 at p. 5).
Defendantxontinued to producdocuments over the next several mont@s January 3, 2017,

counsel for Plaintiffs sent a letter defense counselutlining Raintiff's issues wittDefendants’
answers to interrogatories and method of document producfldre parties were unable to
resolve their dispute, and Plaintiffs fileartion tocompel on March 15, 2017Fi{ing No. 37.
Plaintiffs sought substantive answers to Interrogatory Nos. 4, 13, and 19, and requested that
Defendants be required to identify how each document they produeedesponsive to each
Request. Kiling No. 38.

Pursuant to the Defendants’ request (and with agreement of Plaintiffs’ dounsel
Magistrate Judge F.AGossett held an informal discovery conference regarding the motion to
compel on March 30, 2017 The parties represented Judge Gossethat the issues raised
regardinginterrogatory Nos. 4, 13, and 19 were either moot or resolved. The issue regarding
Defendants’ identification of responsive documents was not resobsedl Judge Gossett
permitted briehg to continue on the motion to compel. (Filing No. 49Following the
conferencethe partiesreached an agreement on the issue of document production, and the
Plaintiffs withdew their motion to compel on April 13, 201 7il{ng No. 5Q Filing No. 59.

With the written discoveryissues apparently resolved, the parties continued with
scheduling depositions, prepariegpert reportsand other discovery. (Filing Nos. &5, 68

72). The partiesalso attended mediation on June 28, 20dhYich wasunsuccessfulbutdid not

1 At the time Plaintiffs served these discovery requests, it appearDdfiandant Coloplast A/S, a foreign
corporation with its principal place of business in Denmar&y not hae beerserved with summons in this action.
According to the Proof of Service filed by Plaintiffs on July 6, 2006, Ministry of Justice of Denmark accepted
service on behalf of Coloplast A/S on May 31, 2016, nearly two weftdss Rlaintiffs served their discovery

requests. Kiling No. 26.

2 Coloplast A/S filed its Answer to the Complaint duly 26, 2016after the other Coloplast defendants served their
discovery responsegFiling No. 27).
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requesthat theCourt staythe case. (Filing No. 6§. On October 17, 2017, tHeourt entered a
secondamended final progression order extending gqaegressiondeadlines, in accordance

with the parties’ agreedpon motion. (Filing No. 66 Filing No. 67). The amendedinal

progression order set February 5, 2018, as the deadline to complete written discavilgrdn
5, 2018, as the deadline to file discovery motions as to matters ripe for déci@dimg No.
67).

The current disputeoncerns the samset of interrogatories and requests fardarction
of documents that Plaintiffs first served on Coloplast Corp. and Coloplast ManirffgoonMay
18, 2016* On February 27, 2018, Plaintiffs’ counsel sent defense coanstler identifying
multiple deficiencies withthe Defendants’ July 182016, answers to interrogatories and
responses$o requests for production of documentgilifg No. 8514). In Plaintiffs’ February
27, 2018, letter, they informed Defendants thragwers tdnterrogatory Nosl-4, 7, 9, 12, 13,

and 1516 (mislabeled ad8-19) were deficient and requestedsupplemental responses to
Request for Production Nos. 10,-36, 3738, 5557, and 63 Plaintiffs also requestethat
Coloplast A/S provide answers and responses to the discovery requests within ¢en day
Plaintiffs demandedefendants’ responge the lettemwithin two business dayqFiling No. 85

14).

The next day, o February 282018, counsel for Plaintiffs contacted the chambers of the
undersigned magistrate judge to schedule a telephone conference to ttesaligputeprior to
filing a motion to compelas theMarch 5, 2018deadline for filing motions to compel was fast
approaching (Filing No. 73; Filing No.75). In advance of the conferenaa March 2, 2018,
Plaintiffs submitted their statement thie discovery disputéo the undersigned magistrate judge
by email identifying additional @ficientanswers to interrogatiess and responses to requests for
production of document® those previouslydentifiedin thar February 27, 2018, lett¢o the
Defendants InterrogatoryNo. 10,and Request for Productidwios. 3, 5, 7, 12, 1536, 53, 58,
and 61-62. Compare Filing No. 85-14with Filing No. 85-15 at pp. 4)8

3 This court’'s usuapractice is to set the discovery motion deadhiréorethe written discovery deadlir&ee, e.g.,
Filing No. 25, but in this casehe parties agreed to extend the discovery motion deadline after the clostesf w

discovery. Filing No. 66.

4 As stated above, the Ministry of Denmark accepted service of process on bebaldghst A/Swo weeks after
Plaintiffs had already served the discovery requests on the other Cottgirstiants. Hiling No. 26.
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The Court held the conference on March 5, 20®llowing that conference, the Court
ordered defendant Coloplast A/S to provide responses to Plaintiffs’ discovery seguoést
allowed the other defendants to supplement their responses as necessary on bfanefos®,
2018. (Filing No. 77).

After certainsupplementatioy Defendanton March 29, 2018and email exchanges
between the parties, they met and conferred by telephone on April 4, 20dBctgsthe
ongoing dispute. Hiling No. 851 at p. §. According to Plaintiffs, during the meet and confer,

Plaintiffs requested that Defendants withdraw all objectiangl supplement answeit®
Interrogatory Nosl1-4, 7-9, 12, 13, and 146, and towithdraw objections and supplement
Request for Productionds.2, 5, 7, 9, 1013, 1538, 4145, 47, and 5464. (Filing No. 851 at
pp. 6-7 1 36.

Plaintiffs thereafterfiled the instant motion to compeh April 9, 2018 requestinghat

the ourt order Defendants to (1) “verify under oath all of Defendants’ answers and
supplemental answers to Plaintiffs’ Interrogatorig®) have DefendantColoplast A/S serve
suplemental answers to Plaintiffdhterrogatories and Requests for Production in which
Coloplast A/S separately repeats and answers each of those discoverysyégusghdraw all
objections to Plaintiffsinterrogatory Nos. 4, 7, 8, and 145 and to provide a supplemental
answer toeach of those interrogatories, without objecti¢h) withdraw all of Defendants
objections to PlaintiffsRequest for Production Nos. 2, 5, 7, 9;113] 1618, 2027, 2938, 4%

44, and 54 and to provide a supplemental responses to each of those requests, without
objection, that fully responds to those requesdisclose to Plaintiffs the search terndate
ranges, custodians, and custodial locatioag.,( hard drives, networks, servers, etc.) that
Defendants searched for ESI) tiixdfendants usetb search for ESland(6) perform a proper

ESI search using search terms, date ranges, and custodial locations upon avhiiffs Rigree.
(Filing No. 83.

ANALYSIS

|. Requirementsfor Filing a Motion to Compel
This court imposes at least two r@gmentsbefore a party may file a motion to compel:

(1) themovingparty must first contact the chambers of the assigned magjslgeeto schedule
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a conferenceand (2)the moving partynust engage in “personal consultation” with opposing

parties in a sincere attempt to resolve the differen8egFiling No. 67 at p. 2NECIivR 7.1(i).

The local rule defing “personalconsultation as “personto-person conversation, either in person
or on the telephonk.Letters and emails are only a substitute for personal consultation when the
moving party showsghat “personto-person conversation was attempted by the moving pady a
thwarted by the nonmoving partyNECivR 7.1(i). The informal telephone conference with the
assigned magistrate judge is not a substitute for the personal consultation reghife@ibR
7.1(1). And, when filing a motion to compel, the motiomtstinclude a certification that the
movant has in good faith conferred or attempted to confer with the person or party tailing t
make disclosure or discovery in an effort to obtain it without court attiéred. R. Civ. P.
37(a)(1)

In this casedefendants Coloplast Corp. and Coloplast Manufacturisg served their
answers to interrogatories and responses to requests for production of documentsi@ July
2016. FEiling No. 8514). At that time, Plaintiffs identifiectertainissues with théefendants’

answersresponsesand production of documentsulminatingin Plaintiffs filing a motion to
compel on March 15, 2017.Fi{ing No. 37. Plaintiffs ultimately withdew that motion to
compelon April 13, 2017,after reachingan agreement with th®efendantson those issues
(Filing No. 52.

More than én months passed betwedme date Plaintiffs withaéw their motion to
compelandFebruary 27, 2018he datePlaintiffs sent a letter to the defendants identifyifoy
the first time,a litany ofissues with theDefendants’ July 18, 2016, discovery resporeed
subsequent document productioit the time Plaintiffs sent this letter, the deadline for parties to
complete written discovery had expirexhd the deadline fdiling motions to compel wakess
than a week away(Filing No. 67). Three daysafter sending their initial letteto Defendants
Plaintiffs identified several more deficient discoveegponss in their letter to the Court that
Plaintiffs had notidentified in their letter to the Defendants Cdmpare Filing No. 8514 with
Filing No. 85-15 at pp. 4)8

Besides the conference with the counte tonly “personal consultation” with defense

counsethat Plaintiffs identifytook place on April 4, 2018 (and in that meet and confer, Plaintiffs
identified additionalissuesthanthosethey previouslyhadidentified in eithertheir February 27,
2018, letteto Defendantsor their letter to the Court)(Compare Filing No. 851 at pp. 67 § 36

-5-


https://ecf.ned.uscourts.gov/doc1/11313854863?page=2
http://www.ned.uscourts.gov/localrules/rules17/NECivR/7.1.pdf
http://www.ned.uscourts.gov/localrules/rules17/NECivR/7.1.pdf
http://www.ned.uscourts.gov/localrules/rules17/NECivR/7.1.pdf
https://www.westlaw.com/Document/NA31111F0B96511D8983DF34406B5929B/View/FullText.html?transitionType=Default&contextData=(sc.Default)&VR=3.0&RS=da3.0
https://www.westlaw.com/Document/NA31111F0B96511D8983DF34406B5929B/View/FullText.html?transitionType=Default&contextData=(sc.Default)&VR=3.0&RS=da3.0
https://ecf.ned.uscourts.gov/doc1/11313968723
https://ecf.ned.uscourts.gov/doc1/11313716543
https://ecf.ned.uscourts.gov/doc1/11313735684
https://ecf.ned.uscourts.gov/doc1/11313854863
https://ecf.ned.uscourts.gov/doc1/11313968723
https://ecf.ned.uscourts.gov/doc1/11313968724?page=4
https://ecf.ned.uscourts.gov/doc1/11313968710?page=6

with Filing No. 8514 and Filing No. 8515). The rest ofPlaintiffs’ communicationswith

Defendantdook place byetter or email only one of which was sent to Defendants prior to the
expiration of the motion to compel deadline of March 5, 20Bforethe April 4, 2018,phone
call, Plaintiffs offered no showing that they attempteaty personto-person conversation that
was thwarted by #h Defendantsalthough they had ample time to do See NECivR7.1(i); see
also Sampson v. Schenck, No. 8:07CVv155, 2010 WL 2737050, at *3 (D. Neb. July 9,
2010)Thalken, J.)(concluding-mail correspondence was not “personal consultation” as defined
by the local rule “bBcause the plaintiff failed to show that a prior perseperson conversation
occurred or was even attempted by the plaintiff thetartedby the defendanty. Failure to
show personal ansultationas required by NECivR1(i) is grounds alone to deny a motion to
compel. Shanghai Foretex Fashion Co. v. Wes & Willy, LLC, No. 8:14CV106, 2014 WL
12605521, at *2 (D. Neb. July 29, 20{@yart, J.).

Under the circumstancethe Court willconsiderPlaintiffs’ motion to compebnly to the
extent Plaintif§ raised those issues in their February 27, 2018, letter tDé¢fendants The
Court will liberally treat the letter as Plaintiffs“sincere attempt” to obtain the disputed
discoverybefore the motion to compel deadlireven thoughPlaintiffs called torequest a
conferencewith the Court before Defendants could responBesides that letter, Plaintiffs
offeredno evidenceof “sincere #empts” through'personal consultationto obtain the disputed
discoverywithout court actionprior to the March 5, 2018, motion to compel deadline, and
offered no reason why they could not have raised these issues.%e@keHeim v. BNSF Ry.

5 Discovery matters arisingfter the March 5, 2018, deadlinenay be the subject of motions until the deposition
deadling” which in this case was April 9, 201§Filing No. 67. However, thadiscovery issuesited by Plaintiffs
pertain to the Defendants’ July 2016 discovery responses, and arose longheefdesch 5, 2018Jeadline. To the
extent the Court extended the March 5, 2018, motion deadline, such exiengiapplied to Plaintif’ right to file

a motion to compel on those issues identified by Plaintiffs prior to its ¢xpira

8 Other courts have denied technically timely filed motions to competavthe moving party waited unreasonably
long to bring the issues before the douBee, e.g.Austin v. United Parcel Serv. Inc., 2002 WL 31050867, at *1
(S.D. lowa Sept. 13, 200@¥firming magistratgudge’s decision to deny a motion to compel as untimely because
although the motion was technically filed on time, the plairtiéid the defendant’s discovery responses and
objections for nearly five months, during which time the plaintiff did seek inérvention of the court to correct
perceived deficient discovery responseskord Haviland v. Catholic Health Initiatives-lowa, Corp., 692 F. Supp.

2d 1040, 1044 (S.D. lowa 20Xajfirming magistrate judge’s denial of motions to compel as untimdigre
plaintiffs waited until eleven days before the discovery deadliriidgetthe motions related to discovery issueatth
had been identified by the parties for over a yeBujtler v. Benson, 193 F.R.D. 664, 666 (D. Colo. 20Q8¢nying
motionto compelwhere the plaintiff waited one and ehelf years after the initial discovery requesfile a motion

-6 -


https://ecf.ned.uscourts.gov/doc1/11313968723
https://ecf.ned.uscourts.gov/doc1/11313968724
http://www.ned.uscourts.gov/localrules/rules17/NECivR/7.1.pdf
https://www.westlaw.com/Document/Ic4a07e058ea311df9513e5d1d488c847/View/FullText.html?transitionType=Default&contextData=(sc.Default)&VR=3.0&RS=da3.0&fragmentIdentifier=co_pp_sp_999_3
https://www.westlaw.com/Document/Ic4a07e058ea311df9513e5d1d488c847/View/FullText.html?transitionType=Default&contextData=(sc.Default)&VR=3.0&RS=da3.0&fragmentIdentifier=co_pp_sp_999_3
http://www.ned.uscourts.gov/localrules/rules17/NECivR/.1.pdf
https://www.westlaw.com/Document/I50659020b7d111e6972aa83e6c16e5f7/View/FullText.html?transitionType=Default&contextData=(sc.Default)&VR=3.0&RS=da3.0&fragmentIdentifier=co_pp_sp_999_2
https://www.westlaw.com/Document/I50659020b7d111e6972aa83e6c16e5f7/View/FullText.html?transitionType=Default&contextData=(sc.Default)&VR=3.0&RS=da3.0&fragmentIdentifier=co_pp_sp_999_2
https://www.westlaw.com/Document/Ic37dc38b809c11e4b4bafa136b480ad2/View/FullText.html?transitionType=Default&contextData=(sc.Default)&VR=3.0&RS=da3.0&fragmentIdentifier=co_pp_sp_999_5
https://ecf.ned.uscourts.gov/doc1/11313854863
https://www.westlaw.com/Document/I11f65d5153fd11d9b17ee4cdc604a702/View/FullText.html?transitionType=Default&contextData=(sc.Default)&VR=3.0&RS=da3.0&fragmentIdentifier=co_pp_sp_999_1
https://www.westlaw.com/Document/I11f65d5153fd11d9b17ee4cdc604a702/View/FullText.html?transitionType=Default&contextData=(sc.Default)&VR=3.0&RS=da3.0&fragmentIdentifier=co_pp_sp_999_1
https://www.westlaw.com/Document/Iffbfe78c2eb111df9988d233d23fe599/View/FullText.html?transitionType=Default&contextData=(sc.Default)&VR=3.0&RS=da3.0&fragmentIdentifier=co_pp_sp_4637_1044
https://www.westlaw.com/Document/Iffbfe78c2eb111df9988d233d23fe599/View/FullText.html?transitionType=Default&contextData=(sc.Default)&VR=3.0&RS=da3.0&fragmentIdentifier=co_pp_sp_4637_1044
https://www.westlaw.com/Document/Ide18798253cc11d9a99c85a9e6023ffa/View/FullText.html?transitionType=Default&contextData=(sc.Default)&VR=3.0&RS=da3.0&fragmentIdentifier=co_pp_sp_344_666

Co., No. 8:13CV369, 2014 WL 6949044, at *5 (D. Neb. Dec. 8, 2@mart, J.)(denying
motion to compel as to a request for production of documents beqgalasdiff has failed to
meet his burden of showing he madmcere gempts’ throughpersonal consultatiortd obtain
the disputed discovery.”).

Although Plaintiffs raisedssues withadditional discoveryesponses in its letter to the
Court dated March 2, 2018, Plaintiftid not attemptto meet and confer with Defenua
regarding thoseesponsesrior to bringing them before th@ourt. To the extent Plaintiffs raised
furtherissuesduring the parties’ April 4, 2018, meet and confer, such isseesripe for over a
year and could have been raised by Plaintiffs in their February 27, 2018, letter, prpairdan
prior to the motion to compel deadline of March 5, 201Blaintiffs offered no reason for the
Court to extend the scheduling order deadimaccommodat®laintiffs’ late attempt to procure
substantialsupplementation oDefendants’ discoveryesponsesnore than ten months after
withdrawing their first motion to compel regarding the same discovery regponse

The Court’s limitation of Plaintiffs’ motion is appropriate considering thaftritten
discovery hd been closed since February 5, 2018; Plaintiffs knew what the court recgfives b
a party may file a motion to compel; Plaintiffs knew the motion to compel deadline wel §a
2018 but waited until February 27, 2018, to first raiseltiple newissues with the Defendants’
July 2016 discovery responses; Plaintiffs already filed a motion to competliregéhe same
discovery responses in March 2Q&nd the prejudice to Defendantg fpermitting a wholesale
reopening ofdisputesconcerningdiscovery responsdbat Defendantseasonablybelievedthe
parties haaesolvedin April 2017. SeeKleinv. TD Ameritrade Holding Corp., No. 8:14CV396,
2017WL1316944, at *2 (D. Neb. Apr. 7, 2017)(citimggalas v. Greyhound Lines, Inc., 59 F.3d
759, 764 (8th Cir. 199%)'A magistrate judge is affordeldroaddiscretionin the resolution of
nondispositive discovery disputes.”’Pesert Orchid Partners, L.L.C. v. Transaction Sys.
Architects, Inc., 237 F.R.D. 215, 218 (D. Neb. 20Q&)ing Paviik v. Cargill, Inc., 9 F.3d 710,
714 (8th Cir. 1993)"District courts have broad discretion to limit discovemyd decide
discovery motions.”).

Accordingly, the Courtwill only consider Plaintiffs’ motion tacompel tothe extent

Plaintiffs presented those issues to Defendants in their February 27, 2@&t8, Tétis includes

to compel,concluding that “the plaintiff ha[d] failed to seek judicial relief for @mreasonably long period of
time.”).
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Plaintiffs’ request that Defendants suppleméeirt answers to Interrogatory No%:4,7, 12, 13,
and 15, ando supplementesponses to Request for Production of Document N&%8, 2027,
29-35, 37-3857, and63. (Compare Filing No. 85-14 with Filing No. 83. The Courtwill also

considerthe issue ofColoplast A/S’sanswers and responses thabped the objectionsand
answers of Coloplast Corp. and Coloplast Manufacturifmally, the Court will consider any
agreements or stipulations tHa¢fendantdravemade with Plaintiffgegardingsupplementation
of outstanding discovery responses. The remainddrlahtiffs’ motion is deniedfor the
reasons discussed above.

Il . Coloplast A/S’s Discovery Responses

Following the telephone conference with the parties on March 5, 2018, the Court ordered
Coloplast A/S to provide responses to Plaintiffs’ discovery regueBuring the telephone
conference, defense counsel indicat@d supplementation may be in the form of adopting the
answers and responses of Coloplast Corp. and Coloplast Manufacturing, which @oleipdst

A/S ultimately did? (Filing No. 857; Filing No. 878). Plaintiffs now seek an order compelling

Coloplast A/S to see supplemental answers and resportbes separately repeat and answer
each and every discovery request

The issue with Coloplast A/S’s responses to discovery is not straightforatde time
Plaintiffs served Coloplast Corp. and Coloplast Manufacturing with the First oSe
Interrogatories and First Set of Requests for Production of Documents on M&01RE,
Coloplast A/S, a foreign corporatiavith its principal place of business in Denmadppears to
not yet have been servedvith process, and had not yBked a responsive pleadintp the
complaint® According to Plaintiffs’ proof of servicef process filed on July 6, 2016, the
Ministry of Justice of Denmark accepted service on behalf of Coloplast A/S orBM&016

two weeks after Plaintiffs served their discovery requedsEling No. 26). Coloplast A/S

7 According to the corporate disclosures filed in this case, Coloplast A/S a pasewtftarent company of
Coloplast Corp. and Coloplast Manufacturifigiling No 15; Filing No. 1. The Coloplast defendantare
represented by the same counsel.

8 The Court is not conclusively determining when Coloplast A/S wasakigtserved with processColoplast
Manufacturing and Coloplast Corpadraised the service of process issue in the Rule 26(f) Reporofildtarch

28, 2016, nong that “putative Defendant Coloplast A/S, which has not been served,risignfecorporation that on
information and belief is not subject to the jurisdiction of thaan€ and is not a proper defendant in this case.”

(Filing No. 19.
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thereafteffiled its answer to the complaint on July 26, 2016, after the other Coloplast defendants
had already responded to Plaintiffs’ discovery requestsnd when Coloplast Corp. and
Coloplast Manufacturing served their responses to discovery on July 18, 2016, they objected to
Plaintiffs’ interrogatories and requests to the extent that they sought infannfratm Coloplast

A/S, and stated that Coloplast Corp. and Coloplast Manufacturing were the only two respondent

to the discovey requests.(Filing No. 854 at p. 1 Filing No. 855 at p. ). It is not clear to the

Court if Plaintiffsre-served Coloplast A/S withithe discovery requests after Coloplast A/S filed
its answeto the complaint, and thus itégjuallyunclear at what point, if any, Coloplast A/S was
required to respond to those requessiditionally, Coloplast A/S’s nosresponse tdlaintiffs’
discovery requests would have been apparent to Plaintiffs at the timeldlaetpdr first motion
to compel in March 2017.

Under the circumstances, the Court will deny Plaintifexjuest forColoplast A/S to
serve supplemental answers and responses that separately repeat and answer each and ever
discovery request, which at this stage of the proceeaingtd serve no real purpos€oloplast
A/S’s adoption of the other Coloplast defendants’ answers and responses isnguffic

Plaintiffs further request that the Court compel Defendants to verify under oath all
answers and supplemental answers to Interrogatories as requiréddbyr. Civ. P. 33(b)
Defendants represent they served supplemental answers on April 20, 2018, with signed
verification, and the Court agrees that it serves no purpose to order Coloplasifytahee
originally served interrogatory answers, so long as the supplemental snsoveained the
signed verification. Kiling No. 89 at p. Y. Accordingly, this request of the Plaintiffs is denied.

lll. Substantive Rulings

Federal Rule of Civil Procedu®8 provides, An interrogatory may relate to any matter
that may be inquired into under Rule 26(blred. R. Civ. P. 33(a)(2)“Each interrogatory must,
to the extent it is not objected to, be answered separately and fully in writing utider flead.
R. Civ. P. 380)(3).

Plaintiffs’ motion requests an order compelling Defendants to supplement eleven of their
interrogatory answers (eight of which were raised in their February 27, 208 &td forty
eight requests for production of documents (twdnty of which were raised in their February

27, 2018, letter). Gompare Filing No. 85-14with Filing No. 83.
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A. Interrogatories

After review of Defedans’ supplemental answel@&iling No. 907) and the parties’
briefs,the court makes the following rulingsgarding Plaintiffs’ motion to compslpplemental
answers to interrogatories

INTERROGATO RY NO. 1. Identify the specific provision(s) of each
governmental or industry regulation, standard, guideline, recommendation, standard
practice, or custom that You contend was applicable to the design, manufacture,
performance, testing, certification, safety of the Virtue Device at issue at the time
the Product left the Defendants’ control.

Defendant®objected to this interrogatory thanswered:

Subject to the foregoing objections, Coloplast responds that the Virtue Dewice is
Class Il device regated in the United States by the Food and Dxdministration
(FDA). The Virtue’s regulatory history has been produced toPdagntiffs. The
Virtue received initial clearance by FDA on October 17, 2008. Colopldshitted
three Special 510(k) applicatiprthat the FDA cleared on May 7, 2009; Jde
2010; and August 17, 2011 respectively. A traditional 510(k) for changes to the
Virtue—including a “dimensional decrease of the central mesh body at its narrow
portion and other minor dimensional changes” and the “addition of knots near the
distal end ofeach suture>received pramarket clearance on February 14, 2012.
The Virtue Devicds subject to the applicable regulations and standards related to
Class Il devicesRegulations that may apply outside the ¥sitStates are not
relevant to this suit.

Coloplast further supplements its response by stating that Virtue is subject to
standards, including but not limited to the following:

[]1SO 109931 and many standards related thereto

[1ISO 14971

[ IMEDDEV 2.7.1 (December 2009) Evaluation of Clinical Data: A Guide for
Manufacturers and Modified Bodies

[IMedical Device Directive 93/42/ECC as amended by Directive 2007/47/EC

[ IRegulations promulgated by Health Canada

[]JCE marked by DGM (Notified Body No. 04523)

[121 CFR, Part 58, Good Laboratory Practice for Nonclinical Laboratory Studies

[ ]FDA Guidance for the Preparation of a Premarket Notification Applicatioa for
Surgical Mesh

[JAST M F2148

[]U.S. Pharmacopeia

Court ruling Defendantshave adequately answered the interrogatdry providing
Plaintiffs with the regulationthey conted were applicable to the Virtueevice and will not be
compelledto supplementhis answeifurther.
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INTERROGATORY NO. 2: Identify each component part commg a
Virtue Device, including the manufacturer of each component part and where
suchmanufacture occurs.

Defendantsanswered subject to objections:

Coloplast responds that the Virtue Devmamprises surgical mesh, an Alexis
retractor, a sleeventroducers, dispensing tip, amstitures. Coloplast receives
these materials and assembles the product. Applied Mediddhncho Santa
Margarita, California, supplies the Alexis retractor. Secant Medida[ in
Perkasie, Pennsylvania supplies the sulgiesh. Diversified Plastics Inc., in
Brooklyn Park, MN, supplies the introducers. Nordson EFD, in East
Providence, Rlsupplies the Dispensing Tip. Teleflex Inc. in Coventry, CT,
supplies the sutures.

In Defendants’brief, theyagreel to “investigate whiher internal records indicathe
location of the manufacture of Virtuemponent parts at the time of manufactureMof

Beller's implant. (Filing No. 89. Plaintiffs agred in their Reply brief to narrow this

interrogatoryto only seel{(a) the name and address of each person or entity who manufactured
any of thecomponent parts that comprised the particular Virtue product that was iatpiant
Mr. Beller and (b) the address locatiohvehere each such component part wasnufactured.
(Filing No. 93 at p. 1B

Court ruling Defendantsshall supplement their answer to thisterrogatory in

accordance witlPlaintiffs’ narrowed scope as set forth in their Reply brief.

INTERROGATORY NO. 3: Identify all warnings, information or
notifications, if any, provided to Plaintiff Gary Beller and his health care
providers concerning amngefects or Complications of Virtue Devices. Produce
copies of any and all suefarnings, information and notifications that relate to

any of your responses.

Defendantspartially supplemented theianswer after the April meet and confer.
However, Defendantsmaintain thar objection that the interrogatory $ not limited to Dr.
Feloney Mr. Beller's implanting physicianand insteaddemands aesponse for all of Mr.
Beller's “healthcare providefsof which there are at least thirteeBecause Dr. Feloneyas

the only healthcare provider who participated in the decision to use Vahg the only
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physician involved in the implantation surgeefendants assethey limited their answer
accordingly:

Coloplast responds that it suppliddstructions For Usd“IFU”] with the
product at issue, produced to Plaintiffs at Bates GlB. Beller90014466. By
way of further response, a pgsbcedure instruction sheet armhtient
brochures are also routinely provided to physicians and may be, at the
physicians' discretion, transmitted to patients. Colgtl supplements its
response by stating that MBeller testified in deposition that he had not seen
any materials from Coloplast abostings. [Beller Dep. Tr. 200: 124].
Coloplast further supplements its response by staiagDr. Feloney testified

in deposition that he typically reviewed package inserts anchdgaroblems

with the Virtue package insert. [Feloney Dep. Tr. 79:9-24].

Plaintiffs respond thateveral doctors besides Dr. Feloney saw Mr. Beller after the Virtue
was implanted, and thdiecause Deferats argue the Virtue should be removed from Mr.
Beller, Plaintiffs are entitled to know what information, if any, Coloplast pr@vided to Mr.
Beller's healthcare providers besides Dr. Felomesiuding any information regarding removal
(Filing No. 93 at p. 1%

Court ruling Defendantshall supfement thisanswer tcstatewhat, if any, warnings or

information were provided to Mr. Beller's healthcare providers beyond Dr. Feloneythel
extent that this interrogatoryemand®efendants to produce copies of those documents, such
request is improperSeeFederal Practice Serid3iscovery Proceedings in Federal Codrm,

8§ 14:7 (3d ed(f[R]equests for production oflocuments or requests for admissions are
inappropriate when eained within interrogatoriesn particular, requests for documents to be
attached to answers are imprdpeHickman v. Taylor, 329 U.S. 495, 504 (1947Rule 33 does

not make provision for such production, even when sought in connection with permissible
interrogatorieg. If Defendants choose to supplement their answer by referring to documents
already produced(or by producing additional records), Defendants shall identify those
documents by Bates number. $@el. R. Civ. P. 33(d)

INTERROGATORY NO. 4: Identify all instructions, manuals, and other
guidance, if any, mvided to Plaintiff Gary Belles health care providers
concerning theecommended procedure for implantation and removal of Virtue
Devices. Produceopies of any and labuch instructions that relate to any of
your responses
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Defendantssupplementedheir answer after the meet and confsubject to
objections:

Coloplast responds that it supplidastructions For Use with the product at

issue, produced to Plaintiffs 8ates No.CP Beller90014466. By way of

further response, a pegtocedure instruction sheet apdtient brochures are

also routinely provided to physicians and may be, at the physidatsetion,

transmitted to patients. Coloplast further suppleméstsesponse by stating

that Dr. Feloney testified in deposition that he typically reviewed package

inserts and hado problems with the Virtue package insert. [Feloney Dep. Tr.

79:9-24].

Plaintiffs argue that this supplemental answer is insufficient becBefendants
answered over objection®laintiffs primarily take issue witlbefendantsfailure to identify by
Bates number the “poegirocedure instruction sheet and patient brochuredbcuments
referenced in theianswer. Filing No. 93.

Court Ruling Defendants’answer is sufficient Defendants did not choose to answer
this question by producing business records in rdacce withFed. R. Civ. P. 33(¢)and
therefore they are not required to identify documents by Bates numBkintiffs asked
Defendants tadentify instructions, manuals, and guidanmevided to Mr. Bellers health care
providers, and Defendants havansweredthe question asked Additionally, similar to
Interrogatory No. 4, to the extent that this interrogattegnandDefendants to produce copies

of those documentspch request isnproper.

INTERROGATORY NO. 7: If you have ever acquired any information
providingevidence of a reasonable association between Virtue Devices and any
Complicationswhatsoever, identify when you received such information, the
general content of sughformation, and any documents reflecting the nature of
such information.

Plaintiffs defined“Complication” as “any injury or disorder occurring in a patient
caused by or potentially caused by the Virtue device including, but not limitddetxding,

pain, discomfort, impaired sexual relations, infection, incontinence, inflammatidomarg other

disease or disorder of the pelvic region(Filing No. 988 at p. 3. Plaintiffs did notdefine

“reasonable association.”
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Defendants answeretthat they“identified complications associated with the Virtue
device in its IFU, produced to Plaintiffs at Batés. CP Beller90014466.Defendants objected
to further answeringdn proportionality gpunds,”stating

Coloplast has providedPlaintiffs with all of the reports of complications
associated with Virtue it has receiveProduced as CPBeller800000101-1005).
Coloplast cannot provide a sworn statement based on its infeoénebat
Plaintiffs mean by “any information providing evidence of a reasonable
associatiorbetween Virtue Devices and any complications whatsoever.”
This request is a facially unreasonable fishing expedition explicitly umégthe
from thefacts at issue in this cadelaintiffs have already received the relevant
information to the actuassues of the case. The identified IFU lists the known
complications associated with Virtue, an€oloplast has provided
comprehensive documentation of all reported complications. éturth
supplementation by Coloplast would serve no purpose.

Defendants argue th#tU lists the known complications associated with Virtue, téwad
Defendants have fpvided comprehensive documentation of all reported complicdtions.

(Filing No. 89 at p. 1p Plaintiffs respond that Defendants msigecificallyidentify by Bates

number each of the 900 pages of complicatioited by Defendantsn answeringthis
interrogatory (Filing No. 93 at p. 1p

Court ruling Plaintiffs’ interrogatory while arguably overbroa@lso requestrelevant
information (including when Defendants learned of certain complicatassociated with the
Virtue), and Defendants have chosen to answer this interrogatory by producing “all of the
reports of complications associated whirtue it has receivédas set forth in documents
CPBeller800000101005. ‘f the answer to an interratpry may be determined by examining,
auditing, compiling, absicting, or summarizing a partybusiness records, . . . the responding
party may answer by. . specifying the records that must be reviewed, in sufficient detail to
enable the interrogatingarty to locate and identify them as readily as the responding party
could.]” Fed. R. Civ. P. 33(d)Defendantsgeneral reference to over 900 pages of reports of
complications does notomply with Fed. R. Civ. P. 33(dand is not responsive to the
interrogatory.Defendants shall supplement this answer to identify “in sufficient detail” the

recordsso that Plaintiffs may redyg locate and identifghem.

INTERROGATORY NO. 12: If You met or conferred with any Person or
entity, other than Defendant®mployees, to discuss whether there was an
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association or causal relationship between Virtue Devices and any
Complicationsplease:

a. ldentify the dates and attendees of each such meetioghonunication; and

b. Produce all documents relating to the meeting or communication.

Defendantobjected as follows:

Coloplast objects to thisiterrogatorybecause it is vague, and because it seeks
information that is not relevant to any claim or defense in this suit. Coloplast
objects tothe defined term You” as overbroad. Coloplast objects that this
Interrogatory isunlimited in time with no attempt to focus or limit to the claims
at issue in this litigationColoplast further objects because responding to this
Interrogatory, as made, would causereasonable annoyance, oppression,
burden, and/or expense to Coloplast, and waelguire the making of an
unreasonable investigation that is not proportional to the rofdble case as set
forth in Federal Rule of Civil Procedure 26(b)(KColoplast objects tdhis
Interrogatory on the grounds that it seeks information and/or documents
protected bythe attorneyclient privilege and work product doctrine. Coloplast
objects on the groundsat it is impossible to respond to the Interrogatory as
written and invites Plaintiffs tappropriately narrow this Interrogatory.

Cout ruling: Defendants did noaddress their objections to this interrogatory in their
brief in response to Plaifits’ motion Defendants shall be required to answer this interrogatory
as clarified by Plaintiffs in their brief:This interrogatory only asks Defendants to identify the
dates when they met withnyone outside of their company to discuss those complications;

identify who attendedthose meetings; and to produce all documents concerning those
meetings. (Filing No. 84 at p. 1P However, lecause Plaintiffs’ interrogatory is unlimited in

timeframe, the Court will limit thedates ofthe interrogatoryto February 2008 (the date
Plaintiffs identify thatthe Virtue began being developed) and January 24, @bé4lateof Mr.
Beller's surgical implanprocedurg Identification of persons anthe dates communications
took placeareunlikely to contain information protected by the attoreégnt privilege(which
protects communications itself) or praeet workproduct (which protects mental impressions,
opinions, legal theories, and tangible things prepared in anticipationtigatibn). Plaintiffs’
request for document production contained within this interrogatory is an inapprajseatd

an interrogatory and Defendants are not required to produce any documents in suppmementi
their answer unlesghey choose to answer by producing business records in accordance with
Rule 33(d).
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INTERROGATORY NO. 13 If You are aware of any defects of any kind
concerning Virtue Devices, including but not limited to any departure from
design ormanufacturing specifications or any reported instances of a Virtue
Device failing tofunction properly for its intended purpose, please identify:

a. The nature and extent of the defect;

b. The date You first became aware of the defect and how you were

made aware (i.e. study, trial, patient complaint);

c. The dates of the disclosure to the FDA or other Agencies, if any;

and

d. Attach any and all documents relating to any of Your responses to

this interrogatory

Defendants objected as follows:

Coloplast objects to this Interrogatory because it is vague, and becauss it seek

information that is not relevant to any claim defense in this suit. Coloplast

objects tothe defined term“You” as overbroad. Coloplast objects to this

Interrogatory on thegrounds it assumes such defects exist. Coloplast further

objects because responding this Interrogatory, as made, would cause

unreasonable annoyance, oppression, buraed/or expense to Coloplast, and

would require the making of an unreasonalmeestigation that is not

proportional to the needs of the case as set fortRemeral Ruleof Civil

Procedure 26(b)(l)Coloplast objects on the grounds that it is impossible to

respond to the Interrogatory as written and invites Plaintiffs to appropriately

narrow thisinterrogatory.

Court ruling Like Interrogatory No. 12 above, Coloplast did address their objections to
this interrogatory in their brief in response to Plaintiffs’ motion, and therefor€dliet finds
that that Defendants shall supplement their answAaintiffs’ request is directed abtaining
relevant information, and although such request may require a reasonableyatoestihe
Court cannot say that it this interrogatory is so facially overbroad or burdensoimesastain
Defendants’ objectiongdowever,Plaintiffs’ request fo document production contained within
this interrogatory is an inappropriate use of an interrogatory and Defendamist aequired to
produce any documents in supplementing their answer, unless they choose to ansiaat purs

to Rule 33(d).

INTERROGA TORY NO. 14: Asks for dates and detailsf “any federal or state
governmental or industry investigatioh the safety and/or efficacy of Virtue Devicestheir
component parfy” Although Plaintiffs did not mention this interrogatory in their February 27,

2018, letter to Defendants, Defendants stated they will remove dbgactionsto this
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interrogatory because they have already responded that the “Virtue Devicevbabeen pa

of any federal or state governmental or indusinyestigation into its safety and efficaty.

(Filing No. 89 at p. 21 Accordingly, Defendants shall serve a supplemental answhouwtit
objections.

INTERROGATORY NO. 15: Please state whether any of your Virtue Devices
are not suitable for any particular patient populations. For each such patient
population please state:

a. The specific patient population for which Your Virtue Device is not

suitable, and the reasons why these products are not suitable for

the particular patient population;

b. When You became aware that such patient population was not an
appropriate candidate for your Virtue Device(s); and

c. The date and manner in which You conveyed this information to

physicians and/or patients.

Defendantsanswered over objectiorthat the interrogatory is vague, seeks irrelevant
information, is overbroad and unduly burdensome, amdot proportional to the needs of the
case

Coloplast refers Plaintiffs to thecontraindications identified in Virtus

Instructions For Use, produced to Plaintiffs Bdates No. CP Beller90014466.

Virtue is an implantable medical device indicated tf@atment of male stress

urinary incontinence. Virtue is available by prescription aang used under the

direction of a physician, including appropriate patient selection.

Defendants argue that, becadsdue is a prescription medical deviseld to physicias
and hospitals;it is the physician’s responsibility to selegipropriate patients for treatment with
the device. Defendants further argubat theiranswer identifying the IFy Bates numbes a
sufficient answer becaudbe IFU contains theinformation necessarto assist physicians in
patient selection, including contraindications and warnibgfendants additionally assehat

“[t]here are four contraindications, none of them relevant to the césiirig No. 89 at p. 1%

Court Ruling Defendantsshall supplement their answer to fully respond to this
interrogatory, whiclseeks relevant informationin developing manufacturingand marketing
the Virtue, Defendants wouldgave learnedavhat, if any, type opatientpopulationthe Virtue is
unsuitable forwhich is relevant to Plaintiffs’ claimdn particular,one of the issues in this case
is whetherMr. Beller’'s prior Prostate Brachytherapyeatment caused pexiging conditions

making him an inappropria candidate for the Virtue slifgvhich Plaintiffsassert theiexperts

217 -


https://ecf.ned.uscourts.gov/doc1/11313978325?page=21
https://ecf.ned.uscourts.gov/doc1/11313978325?page=14

have opined to be the case. &g No. 93 at p. 18 Whether Defendants knetivat a patient

such as Mr. Be#ir would not be a suitable candidate for the Virtue may be relevant to Plaintiffs
claims, including the claim for failure to warn.
In sum, Defendants shall serve supplement answers to Interrogatory Nos. 2, 3, 7, 12, and

13-15, as set forth above.

B. Requests for Production of Documents

Federal Rule of Civil Procedure p&rmits a party to senanother party with requests to
produce documents within the scopefeid. R. Civ. P. 26(b)Fed. R. Civ. P. 34(a)Requests
must be made “with reasonable particuldrignd “may specify the form or forms in which
electonically stored information is to be produced-ed. R. Civ. P. 34(b) “For each item or
category, the response must either state that inspection and relateégsetilt be permittechs
requested or state with specificity the grounds for objecting to the request, ngclind
reasons. Fed. R. Civ. P. 34(b)(2)(B) “An objection must state whether any responsive
materids are being withheld on the basis of that objectidm objection to part of a request
must specify the part and permit inspection of the"reBed. R. Civ. P. 34(b)(2)(C “A party
mustproduce documents as they are kept in the usual course of business or must organize and
label them to correspond to the categories in the reguiest. R. Civ. P. 3®)(2)(E)(i).

The partyresistinga motion to compethas the burden of showing its objections are
valid by providing specific explanations or factual support as to how each discegemlst is
improper”and also “has the burden to show facts justifying its objection modstrating that
the time or expense involved in responding to requested discovery is unduly burdénsome.
Online Res. Corp. v. Joao Bock Transaction Sys., LLC, No. 8:13CV231, 2014 WL 5173118, at
*4 (D. Neb. Oct. 14, 2014y halken, J.)(citingx. Paul Reinsurance Co., Ltd. v. Commercial Fin.

Corp., 198 F.R.D. 508, 5312 (N.D.lowa 2000) Wagner v. Dryvit Sys., Inc., 208 F.R.D. 606,

610 (D.Neb.2001). “This imposes an obligation to provide sufficient detail and explanation
about the nature of the burden in terms of time, money, and procedure required to produce the
requested discovety.Wagner, 208 F.RD. at610. “All parties are entitled reasonable access to

‘all evidence bearing on the controversy between them, including that in control ofeadver

parties. This, of course, requires the absolute honesty of each party in answeangrgis
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requests and complyingitiv discovery orders’’ld. at 609(quotingLitton Sys., Inc. v. Am. Tel.
& Td. Co.,, 91 F.R.D. 574, 576 (S.D. N.Y. 1981)

The maner in which written discovery has proceedrdthis caseis troubling. In
reading the parties’ briefg,is clear that both parties were, and continue to be, on different pages
regarding the scope and manner of production of documeatscularly electronically stored
documentsdespite their electronic discovery provision conferaidbe outset of teicase.See

Filing No. 19 at pp. 1-48 - Rule 26(f) Repojt Defendantassert they had previously reached

an agreemenvith Plaintiffs to conduct “targeted” document productidPlantiffs assertthat

claim is false. (Filing No. 93 at p. # Although Plaintiffssuggestsome level of bad faith on

Defendants part, the Court does not find the situation to be anything more than a
misunderstandingGiven the disparities in the parties’ understanding of the scope of discovery
however,the Court will grant Plaintiffs’ request that Defendants disctbsesearch terms, date
ranges, custodians, and custodial locations (e.g., hard drives, networks, servergyaetc
Defendantsused tosearch for ESI After such disclosure, the parties are to meet and confer to
discuss what, if any, additional search terms, ranges, and custodial locatiohe aggpropriate
to perform a additional ESI searchThe Court is persuaded that the date ranges of relevant
discovery is between February 2008 (the date the Virtue began being develombsignedd)
and January 24, 2014, the date of Mr. Beller’s surgical implant procedure.

The foregoing ESI discovery conference may resolve some of Plaintiffs’ issuks wi
Defendants’ document production responses; however, the @diuidrther addresslaintiffs’

specific requestfor supplemental document production below:

REQUEST NO. 2: Although Plaintiffs did not cite this request as deficient in its
February 27, 2018, lettéo DefendantsPlaintiffs agreed to narrow this requesilihg No. 84 at

p. 26, andDefendants greed in their brief télocate and produce available organizational charts
for Defendants North American urology care division/department sufficient for the period of
2008 through 2016.”Accordingly, if they have not already done so, Defendants shall comply
with this agreement and supplement its production in response to Plaintiffs’ naremuestr

REQUEST NO. 168 Any Documents that identify or list (including in summary
format) any completed, proposed, planned, considered, oeigedcpreclinical
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studiesas well as clinical trials that assess, evaluate or discuss the safety and/or

efficacy orlack thereof of the Virtue Device.

Defendants objected that this request v@ague, ambiguous, andverly broad, is
unlimited in scope in terms of time or geographic region, and becausRetiigest seeks
information outside of Coloplast’'s possession, custody, or céntl@fendants further objected
that the request did not seek relevant information and was unreasonably burdensome and not

proportional to the needs to the cag€iling No. 855 at pp. 1415). Defendants then referred

Plaintiffs to its documents produce in response to Request No. 15, which askedllfor “A
Preclinical and Clinical Study repts relating tahe Virtue Device.”

Plaintiffs argue that Defendants’ reference to Request No. 15 is inadequate because that
request asked for completed preclinical and clinical studies, whereas thig ssspkssproposed
or considered studies that were never actually performed. Plaintiffs aiguedhest seeks
relevant information because “Documents identifying the proposed, planned, cedsider
conceived prelinical and clinical trials are relevanbd showing which studie®efendants
should have been performing, or failed to perform, on the Virtue praddate they released it
out into the market. (Filing No. 93 at p. 2p

Caurt Ruling Defendants shall produce all documents responsive to this request

following the parties’ ESI conferencePlaintiffs have met their threshold showing of relevance
and Defendants have not offered evidence or any support showing that responding to this reques

would cause an undue burden.

REQUEST NO. 17 All Documents that reflect Defendantsritten procedures

for the collection, evaluation or dissemination of adverse event reports concerning

theVirtue Device.

Defendantsespondhat they havegroduced a master lisf complaints and “individual
complaint datd. Defendants agreetd produce theolicies and procedures regarding adverse
event reporting for the time period the Virtwas cleared until the date of Mr. Belleirsplant,”
which would include October 2008 through January 24, 2084ind No. 89 at p. 21

Plaintiffs assert Defendants’ offer is “not enoudi€causeDefendants’ proposed time

frame is too narrow. Plaintiffs argue that Defendabégianworking with consultants on the
Virtue in fall of 2007, and thus Defendant’'s offer excludes the “crucial timsdeavhen

Defendants were developing the Virtue producgilifg No. 93 at p. 2B
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Court Ruling Defendants shall produce policies and procedures regarding adverse
reporting fromFebruary 2008hrough January 24, 2014, to the extent they have not already done
So.

REQUEST NO. 18 Any electronic database, electronic spreadsheet, or other

electronic program in Your possession, custody, or control concerning or

comprising adverse event reports generated concerning the use of the Virtue

Device

Defendantsassert that they have produced the “complete adverse event reports for the
product and therefore Plaintiffs have the data requested by this reqefendantscontend

that production of the underlying databasesinduly burdensome(Filing No. 89 at p. 2P

Plaintiffs argue that Defendants did not meet their burden to substantiateooisjéctproducing
the underlying databases for adverse evaurts (Filing No. 93 at pp. 23-24

Court Ruling Defendants shall not be compelled to produce entire underlying databa
for adverse event reports. “A party resisting facially overbroad or unduly burdescogery
need not provide specific, detailed support” to raise and stand on its objéchtauslen v.
Antonov, 2014 WL 4295288, 3 (D. Neb. 2014Additionally, per Rule 26(b)(2)(C)the Court
canon its own initiative limit discoveryf “the discovery sought is unreasonably cumulative or
duplicative;”is “obtainable from some other source that is more convenient, less burdensome, or
less expensivé or “the burden or expense of the proposed discovery outweighs the likely
benefit.” Fed.R. Civ. P. 26(b)(2)(C)(i)(ii)) . Plaintiffs have all adverse event repperd their
request for production for the entire underlying database of adverse fisputproportional to

the needs of this case

REQUEST NO. 2Q All Documents relating to the design of the Virtue Device,

including but not limited to Design Validation Protocols and Patent Applications.

Defendantscontendthis request is faciallpverbroad andunreasoniale. Defendants
represent theyproduced comprehensive design documents concerning all versions of Virtue in
August of 2016” and Plaintiffs counsel complained the document production was

“overwhelming.” (Filing No. 89 at p. 1)

Plaintiffs counter thatheydid nottake issue witlthe quantity of documents, but instead
complained about the manner in which Defendants prodimmedocuments. Plaintiffargue
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that this request “goes to the very heart of this lawsand that theyneed“all documents

concerning e design of the Virtue product,” including all emaggarding its desigrbetween

2007 and 2015(Filing No. 93 at pp. 226). Plaintiffs assert that emails are significant because
from 2008 through 201@he Virtue device underwent at least two design changes after its initial
creaton. (Filing No. 84 at p. 48

Court Ruling Plaintiffs’ request is facially overbroad as framed and not proportional to
the needs of the casePlaintiffs have two claims related to thértue’s design: a negligence
claim and a strict liability(design defect) claim. With respect to their negligea claim
Plaintiffs allege that Defendnts breached a duty of care ) failing to conductsufficient
testingand studies to ensure the safety and efficacy of the Virtue; (2) failwgrto Plaintiff or
his health care providers of the risk and side effecesented by the Virtue; (3) failing to
provide adequate instructiomegarding certain health and safety precautions that Plaintiff and
his healthcare providers would have observed had such instructions been proaed4)
failing to develop and distribute appropriate procedureseioroval of the Virtue by Plaintiff's
health care provels. (Filing No. 19 at p. B For their strict lisility (designdefec) claim,

Plaintiffs assert that “At the time the Virtue device left fhefendants’ possession, it was
defectivewith respect to its design becaustiled to perform safely as expected by an ordinary
consumer when useir its intended purpose of &itng male urinary incontinence” and that
“Defendant failed to develop and issue guidelines for removal of theedasicesigned.
(Filing No. 19 at p. % Plaintiffs have not made a threshold showafigelevanceo their claims

in this casethat would necessitatBefendants to search for and puod every single email
related to the design of the Virtfim 2007 througl2015,and such request is not proportional
to the needs of this casBefendantsrepresent they have producedmprehensive design
documents concerning all versions of the Virtwhich is the information relevant for Plaintiffs
to prove thatthe Virtue as designedfailed to perform safely as expected by an ordinary

consumer.

The parties group Request No. 21, 31, and 63 togethehey each deal with any
Standard Operatingrocedures (“SOP”) These requests ask for:

REQUEST NO. 21 All Documents in Your possession, custody, or control
relating to any Standard Operating Procedure (“SOP”) and policy and preced
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manuals relating to the manufacture of the Virtue Device during the Relevant
Time Period?®

REQUEST NO. 3% All Documents in Your possession, custody, or control
relating to any SOP and policy and procedure manuals relating to Your post
marketingsurveillance for the Virtue Device during the Relevant Time Period.
REQUEST NO. 63 All Documents in Your possession, custody, or control
relating to any SOP and policy and procedure manuals relating to the content and
format of package inserts, patient information sheets, and other information
pertaining to or concerning thértue Device during the Relevant Time Period.

Defendants argue that these requestaeebroadand not relevanto the issues ithis
case because Plaintiffs havaised a singleoro forma allegation of manufacturing defect
Plaintiffs assertin thar brief thatthey “are only asking for Defendants to produce tpeiicies
and procedures” in effect between 2008 through 2016 and are not “asking for any documents
whatsoever that may be related te policies and procedures or any drafts of the padiand
procedures. (Filing No. 93 at p. 26Filing No. 84 at p. 46

Court Ruling Defendants shall search for and produce documents responsive to

Plaintiffs’ request as narrowed in their briefs.

The parties group Request Nos. 22-26 together, which ask for:

REQUEST NO. 22 All Documents in Your possession, custody, or conteflecing
patient complaints of Complications pertaining to the Virtue Device.

REQUEST NO. 23 All Documents in Your possession, custody, or conteflecting
physician or health care provider complaints or concerns pertaining\irthe Device.

REQUEST NO. 24 All internal communications regarding adverse events,
malfunctions, and/or Complications related to the Virtue Device.

REQUEST NO. 25 All Documents received by Defendants that reporadverse event
to Defendants, regardless of the source of such Documents, origieal form received by
Defendants, excluding any pleadings that initiated litigatgainst defendants for personal
injuries resulting from the use of the Virtue Device.

REQUEST NO. 26 All correspondence and/or other communicatioeppredand/or
sent in response to communication received from doctors, hospitals, hegttioséders, and/or
the Virtue Device patients regarding complaints with the Virtue Descior adverse events
with the Virtue Device, including any and all intalikommunications.

Defendants argue that they have produced “the substantive information” demanded by

Plaintiffs “in the master corplaint list and complaint notes” aritiat they have produck“the

® Plaintiffs had defined “Relevant Time Period” as January 1, 2000 to thenpreSiling No. 853 at p. §.
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Company’s email correspondence related to Mr. BellerDefendants object to further
production because “Many of these records contain personal health information mtspakie
have norelationship to this ca%eand would “expose neparties to the risk ofhadvertent
disclosure of personal health datgFiling No. 89 at p. 1 Defendants also argue these

requests aranreasonably cumulative or duplicative.

Plaintiffs have greel to limit the date range for these requests to the periazD08
through 2016, which covers the date when Defendants first developed the Virtue thvough t
years after it was implanted in Mr. BellerPlaintiffs contend that thesRequests seek the
production of all documents and emails, includibgfendants’ mternal communications,
regarding any complaints, adverse events, @mdplications with the Virtue produd®laintiffs
assert that Defendants have only producédedacted threpage table of people who have
complained about the Virtue product and certain short reports, generaiefdndants, about
one or more of these individuals’ complaihtsDefendants have not producezmails about
thesecomplaints and adverse events; their internal communications about these dsraplhin
adverse events; @il their emails about the complications associated withviltee product.
(Filing No. 93 at pp. 28-30

Court Ruling Although these document requests will likely entail a substasdiaich

and production of documentBlaintiffs haveshown that the documents sought in these requests
may be relevant to their claimsin particular, Plaintiffs’ requestare directed at obtaining
information about whethddefendant knew or had reason to know that the product whkelgr

to be, dangerous when put to the use for which itmasufactured.However, as stated above,
the relevant timeperiod for such inquire is February 2008 through January 24, 2014.

Defendants shall supplement their production accordingly after the paifiesbEference.

REQUEST NO. 27 Plaintiffs agreedo narrow this Request to only seek the production

of “anypublished or unpublished medical or scientific articles and research papedsnggay

complications oihealth effects of all versions of the Virtue DevicgEiling No. 84 at p. 33

Defendantsrepresent thathey have produced these documer{i&ling No. 89 at p. B

Accordingly, the motion to compel as to this request is denied.

REQUEST NO. 29 All Documents in Your possession, custody or conetdted
to preclinical testing conducted that involves the Virtuevige including but not
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limited to all data concerning animal studies, competitive studies, scientificsstudie

registries, heatb-head studies, parallel studies, randomized controlled trials,

and/or double blind studies.

Defendantsassert they produced documents responsive to this request in their résponse
Request No. 15, which asked for qmlnical and clinical study reportsDefendants state they
produced theesting“that served tgualify Virtue for sale by the FDA. . as part of the design
history file: E.g. “Muscle Implantation Study of Surgical Mesh in the RgliBitand 30 days)” at
Bates No. CP_Beller 90028426.Filfng No. 89 at p. 1\

Plaintiffs primarily request supplementation of this request to includenadlilsrelated to

preclinical trials and testing before Defendants placed the Virtue on the market in 2009
Plaintiffs assert those emails astevant to showwhat types of tests Defendants were running,
or proposed to run, on the Virtue prodbetfore releasing it onto the markeand whether those
tests were appropriate to judgee efficacy and/or safety of the Virtlie Plaintiffs assert they
“have produced expert testimony that Defendants’ clinical studies, tests, andveraldeficient
and that Defendants knew or should have known that their product wiaslicated for a patient
like Mr. Beller” (Filing No. 93 at p. 3]l

Court Ruling Plaintiffs have shown that the documents sought in this stque relevant

to their claims, and Defendants have not met their burden to show that responding would be an
undue burden or otherwise objectionalilefendants shall supplement thijuest after the

parties’ ESI discovery conference.

REQUEST NO. 3Q All Documents in Your possession, custody, or control
comprising or regarding Your internal communications pertaining the safdtgr
efficacy of the Virtue Device.

Defendants arguthat this request is facially overbrqoduit during the parties’ meet and
confer stated they would produce internal communicatidtiaintiffs are concerned that
Defendants have limited their definition of “Virtue Device” to thersion implanted in Mr.
Beller, and not all iterations.F{ling No. 84 at p. 3gFiling No. 89 at p. 1B

Court Ruling: Following the pads’ ESI conference, Defendants shall produce
documents regarding all versions of the Virtue responsive to this request, betliegsry-2009
and January 24, 2014.
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REQUEST NO. 32 All internal communications concerning what information
should be providedo consumer, physicians or other healthcare professionals
concerning the safety risks and/or efficacy of the Virtue Device ingjudat not

limited to, draft and approved informed consent forms.

Defendants argue that this request is unduly burdensomeowrtbroagd and that
Plaintiffs’ request fordraft and approved informed consent fornss neither relevant or
proportional to the needs of the cad@efendants assert thgtlhe complaints are dclosedin
the literature, and Plaintiffs have enough information based on the marketingalnaded

studies to make their arguments about the product’s safety and efficd€iting No. 89 at p.

19). Plaintiffs state they Want to see the internal communications that Defendants exchanged
about their product that shows their knowledge that they were selling a bad prg¢étcig No.
93 at p. 33

Court Ruling Plaintiffs claim that Defendans] knew or had reason to know that the
product was, olikely to be, dangerous when put to the use for which it wasufacturetiand
that they “hiled to provide an adequate warning of that darigeforeseeable users of the

product.” Eiling No. 19 at p. B Plaintiffs’ request seeks informationleeant to their claims

Defendants shall supplement their production responsive to this request followingtieg par
ESI discovery conference

REQUEST NO. 33 Plaintiffs agreed to narrow this Reque$to only seek any
agreements andontracts(including any amendments thereto) between any of the Defendants
and anythird-parties regarding any analysis of the safety or efficacy of any versitie dirtue
Device during the period of 2008 through 201Filing No. 84 at pp. 3B8). In response,

Defendants stated thewlll produce theagreements and contra&tqFiling No. 89 at p. R To

the extent they dwe not already done so, Defendants shall produce documents responsive to
Plaintiffs’ narrowed request.

REQUEST NO. 34 All Documents concerning a comparison of the safety and/or
efficacy between the Virtue Device and other treatments and/or produdtfoustress
urinary incontinence.

REQUEST NO. 37 All draft and final package inserts, product labels, and
instructions for use provided for any Virtue Device during the Relevant Tened?
including any Documents identified in Section B of the Defendants’ Rule 26 Disedos
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Court Ruling Defendants did not address or contest Plaintiffs’ arguments regarding
Request No. 34 and Request No. 37. Accordingly, Defendants shall withdraw their objections to

these requests and fully supplement thegeestgo the extent they have not already done so.

REQUEST NO. 35 Plaintiffs haveagreed to narrow this Request‘fwoduction of any
agreements or contracts between any of0b&ndants and anyone else regarding the testing,
research, developmentndior evaluation of any version of the Virtue product at any point during
the period of 2008hrough 2016.” (Filing No. 84 at p. 3p Defendantdhasagreed to produce

“consultingagreements related to the Virtoale sling” (Filing No. 89 at p. § To the extent

Defendants have not done so, they shall produce documents responsive to Plaintiff$darrow
requestset forth above.

REQUEST NO. 38 All instructions for physicians concerning the recommended
procedure for implantation and removal of the Virtue Device from patients.

Defendantsproduced the IFU but did nahitially include the*®Surgical Protocdl
referenced in the IFWRIaintiffs also clarify thiathe scope of this request extendsalioversions

of the Virtue Device, ngust the one that was implanted in Mr. Bell€Eiling No. 84 at p, 40

41). Defendants state they have now produced the “Surgical Protwitbtfut limitation as to
the version of the device(Filing No. 89 at p. B However, Plaintiffsmaintain that,"by virtue

of [Defendants’]objections, Plaintiffs cannot tell whether Defendants have, ingeatuced all
instructions for physicians concerning the procedure for implantingremdving the Virtue
device. Plaintiffs also cannot tell whetheefendants haveroduced all versions of any such
instructions’ (Filing No. 93 at p. 34

Court Ruling Defendants shall witraw objections to this requesind serve a
supplemental responsdeclaing whether it has produced all instructions for physicians
concerning the procedure for implanting aremoving the Virtue device If responsive
documents were withheld, Defendants shall produce such those documents.

REQUEST NO. 57 Plaintiffs clarify that they “vant Defendants to supplement their
responsdo Request No. 57 by producing the audio and video transcripts for all versions of the
Virtue product during the period of 2008 through 201€@Filing No. 84 at p. 48 Defendants

assert thathey are not aware of any documents responsive to this requesigiatd to
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investigate further andill produce responsive documentshey arelocated (Filing No. 89 at
p. 10. Accordingly, if they have not already done so, Defendants shall serve an amended
responsga) identifying Defendantsefforts to obtain and provide responsive documents; (b)
indicatewhether responsive documents do or do not exist; and (c) indicate whether all responsive
documents have been produced after a diligent and good faith effort to locate arfg ident
responsive materials.

In sum, Déendants shaltliscloseto Plaintiffsthe search terms, date ranges, custodians,
and custodial locations (e.g., hard drives, networks, servers, etc.) that Deferseéantssearch
for ESI. After the disclosure, the parties are to meet and confer to discuss what, if any,
additional search terms, ranges, and custodial locations may be appropris@doton pan
additional ESI searckwhich, unless otherwise agreed, encompa#isedime period between
February 2008and January 24, 2014)After the ESI meet and confddefendants shall serve
supplemental responses to Request Nos. 16, 22-26, 29-30, and 32.

Defendants shalllsoserve supplemental responses to Request Nos. 2, 17, 21;33,, 33

37-38,amd 57 to the extent that they have not already done so.

One or both parties may file a “Statement of Objections to Magistrate Judge’s Orde
pursuant to NECivRr2.4a). Such objection will not stay this order pending resolution of such

Objection unless a party moves for a stay pursuant to NECiVRC).

Upon consideration,

IT IS ORDERED:

1. Plaintiffs’ Motion to Compel Defendants’ Discovery Answelsilihg No. 83 is

granted, in part, and in part denied as set forth above.

2. On or before September 4, 2018, Defendants shall serve supplemental answers to
Interrogatory Nos. 2, 3, 7, 12, and 13-15, as set forth above;

3. On or beforeAugust 27, 2018, Defendanshall disclose tdPlaintiffs the search
terms, date ranges, custodians, and custodial locations (e.g., hard drives, networks,

servers, etc.) that Defendanised to search for ESI.

-28 -


https://ecf.ned.uscourts.gov/doc1/11313978325?page=10
https://ecf.ned.uscourts.gov/doc1/11313978325?page=10
http://www.ned.uscourts.gov/localrules/rules17/NECivR/72.2.pdf
http://www.ned.uscourts.gov/localrules/rules17/NECivR/72.2.pdf
https://ecf.ned.uscourts.gov/doc1/11313968703

4. After such disclosurehe parties are to meet and confer to discuss what, if any,
additional search terms, ranges, and custodial locations may be appropriate to
perform an additional ESI search;

5. If the parties agree on an ESI search protdaefendantshall producesupplemerdl
responses to Production RequBts. 16, 2226, 2930, and 32within twentyone
days of their ESI meet and confer

6. If the parties cannot agree on a ESI search pragtdieey may request the Court’s
assistance to resolve further disputes.

7. On or before September 10, 2018, Defendants shall serve supplemental responses to
Request Nos. 2, 17, 21, 31,-38, 3%38, and 57to the extent that they have not
already done so

Dated thisl3" day of August, 2018.

BY THE COURT:

s/ Michael D. Nelson
United States Magistrate Judge
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