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INTHE UNITED STATESDISTRICT COURT
FOR THE DISTRICT OF ARIZONA

Maria E. Barraza, et al., No. CV16-01374-PHX-DGC
Plaintiffs, ORDER
V.

C. R. Bard Inc., and Bard Peripheral
Vascular Inc.,

Defendants.

Plaintiffs Maria E. Barraza and othdosing this case against Defendants C.
Bard, Inc. and Bard Peripheral Vasculac.Irfcollectively, “Bard”) seeking medica
monitoring. Plaintiffs sue obehalf of themselves andaskes of individuals who havé
been implanted with a Bardfarior vena cava filter, have nbad that filte removed, and
have not filed a claim or lawgdor personal injury related tihe filter. Doc. 57-2 at 36-
41, 1 206. Plaintiffs haveléd a motion for class certificatn. Doc. 54. The motion is
fully briefed, and the Court heard oral argents on August 21, 2017Docs. 54, 72, 78,
94! For reasons that follow, theoGrt will deny Plaintiffs’ motion.
l. Background.

The inferior vena cava (“IVC”) is a laggvein that carries de-oxygenated blog

from the lower body tahe heart. This case conces®/en of Defendants’ IVC blood

! Some portions of these documents hheen redacted. Unredacted versio
have been filed under seal. In some plattes,order cites toesmled documents withouf
identifying the sensitive flormation that resulted in their being sealed.

95

R.

AY%4

d

Dockets.Justia.c


https://dockets.justia.com/docket/arizona/azdce/2:2016cv01374/980251/
https://docs.justia.com/cases/federal/district-courts/arizona/azdce/2:2016cv01374/980251/95/
https://dockets.justia.com/

© 00 N O O b~ W DN B

N NN N NN NNDNRRR R R R R B B
0w ~N O OO0 W NP O © 00N O 0 W N B O

filters that were manufactured and markeggdrting in 2003 foreither permanent or
temporary use. Doc. 54-1 at 9IVC filters are small devices placed in the IVC to st
blood clots from travelling to thieings. The Bard IVC filters assue in this case are th
Recovery®, G2®, G2® Express, G2®X, Edg®, Meridian®, ad Denali® filters.
Doc. 72 at 9.

Plaintiffs allege that these filters havdatds that put users at an unacceptable r
of serious injury or deathld. at 5-6. Plaintiffscontend that the Bard filters tilt, perforat
the IVC, and fracture and migrate to neighbgrorgans such as the heart and lungs.
Fractures can occur without notice or synmpsountil serious physical injury or deat
occurs. Id. Plaintiffs cite a wide range ahedical sources and Bard documents
support their claim that Bard IVC filterseamore dangerous thasther kinds of IVC
filters. Doc. 54-1 at 5-20.

Defendants dispute Plaintiffallegation of high risklevels, contending that the
overall complication rates associated with B&L filters are low. Doc. 72 at 11,
Defendants note that there arany IVC blood filters on the market, that all of thes
products involve risks that phigians and patients must cales when deciding whether
the patient’'s medical condition warrants tihgplant of a blood filte and that failure
rates for Bard filters are corapable to those of other IVC filters. Defendants conte
that the various warnings cited by Plainti#fassued by the FDANnd other professiona
groups — apply to all blood filts, not just Bard filtersld. at 9-11.

Although the FDA and various medl organizations have recommende
monitoring of all patients with IVC filters, physicians follow-up with such patients
relatively low rates. Doc. 54 at 16-19; Doc. 72 at 10Removals of IVC filters, even
those intended to be temporagjso occur atow rates. Id. Each of the Plaintiffs and
proposed class members currently have B#tets implanted in their IVC’s, and bring

this action to obtain medical monitoring tauee the risk presentdy such filters. This

® Page citations are to numbers plaegtdhe top of eaclpage by the Court’s
CM/ECF electronic filing system rather thére document’s original page numbers.
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Court currently is presiding over a multittist litigation proceeshg (MDL) involving
more than 2,500 personal imucases arising out of Barfilters. This class action
involves many of the samét@rneys and has been followiagcoordinated litigation track
with the MDL, but is otherwise separate.

Plaintiffs filed their motion for class dércation on June 52017, after almost a
year of class-related discovery and expd#igclosures. Doc22, 54. The motion
recognized that only 16 states permit risi for medical momoring, and sought

certification of a single classahincludes filter recipient&ho reside in those states:

Plaintiffs move to certify a class cauway each of thestates that allow
medical monitoring as a cause of antior remedy. The proposed class is
defined to include all individuals ithe sixteen jurisdictions that allow
medical monitoring without manifegbhysical injury, who have been
implanted with a Bard retrievable filteince July 25, 2003 (the date Bard
received clearance to market the first of its filters as retrievable) to the
present, who have nbd their filters removed itd are at least ninety days
post-implant), and who haveot filed a personal injury lawsuit concerning
their Bard filter.

Doc. 54-1 at 21.

The motion recognizes that this caseludes only 11 named Pdiffs from 11 of
the 16 states, but asserted that thesevishails could represent persons from the fi
states that have no named Plaintiid. at 23 n.20. To demonstrate the feasibility of th
class and a trial that encompasses all 1@sta®laintiffs presented a trial plan whig
asserts that the elements of medical momtpdlaims are the same in all 16 statkbs.at
37-69. Plaintiffs identify these common elertger{l) exposure, (2p a toxic substance
or hazard, (3) which exposure was cause®éfendants’ negligenaar tortious conduct,
(4) resulting in an increased risk a serious illness or injury5) for which a medical test
for early detection exists, (63 reasonably necessary, and & beyond that which is

offered in the ordinary courséd. at 27.
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Defendants responded to this proposeds;i noting significant differences amon
the laws of the 16 states be included in the proposedask. Doc. 72-8. Defendant
made other arguments regarding the suitabdlitthe proposed aks under Rule 23.

Things changed significantly at the classtification hearing.Plaintiffs’ counsel
stated that they were not seeking certtima of a single class for all 16 states, b
instead were seeking certification of 16 sepacdsses, one for eadtate that allows
medical monitoring claims. Doc. 94 at 50-Flaintiffs stated that they had provided tf
Court with a single trial plan because they saalonsolidated trial of all 16 classes, af
they believe the Court could giesingle set of jury instructions that blended the laws
the 16 stateS. When it was noted that 5 of the &&tes have no class representati
Plaintiffs’ counsel argued that the Court could certify the classes for these 5
without a class representatived. at 74. When this proptgion was challenged — the
Court noted that Rule 23(a) cannot be satisfied without a classespative — Plaintiffs’
counsel changed tack agairatsig that “[w]e are only askinthat you certify the states
at this time where we have identified a relf.the Court does certify those states, v
would ask for leave to add additional repstive states that don’'t have reps at t
moment.” Id. at 74-75. This was Plaintiff's fihgosition, and the one the Court wil

address in this ordér.

® This proposal, although not important in_Hi?)f the Court’s ruling in this order)
makes no sense. If a class Is governed HijoDaa _ / _
member choice of law issues, as discussedd)etbe Court must insict the jury using
California law, not some h%/bl’ld version oktlaw that the Court @elops by combining
California with the laws of other statesSee Matter of Rhone-Poulenc Rorer, Jrigl
F.3d 1293, 1300 (7th Cir. 199%)f one instruction on ndgyence will serveto instruct
the jury on the legal standard of every statehe United Stateapplicable to a novel
claim, . .. one wonders what thepgBeme Court thought it was doing in tkeie case
when it held that it wasinconstitutionalfor federal courts in diversity cases to app

eneral common law rather than the commown dé the state whose law would apply
the case were being tried in state rather tederal court.”) (emphasis in original).

* The Court will not allow Plaintiffs teamend their complaint to name clag
representatives for the five proposed classeas Itk named plaintiffs. Plaintiffs had
months to seek such amendments, and didahchange named Plaintiffs several time
Adding new Plaintiffs now would tpiire the class discovery pericge€Doc. 22) to start
over, would prejudice Defendants, and would ttiilae schedule the Court has sought
follow in this case and the related MDL.
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Thus, Plaintiffs seek certification of skes consisting of persowsth Bard filters
in the following 11 states:Arizona, California, Coloradof-lorida, Illinois, Maryland,
Massachusetts, Missouri, Ohio, Pennsylvanmal West Virginia. Eeh of these classes
is represented by a single named Plaintiff.

I[I.  ClassCertification.
Under Rule 23(a), a district court may certify a class only if (1) it is so nume

that joinder of all members is impractical) (Bere are questions of law or fact commg

to the class, (3) the claims of the represregparties are typical of the claims of the

class, and (4) the representatives will famlyd adequately protect the interests of t
class. Fed. R. Civ. P. 23(a)(1)-(4). For reasons explained later in this order, the
finds that the named Plaintiffs are notpictal of the class members. The oth

requirements of Rule 23(a) are satisfied.

The Court must also find @h one of the requirement$ Rule 23(b) has been met.

Plaintiffs seek class certification under b&hble 23(b)(2) and 23j(3). Doc. 54. Rule
23(b)(2) permits certification if “the party ppsing the class has acted or refused to
on grounds generally applicalie the class, thereby makiragpropriate final injunctive
relief or corresponding declaratory relief wispect to the class as a whole.” Fed.
Civ. P 23(b)(2). Rule 23(b)(3) providesatitlass certification is appropriategifiestions
of law or fact common to the clapsedominate over questions affectioigly individual
class members, and if a class actiorulddoe superior to other availabheethods for
resolving the controversy. Fed. R. Civ. P. 23(b)(3).

The Court must rigorouslgnalyze the proposed class® ensure they compor
with Rule 23. See Wal-Mart Stores, Ine. Dukes564 U.S. 338, 351 (2011).

> At the end of this order, the Couddiesses and grantsmaotion toamend the
complaint to modify the reliefought by Plaintiffs, and tmake other modest changes |
the class definition. Doc. 57The Court will address the man for class certification in
light of these amendments. The Court alsntg a motion to exclude two of Plaintiffs
expert reports. Doc. 68The Court enters this ordenthout considering those expert
repottds, bgt the Court would hbave reached a differenbreclusion even if they were
considered.
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A. Rule 23(b)(3).
1 Predominance.
“The Rule 23(b)(3) predominance ingu tests whether proposed classes &

sufficiently cohesive to warrant adjudication by representatidmichem Prods., Inc. v

Windsor 521 U.S. 591623 (1997);accord In re Wells Fargo Home Mortg. Overtime

Pay Litig, 571 F.3d 953, 957 (9th Cir. 2009). Hi§ calls upon courts to give carefu
scrutiny to the relation between common and individual questions in a cagsdn
Foods, Inc. v. Bouaphake©36 S. Ct. 1036, 1045 (2016).

“Considering whether ‘questions ddw or fact common to class membe

predominate’ begins, of course, with theraknts of the underlying cause of action.

Erica P. John Fund, Inc. v. Halliburton G&b63 U.S. 804, 809 (2Q). Plaintiffs argue
that medical monitoring claims in all theelevant jurisdictions have the following
elements: (1) exposure, (2) to a toxic subsgaor hazard, (3) which exposure was caus
by the defendant’s negligence or tortious conduct, (4) resulting in an increased ris

serious illness or injury, (5) for which a medl test for early detection exists, (6)

reasonably necessary, and (7) is beyond thathwis offered in the ordinary course.

Doc. 54-1 at 27. Th€ourt will focus on these elemenisdeciding whether common of

individual issues predominate in the proposed cldsses.
a. Elements One & Two: Exposureto a Toxicity or Hazard.
The first two elements of the medicalonitoring claim — exposure to a toxig
substance or hazard — will nptoduce significant individuaksues. Defendants do ng
dispute that the named Plaintifach have been implantedhvBard IVC filters, nor that

thousands of additional individisacurrently carry such filtersThus, unlike a case whers

® Both parties dedicated significant pons of their briefng to whether these
elements were truly representative of the lawlirof the states, with Defendants arguir
that there were significant differences amdhg various state laws that would defe
class certification. Because Plaintiffs took position during oral argument that they ¢
not seek to certify a single multi-state clasat instead seek eleven classes cover
specific states, differences among state lawknot affect predominance. The Couf

normally would look to the law of each stateidentify the elements of the claim and
g

address predominance, but the Court condutiat such detail is unnecessary. Ev
using Plaintiffs’ seven ements, individual issuesill predominate.

-6 -

\re

S

sed
k of

\J




© 00 N O O b~ W DN B

N NN N NN NNDNRRR R R R R B B
0w ~N O OO0 W NP O © 00N O 0 W N B O

exposure to toxic substances might requndvidualized proof, exposure to Bard filter
exists for each person who h@geived such a filter. Although proof thdass members
received Bard filters would beequired during the clainphase if the classes wer
certified and successful, that fact could bstablished with relative ease in g
administrative process.

With respect to the alleged hazards ofdB#lters, Plaintiffsintend to make their

case through generalized evidence of failure rates, FDA warnings, expert testimon

other common evidence. Defendants wilspend with similar general evidence.

Defendants do not contend thadlividual issues will predominate on this element.
b. Element Three: Negligence and Causation.

To satisfy the third elemen®laintiffs must show thahey face an increased ris
of injury and require moniting because of Defendantsegligence in designing the
filters and failing to warn of #ir risks. Doc. 54-1 at 28.Plaintiffs argue that they car
establish this element wittlass-wide law and evidence — whether Defendants ows
duty to Plaintiffs is a quésn of law that will not vary among class members, al
whether Defendants were negligent in desigrand marketing the filters will be decide
on the basis of Defendants’ actions, not individual issues.

Defendants disagree. They assert thainkffs’ proof of negligence will raise &
wide range of issues. The classes inclselen different Bard filters manufactured ar
marketed at different times over the coursemmire than 15 yearsDoc. 72 at 20-21.
Defendants contend that the design processaésvarnings for these filters varied acros
kinds of filters and over time, as did feadants’ knowledge ancerning the risks
associated with the filterdd. (citing Doc. 74-4, Exhibit 11).

’ Plaintiffs’ counsel clarified during oralgument that they alég injury resulting
only from Defendants’ negligence. Failu@ warn and design defect are the alleg
bases for Defendants’ negligence, but Plaintife not asserting any separate failure
warn or design defect claims.
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I Design and Testing | ssues.

Each of Plaintiffs’ proposed state classecludes all seven of the Bard filters at

issue in this case. Plaintiffs allege thatleatthe filters was neigiently designed. Trial
of each of the classes will therefore include tlesign history and risks of each of these
seven filters. And these facts must be euveldiagn the context oivhat was reasonable aft
the time each filter wadesigned and markete®ee, e.g.Muller v. Synthes CorpNo.
99 C 1492, 2002 WL@D827, at *7 (N.D. Illl. Mar. 262002) (to prove negligent desigi

under lllinois law, the plaintiff must showahthe defendant deviated from the standard

-

of care that other manufactures of simifaoducts followed at the time the relevant
product was designed). In at least some efdfates, proof of négent design requires
consideration of safer alternatives or the state of the art at the time the filter was degsign
or first sold® Seee.g, A.R.S. 12-683(1) (a defendastall not be liable in a product
liability case if “[the defect in the produdct alleged to result from inadequate design |or
fabrication, and if the plans or designs floe product or the methods and techniques| of
manufacturing, inspecting, testing and labglthe product conformed with the state of
the art at the time the product was first dmydthe defendant.”). Thus, the Court and the
jury will need to considethe design of each filter.

The seven Bard IVCilters were introduced to the mk&t in the following years:
Recovery® in 2002 for permanent use a2 for retrievable use; G2® in 2005 far
permanent use and 2008 fotrievable use; G2® Expressid G2®X in 2008; Eclipse®
in 2010; Meridian® in 2011;rad Denali® in 2013. Doc. 74-4Each of these filters was
a variation of earlier generatignisut with several changedd. For example, the G2®
filter had the following changes from the Reeoy® filter: (1) ircreased hook wire
diameter of approximately 24%; (2) incredseominal leg span of 25%; (3) increased
nominal arm length of approximately 50%; (4irved instead of straight arm tips; and

(5) increased radius of cuature on arms at the sleeve. Doc. 74-4 at 8.

® For ease of explanation, the Court wicuss the required guf and affirmative
defenses using only ome two jurisdictions as example®efendants provide a chart gf
the law in each of the relevant stat&eeDoc. 72-8.
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The G2® Express and G2®X filtedsad the followingchanges from earlier

versions: (1) modification of the filter tip taclude a snare tip tallow retrievability

with commercially available smes; (2) the snarlbtip was electropolished instead of

having a machine polished straigipt with no snare; and (3) the filter height was greater

with the addition ofa snarable tipld. at 13.

The Eclipse® filter was introduced witthese changes over prior versions: the

nitinol wire used to form the arms and legas electropolished jor to filter assembly
and annealing.ld. at 14. The Meridian® filter addet alternating filter arms (1) 4
“shoulder anchor” made out of titanium allaybe with an in-lineanchor tip to improve
caudal movement/migration resistance, anda2wrist anchor” made out of titaniun
alloy tube with an offset amor tip to improve caudal ovement/migration resistance.
Id. at 15.

The Denali® filter included these mdidations: (1) fabricated differently;
(2) different leg spans; (3) different arspans; (4) differentunconstrained height;
(5) staggered leg lengths; (&)ufr instead of six legs witha@nial anchors; (7) addition of
caudal anchors to two filter leg8) addition of penetratiolmmiter on each filter leg; and
(9) electropolished folling filter assembly.Id. at 17.

The various generations &ard filters also underwent separate testing. F
example, the Recovery® filter underwentnbk testing of clottrapping efficiency,
migration resistance, hook strength, radialrgitk, weld integritycreep study of filter
hooks, EnduraTEC fatigue tegginrsimulated use, rotating-4® corrosion fatigue testing
optimum welding parameters, wire tendist, and finite element analysdd. at 4. The
Recovery® filter also underwent the follawg animal studies: in-vivo evaluation fo
permanent indication and early removaldan-vivo evaluation for long-term remova[
indication. Id. at 5. A clinical study was owlucted by Dr. Murray Asch, who

~

investigated the safety areffectiveness of the Recovery® filter in approximately ¢

J

patients.ld. Other tests were performed fother generations of filtersSeeDoc. 74-4.

or
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Plaintiffs allege that structural and manufacturing differences between the fjlter:

are insignificant and that tests on the varibliers were deficient. They note that the
filters were approved by tHeDA through the § B0(k) clearane process, not the FDA'S
more onerous pre-market appab\process for new devicesSee21 C.F.R. § 807.87,
807.92, 807.93 (2012). But evamthe face of these arguments, there are still design,

manufacturing, and tésg differences between the variogenerations of Bard filters

that would need to be addsed at trial. Whether the manufacturing changes and product

tests were sufficient to ensure the safetythaf filters is hotlycontested and would be
decided by the trier of fact, but only in thentext of seven generatis of filters with
differing specifications and tesgrhistories. And for statdbat require a comparison to
the state of the art, the design and martufatg standards for blood filters generally
would also have to beonsidered for each year.
I. Failureto Warn Issues.

The Recovery® filter was approved byetkRDA for permanentise in November
2002 and for retrievable use Jaly 2003. Doc74-4 at 5. Bard’Sinstructions for use”
included the following warnings:

Migration of the filter. This mape caused by placement in oversized

vena cava diameters exceeding 28 owmf proper anchoring techniques
are not utilized.

Perforation of the vena cava wall. i¥may occur if improper insertion
technique is not utilized.

Caval occlusion. The probability diis occurring should be weighed

against the inherent risk/benefit rata a patient who is experiencing
pulmonary embolism, or who is liketo do so without intervention.

In October 2003, the warnings were revised to include this language:
Filter fracture is a known complication ®€Ena cava filters. There have

been reports of emboliian of vena cava filte fragments resulting in
retrieval of the fragment using endowakr and/or surgical techniques.

-10 -
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Most cases of filter fracture, howayehave been reported without any
adverse clinical sequelae.

Movement or migration of the filtas a known complication of vena cava
filters. This may be caused byapkement in IVCs with diameters
exceeding the appropriate labeledmdnsions specified in the I[FU.
Migration of filters to the heart or hgs have been reped in association
with improper deploymen deployment into clet and/or dislodgment due
to large clot burdens.

Procedures requiring percutaneousriveational techniques should not be
attempted by physicians unfamiliavith the possiblecomplications.
Complications may occur at any tinguring or after the procedure.
Possible complications include, batre not limited to, the following:
Movement or migration of the filtas a known complication of vena cava
filters. . . . Filter fractures a known complication of vena cava filters. . . .
Perforation or other acute or chronlamage of the IVCwall; Acute or
recurrent pulmonary embolism. This HBeen reported despite filter usage.
It is not known if thrombi passed rthugh the filter, ororiginated from
superior or collateral vessels; Cavalimbosis/occlusion; Extravasation of
contrast material at time of venacavogram; Air embolism; Hematoma or
nerve injury at the puncte site or subsequenttreval site; Hemorrhage;
Restriction of blood flow; Occlusion afmall vessels; Distal embolization;
Infection; Intimal tear; Stenosisat implant site. All these above
complications have beeassociated with seriousdverse events such as
medical intervention and/or death. el'lnisk/benefit ratio of any of these
complications should be wghed against the inherensk/benefit ratio for a
patient who is at risk of pulmonaembolism withotiintervention.

Id. at 6-8. Bard also sent letters to dostor December 2004 alanuary 2005 alerting

them to these revisedstmuctions for useld. at 8.

The G2® filter was approdeby the FDA for retrievale use in 2008. The

instructions for use included these warnings:

There have been reports of complioas, including death, associated with
the use of vena cava filteirs morbidly obese patients.

* k% %

NOTE: It is possible that complicatis such as those described in the
‘Warnings, Precautions, and Potehti@omplications’ section of this

-11 -




© 00 N O O b~ W DN B

N NN N NN NNDNRRR R R R R B B
0w ~N O OO0 W NP O © 00N O 0 W N B O

Id. at 10.

bold type:

Id. at 11.

For example, the Meridian® filter's 2011 wargsincluded this laguage in bold type:

Id. at 16-17.

these examples showaththe trial for each class woultsked to assess the warnings
place at a particular time for the particuldtef implanted in each class member. Trial
a single class representativelsim would not suffice becausgke representative woulg

have received a different filter with differemtirnings than many members of the class

Instructions for Use may affect the oeerability of the device and result in
the clinician’s decision to have thewilge remain permanently implanted.

The instructions were reviden July 2009 tanclude the following statement, ir

Note: Standards and guidelines depeld by the Society of Interventional
Radiologists recommend that patientsth filters (either permanent or
retrievable) be tracked and recefireutine follow-up” subsequent to the
placement of the deviceSee Reporting Standards fmferior Vena Caval
Filter Placement and Patient Folldws: Supplement for Temporary and
Retrievable/Optional Filters. Millward$., et al.: J. Vasc Interv Radiol
2005; 16:441-443; Recommend RepagtiBtandards for Vena Cava Filter
Placement and Patient Follopwu The Participants in the Vena Caval Filter
Consensus Conference: J Vasctein Radiol 2003; 14:S427-S432;
Guidelines for thdJse of Retrievable and Coentible Vena Cava Filters:
Report from the Society of Intezmtional Radiology Multidisciplinary
Consensus Conference. Kaufman, J.alet J Vasc Interv Radiol 2006;
17:449-459.

Later versions of Bard filters at issuethis case contained additional warning

FDA recommends that implanting physimsaand clinicians responsible for
the ongoing care of patients with retable IVC filters consider removing
the filter as soon as protection frdpulmonary embolism] is no longer
needed. FDA encourages all physisanvolved in treatment and follow-
up of IVC filter recipients to consat the risks and benefits of filter
removal for each patient.

Plaintiffs contend that Bard’'s warninggere inadequate and incomplete. B
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ii.  Affirmative Defenses.

Class members would also be subjectafirmative defenses that turn ol
individual factual allegations. Plaintiffootend that affirmative defenses should not
considered when determining @ther individual issues will preghinate, but they cite ng
authority for this assertion itheir briefing or oral argumentWhile it is true that the
mere existence of affirmativeefenses “does not compefiading that individual issues
predominate over common one®illiams v. Sinclaif 529 F.2d 1383, 1388 (9th Cir
1975), such defenses cannot be ignored whaking a predominance decision. “[A
class cannot be certified on theemise that [the defendantjll not be entitled to litigate
its ... defenses to individual claims.’Dukes 564 U.S. at 367. “The potentially
individualized nature of affirmative defensesgjuires that courts consider such defens
in undertaking the predominance analysiS&eNewberg on Class Actions § 4:55 (5t
ed. 2017)see alsds. GenslerFederal Rules of Civil Prmedure, Rules and Commentar
at 533 (2016) (“The court must determine wimapact, if any, the affirmative defense
will have on the mix of common vers individualized issues|.]"yers v. Hertz Corp.
624 F.3d 537, 551 (2d Cir. 2010) (“[T]herene reason the district court ought to ha
given the ‘defense’ less weight in determgwhether overall @ss certification would
serve the goals of the predominance requirem@mhile it is well established that thg
existence of a defense potentially impliogtidifferent class menelos differently does
not necessarilydefeat class certification, it is ediyawell established that courts mus
consider potential defensas assessing the predominanoequirement.”) (citations
omitted; emphasis in original)falenzuela v. Union Pac. R.R. Cdlo. 15-1092-PHX-
DGC, 2016 WL 679095 atl4 (D. Ariz. 2016) (considering affirmative defenses
predominance analysisy re Orthopedic Bon&crew Prods. Liab. Litig.No. CIV. A.
93-7074, 1995 WL 273597, &1 (E.D. Pa. Feb. 22, 199%acknowledging that Rule
23(b)(3) certification was nadppropriate in part because defendants asserted defg

that differ dramatically fronone plaintiff to the next).
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Defendants assert various affirmative deésnsDoc. 9 at 20-35; Doc. 72 at 27-2
For example, the eleven relevant stagzh recognize assutign of the risk, or
comparative or contributory negligence, as dsés to negligence that either negate
reduce a defendant’s bdity. Doc. 72-8;see, e.g.Franklin v. Clemet{t382 P.3d 802,
807 (Ariz. Ct. App. 2016) (recognizingssumption of the risk and contributor|
negligence as defenses under Arizona law; the presence and effect of these defe
liability must be left to thgury). Additionally, most ofthe jurisdictions recognize the
learned intermediary defensapeit with some differencesCompareWatts v. Medicis
Pharm. Corp, 365 P.3d 944, 948,49 (Ariz. 2016) (“a learned intermediary (th
prescribing physician) who received an quigte warning regarding drug’s side effects
or proper use but unforeséda disregarded the warning constituted an interveni
superseding event that broke the chaircadisation between the manufacturer and
patient[,]” but the doctrine does not apply “if the manufacturer fails to provide adec
warning to the leared intermediary”)and Small v. Amgen, Inc134 F. Supp. 3d 1358
1367 (M.D. Fla. 2015) (recognizing that thearned intermediary doctrine applies t

claims of negligent failure to warn under Rttar law, and finding th&tthe failure of the

manufacturer to provide the physician wih adequate warning is not the proximate

cause of a patient’s injury if the prescripiphysician had independent knowledge of t
risk that an adequate warning should have communicated”).

As a result, to decide liability, the jumyould need to consider what each clal
member and her treating phyisics knew about the risks assied with the relevant
Bard filters and when they kneit. Plaintiffs cite evidece showing that the FDA anc

other organizations, as well as expert mdditarature, have called for monitoring o

patients with embeddeblood filters. Doc. 54-1 at 110. These sources advocate timely

removal of IVC filters. Id. But it is likely that at least some of the class membe

° Plaintiffs’ counsel contended durirmyal argument that “downstream” condu¢

by Plaintiffs and their physiames should not impact the “upsam” tortious conduct of
Bard. But many of these affirmative defeasgo to the question of liability, a plainly
“upstream” consideration. Plaintiffs offered support for their argument that principle
of comparative and contributory negligen assumption of risk, and the learng
intermediary doctrine shoulibt apply to their claims.
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treating physicians were aveaof these warnings. Indeesome class members wer
aware of the risks as well. For examplstitaony shows that at least one named plain{
was advised to have his filter removed in 2008t declined to dso and did not follow
up with any medical providers. Doc. 74a1 9. A former named plaintiff allegedly
ignored no less than five lettefrom her implanting phys&n requesting clinical follow-
up regarding removal of her filte Doc. 74-2 at 16 While this indvidual was replaced

as a class representative, she serves axample of the individual circumstances (

each class member that would néetbe considered in assegpissues of comparative of

contributory negligence and assumption ekri Moreover, evidencguggests that othef
named plaintiffs did not follow up with theihpgsicians after being adsed to do so or to
have their filters removedDoc. 74-1 at B; 74-2 at 16°

Plaintiffs contend that these affirmatigefenses “do not undercut the case-critic
predominant issues of riskié need for monitoring, as maonythem only apply to either
failure to warn (learned intemiary) or negligent design r@of of safer alternative;
risk/benefit analysis) claims.” Doc. 78 at 432, 18. But there are two problems wit
this argument.

First, Plaintiffs’ negligence claimare based on failure to warn and neglige
design. Although Plaintiffs’ sain their briefing that theiclaims are “not so limited”
(Doc. 78 at 15), they identify no othieasis for their negligence clairfs.

Second, the classes cannot be certifietpsi because Plaintiffs allegedly face

common risk and need medical monitoringortious conduct by Defendants is requirg

1% Defendants allege various other affirmatigefenses, such as judicial estopp
Doc. 72 at 28 & n.35 (contendj that named plaintiff Barza’s claim should be barred
by judicial estoppel — an affirmative defenanique to Barraza’'slaim — because she
failed to disclose her lawgun her bankruptcy petition).

' Plaintiffs’ reply brieprrovides thiexplanation of other grounds for thei
negligence claim: “Opening Br. at 7 (mugi that Bard never shared with doctors
patients their internal assessméhat their filters were ssociated with a significant
Increase in deaths comparedyF) (citing Ex. 6 (Kessler Rep.)); and 8 (‘Bard conced
internally that “now thatve have more experience with Recovery the position of {
resistance should probably dewn played™) (citing Ex. 8)).” Doc. 78 at 15. But both
of these examples appear to be failures to warn.
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for medical monitoring claims in all the relatgurisdictions. The fact that Plaintiffs
face a common risk and require medical monitotongeduce that risk is not sufficient t
state a claim for relief; Platiffs must also show thaDefendants were negligent an
caused Plaintiffs’ increased risk. And it ispnoving negligence that individual issug
will proliferate. Filter-by-filte inquiries into design and mafacturing defects will be

required; at each step, the state of the art Imigxamined; failures to disclose will var

|®X

y

from year to year and filter to filter; ¢hknowledge possessed by each class member’s

physician must be establishedresolve the learned intermaqd; defense; and each clas
member’'s knowledge of the risk and respons suggestions of removal or medic

monitoring will be needed to selve defenses of assumptiontioé risk and contributory

or comparative negligence. In short, coomrissues will not predominate on the third

element of medical monitoring.
C. Element Four: Increased Risk.
Plaintiffs contend that they will establish the fourth element — increased risk
all class members by “presentj) common evidence, based thie medical literature and

expert opinion, on the common increasedsisk each filter, the modest changes fro

filter to filter, and how those modest changesidbmitigate those risks.” Doc. 78 at 19.

Plaintiffs cite heavily to mdical literature and expert opom concerning the heightene
health risks allegedly caused by all sewé the relevant Bard IVC filters.
Defendants contend that establishingréased risk will require individualized
proof for two reasons.
First, Defendants contend that “[u]réikmedical monitoring for toxic exposureg

the increased risk ithe medical device context imeasured against the risks frof

exposure to a non-defective filteather than exposure to no filter at all.” Doc. 72 at 2

Defendants cite no authority rfahis proposition. And eveif it is true, Defendants
present no reason to conclude that thimgarison could not be made through comm

evidence.
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Second, Defendants argue that Pl#mti'will actually need to quantify the

increased risk of injury for each inddual class member tbe entitled to medical

monitoring.” Id. at 27. But Defendants cite cases @nmg levels of exposure to toxi¢

substances that are common in the environm&etg e.g, Exxon Mobil Corp. v. Ford

71 A.3d 105, 132-33 (Md. 2013).This case is different. The level of exposure is not

disputed — each class member is 100% expdosetie 1VC filter in his or her body.

Plaintiffs contend that the filters createinoreased risk of adverse health consequences,

a fact they intend to proviey common expert evidence. The Court does not find that

individual issues will predominate on this issue.
d. Elements Five, Six, and Seven.

Defendants do not appear to dispute Biatntiffs can show th fifth element with
common evidence — that a meditast exists for early detian of filter-related medical
problems. They do, howevamntest that Plaintiffs cashow by commorvidence that
their proposed medical monitag is necessary for all clesnembers (element six) an

different from the ordinary course of treatrhér those class memisefelement seven).

Cases have held that element six e tiecessity of the proposed monitoring

scheme — raises individual issues. mlI#s cite no contrary authoritySee In re St. Jude

Med., Inc, 425 F.3d 1116, 112@th Cir. 2005) (“Every pati# in the 17-state class who

has ever been implanted withmechanical heart valve already requires future med

monitoring as an ordinary part of his loer follow-up care. A patient who has been

implanted with the Silzonealve may or may not requiradditional monitoring, and
whether he or she does is an individualireguiry depending on #t patient’'s medical

history, the condition of the patient's heamlves at the time of implantation, th

patient’s risk factors for heart valve colcptions, the patient's general health, the

patient’s personal choicand other factors.”Barnes v. Am. Tobacco Cd.61 F.3d 127,
146 (3d Cir. 1998) (“In order to state a afafor medical monitoring, each class memb

must prove that the monitoring program teguires is ‘differentfrom that normally

recommended in the absence of exposure.’ sdiisfy this requirement, each plaintiff
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must prove the monitoring program thatpeescribed for the general public and the

monitoring program that wodlbe prescribed for him.(citation and footnote omitted).

Similarly, cases have held that elemesven — whether a gigular plaintiff's

ordinary course of treatment would include thnonitoring sought in this case — presents

individualized issues.See Lewallen v. Medtronic USA, Inbdlo. C 01-20395 RMW,

2002 WL 31300899, at *dN.D. Cal. Aug. 28, 2002) (“[Adsuming that there has been an

increased need for medical nitmning, each individual plaitiff would only be able to
recover to the extent of that increase. Vekat monitoring was expected as a[] part
the anticipated course of treatment wouldt be recoverable, again a particular
individualized inquiry.”);Lockheed Martin Corp. v. Super. Coué3 P.3d 913, 924-25
(Cal. 2003) (“First, determining the extesftmonitoring required by each class memb

absent exposure poses a highly individualimeghiry. . . . Seconddetermining whether

each class member requires additional mooimg due to exposure requires individua

litigation of numerous and subst&al questions. A class mmer’'s need for additional

monitoring hinges othe particular traits or charadsics of each class member.”).

Here, the amount of monitoring a skamember would require in the normal

course of her treatment and illness, withthe monitoring sought irthis case, is an

individualized inquiry into the medical needs and ongoing course of treatment for

class member. For example, testimony fromrihmed plaintiffs shows that not all class

members may need or wouldrgdit from the proposed moniiag. One named plaintiff
was told that a CT scan would not be cdpaid showing the fier position due to his
size. Doc. 74-1 at 3. Another reportedtther doctor monitored her filter position i
August 2016 using an x-ray andncluded that the filter was findd. at 4. Yet another
named plaintiff stated that he regularly iges chest x-rays and CT scans for hea
complications independent of his Bard filtetile a fourth claimed that she had receivg
a CT scan of her filter in October 20tt&ét showed that her filter was intaddl. at 5, 11.
Plaintiffs argue that CT scans are nedor class members because most doct

do not follow their patients cafully and monitor tb condition of theifilters. Even if
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that is true, can that failulee blamed on Defendants withi@an inquiry irio whether the
doctor’s actions are due to the doctor’'s oiaiings or a failure by Bard to adequatel
advise the doctor? Further, Plaintiffshotion acknowledgeghat some doctors
implement a dedicated tracking protocol, monitor their patients carefully, and rer
IVC filters when warranted. Doc. 56 82. Class members under the care of sU
diligent doctors likely could nashow the need foadditional tracking or that the relie
offered in this case would result in differenbmitoring than they atady are receiving.
This further illustrates the member-by-membnquiry required for elements six an

seven.

What is more, as Defendants’ experbtes, there are risks associated with

exposing individuals tcCT scans due to “ionizing radiation inherent in a CT scan

Doc. 74-2 at 19. Whether aask member and her doctor decide that these risks are v

the potential benefits of a CT scan, aspky where the class member has receiv

previous scans, is an individualized quastnot capable of proof by common evidence
e. Choice of Law.

Plaintiffs emphasize that they selectgdtes that recognize medical monitorin]
claims. They seek certification of classepefsons with Bard filtera/ho reside in these
states. But Plaintiffs haveot shown that the place of residence of each class mer
will control the law thatpplies to her case.

Choice-of-law issues are relevant ¢tass certification urel Rule 23(b)(3).

<

NOVe
ch
i

]”
vortt
ed

g

nbel

Where “class certification is sought in a case based on common law claims, the questi

of which law governs is crucial in makingckass certification detmination. Not only
must the choice-of-law issue be addressed at the class cedificitige — it must be
tackled at the front end since it pereadevery element of [Rule] 23.”"In re Welding
Fume Prods. Liab. Litig.245 F.R.D. 279, 291 (B. Ohio 2007) (quotingn re Prempro
Prods. Liab. Litig, 230 F.R.D. 555, 561 (E.D. Ark. 2005)).

In a diversity case such as this, “thstdct court must apply the choice-of-lay
rules of the state in which it sitsAbogados v. AT&T, Inc223 F.3d 932, 934 (9th Cir
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2000). Arizona follows the “most significantlationship” test of the Restatemel
(Second) of Conflict of LawsSee Bates v. Super. Ct49 P.2d 1367,369 (Ariz. 1988);
Magellan Real Estaténv. Tr. v. Losch109 F. Supp. 2d 1144155 (D. Ariz. 2000).
Under this test, the law of the state thas i@ most significant relationship to an issl
applies to that issue. Factors to coasithclude: “(a) the pice where the injury
occurred, (b) the place whettee conduct causing ¢hinjury occurred, (c) the domicile
residence, nationality, place or incorporat@md place of business of the parties, a

(d) the place where the relationship, myabetween the parties is centered/agellan

109 F. Supp. 2d at 1158%. “These contacts are e evaluated according to their

relative importance with respeict the particular issue.ld. at 1156.

Plaintiffs asserted during oral argurhghat medical monitoring cases alway
apply the law of the place oésidence of the plaintiff, buhey provide no citation in
support. Even if this were true, the typipsactice of medical monitoring cases does n
decide the choice-of-law issue in Arizon&he Court must determanthe state with the

most significant relationship to the claim @foh class member. This may be the place

residence for some class members, butfaptothers. For example, named plaintif

Flournay resides in Colorado, but his filter was implantedexas and his implanting
physician presumably practices there. DBt.1 at 3. The Court must consider wheth

Colorado, Texas, or some other state hagrtbst significant relationship to the allege

tort and the parties. |If the Court detames that Texas has the most significant

relationship, Texas does not recognize medigahitoring claims. Because other clas
members, like Flournaymay have received their filteos their primary medical care in
states other than their current state ofdesce, a member-by-member inquiry would |
needed to decide whiaw governs their claims.

f. Conclusion.

The Court concludes that individual issuwould predominate if the classes were

certified. Individual issues would arise frasaveral key elements of Plaintiffs’ claim;

(1) whether Defendants were negligent ie tthesign of various generations of filter
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considering not only the uniqueharacteristics of the spdciffilters and the tests thaf
were or were not performed, but also wigtthe design met the then-available state
the art; (2) whether Defendants were neglig@enfailing to disclose risks for various
kinds of filters at various pots in time, given what waknown about theisks at the
time; (3) whether the learned intermediadgfense applies based on what the cl

member’'s doctor knew at the time of imdta(®) whether contributory or comparativ

of

1SS

D
-

negligence or assumption okki apply based on what tlodass member has been toalr
I

about the neetbr monitoring or removeof the filter; (5) wheler the proposed medic

monitoring is necessary and distinct from the ordinary course of treatment the

member is receiving; and (6) what state’s lawwti apply to each class member’s claim.

Defendants note that a California stateurt judge previously refused to certify
California medical monitoring class of persamplanted with the same Bard IVC filterg
for the same reasorbeeDoc. 72-1.

2. Superiority.

The superiority inquiry asks whether “a s$aaction is superior to other availab
methods for fairly and efficiently adjudicatingetieontroversy.” Fed. RCiv. P. 23(b)(3).
This requirement must be i@ addition to the predomamce of common issues — it |
not an alternative means for certification under Rule 23(b)($eeid. (requiring
predominance “and” superiority). Thus, pfedominance of gomon issues is not
present, superiority cannot save the daycaBsee the Court finds that individual issué
will predominate, it need not address superiority.

B. Rule 23(b)(2).

Rule 23(b)(2) permits ceridation of a class if the requirements of Rule 23(a) 3
satisfied and “the party opposing the class aeated or refused to act on grounds th
apply generally to the classp that injunctive relief or ccesponding declaratory relief ig

appropriate respecting the class as a whole.” Fed. R. Civ. P. 23(b)(2).
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1 Nature of the Relief Sought.

“Class certification under Rule 23(b)(2) &ppropriate only where the primary
relief sought is declaratory or injunctive.Zinser v. Accufix Research Inst., In253
F.3d 1180, 1195 (9th Cir.0R1). “A class seeking monetary damages may be certified
pursuant to Rule 23(b)(2) where such reliefnisrely incidental to the primary claim fof
injunctive relief.” Id. (citation and quotations marks ttad, alterations incorporated)
The parties dispute whetheethelief sought by Plaintiffsh®uld be considered injunctive
or monetary in nature.

“Courts have split on whethenedical monitoring relieis primarily compensatory
or injunctive[,]” and the NintlCircuit has noted that “[a] request for medical monitoring
cannot be categorized as panty equitable or injunctiveper se” Id. at 1195-96
(compiling cases). Rather, the Court megamine “the precise relief sought and the
circumstances of the particular casé&d” at 1196.

In Zinser, the Ninth Circuit foundhat the complat sought primarily monetary
relief and the proposed class therefore daubt be certified under Rule 23(b)(2)d.
The Ninth Circuit explained:

The amended class action complaintehseeks the establishment of a
reserve fund for past and future dayes, compensation ffduture medical
treatment, plus other compensat@yd punitive damages. Although the
complaint also seeks “full and qper research into alternative
methodologies for remedying the cammh of each patient/class member,”
this injunctive relief is merely indental to the primary claim for money
damages.

Id. at 1196. Defendants contend tAatsercontrols this case, but the relief sought in this
case is distinguishable fro the relief sought irZinser. Plaintiffs do not seek direct
compensatory or punitive damages, nor ady tbeek compensationrfmedical treatment.

While Zinser does not control the outcome instttase, many other courts haye
considered whether requests for medicanitoring constitute primrily injunctive or

monetary relief. An oft-cited decision frothe Southern District of Ohio provides

.

helpful discussion of the issue:
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Relief in the form of medical monitary may be by a nunelb of means.
First, a court may simply order a deflant to pay a plaintiff a certain sum
of money. The plaintiff may or mayot choose to use that money to have
his medical condition monitored. Sexh a court may order the defendants
to pay the plaintiffs’ medical expensdsectly so that a plaintiff may be
monitored by the physician of his chaic®&leither of these forms of relief
constitute injunctive relief agquired by rule 23(b)(2).

However, a court may also estahlign elaborate medical monitoring
program of its own, maiged by court-appointed cdtsupervised trustees,
pursuant to which a plaintiff is monred by particular physicians and the
medical data produced uskd for group studies.In this situation, a
defendant, of course, would finande program as well as being required
by the court to address issuess they develop during program
administration. Under these circumstes, the relief constitutes injunctive
relief as required by rule 23(b)(2).

Day v. NLO, Inc. 144 F.R.D. 330, 3-36 (S.D. Ohio 1992)acated in part on other
grounds sub nom. In re NLO, In& F.3d 154 (6th Cir. 1993). Citirigay, the District

Court for the Eastern District of Pennsyiiea further elaborates on the distinction:

The dispositive factor that must besessed to determimvhether a medical
monitoring claim can be certified as al®@3(b)(2) class is [] what type of
relief do plaintiffs actually seek. If plaiffs seek relief that is a disguised
request for compensatodamages, then the medical monitoring claim can
only be characterized as a claim for matary damages. In contrast, if
plaintiffs seek the establishment afcourt-supervised medical monitoring
program through which the classmembers will receive periodic
examinations, then plaintiffs’ medicahonitoring claim can be properly
characterized as claim seeking injunctive relief.

Arch v. Am. Tobacco Cal75 F.R.D. 469, 483 (E.D. Pa. 1997).

Other courts considerinthe nature of medical monitoring relief have reached

various conclusions. Some courts have forggliested relief to be injunctive in nature.
See, e.g.Donovan 268 F.R.D. at 22 (finding a requdsr medical monitoring to be &
request for injunctive relief where “the plafifidiseek a structurgagrogram, monitored by
and staffed with medical personnel, in whidass members will receive regular medig

screenings . . . [and] would have to hiredical and administrative personnel, purchal

-23-

D
"

al




© 00 N O O b~ W DN B

N NN N NN NNDNRRR R R R R B B
0w ~N O OO0 W NP O © 00N O 0 W N B O

equipment, and establish procedures for intakermed consent, record keeping, and
on”); In re Welding Fumé®rods. Liab. Litig, 245 F.R.D. at 290 (finding injunctive relie
where the plaintiffs sought a court-superviseedical monitoring mrgram rather than an

order that defendants pay their medical expsrdirectly so thahey may be monitored

by the physician of their choice, or an ortlest defendants pay a certain sum of money

that plaintiffs may or may not chooseuse to monitor their medical condition§)pok v.
Rockwell Int'l Corp, 181 F.R.D. 473, 479 (D. Caldl998) (finding a request for
“diagnostic testing and medicatreening necessary to ifdate the early detection ang
permit the early treatment of disease, rattiemn damages for pagtresent or future
injury,” to be a request for injunctive reliefBarnes 989 F. Supp. at 666 (finding i
“obvious that the use of a medical monibtgrifund to administer medical surveillang
payments is an exercise thie Court's equitable powers'raft v. Vanderbilt Uniy.174
F.R.D. 396, 406 (M.D. Tenn.996) (finding medical monitoringf exposed plaintiffs to
be injunctive relief);Yslava v. Hughes Aircraft Go845 F. Supp. 705, 713 (D. Ariz
1993) (finding relief to be injunctive wheiit included the implementation of a “court
supervised program requiring onggjrelaborate medical monitoring”).

Other courts have found requests for mddwanitoring to be moetary in nature.
Sege.g, Lewallen 2002 WL 31300899, at *3 (findingrimarily monetary relief where
the plaintiffs sought establishment of raedical monitoring fund rather than the
establishment of a medical monitoring praxgp, as well as eopensatory and punitive
damages)Dhamer v. Bristol-Myers Squibb Cdl83 F.R.D. 520, 529 (N.D. Ill. 1998
(finding request for funding of treatmeahd monitoring to be monetary reliefych,
175 F.R.D. at 483 (findg plaintiffs’ claim “identicalto a traditional damage claim’
because the relief includes “not only a fundtfee detection of diseasut also a fund for
its treatment” and the “request for actualdical monitoring examinations is but a sma
portion of the relief requested”® Connor v. Boeig N. Am., In¢.180 F.R.D. 359, 379
(C.D. Cal. 1997) (finding relfe primarily monetary where the plaintiffs sough

establishment of a fund to pay for medioabnitoring, includingtreatment, as well as
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other compensatory dmpunitive damages)homas v. FAG Beings Corp. Inc. 846 F.

Supp. 1400, 1404 (WM. Mo. 1994) (finding a requestrfdhe “future costs of medical
monitoring” to be nothing more than a regtifor “compensation for necessary medic
expenses reasonably anticipated to be induimethe future” because absent “anythir
more than an exchangd money, as requested by pigifs, these damages cannot &

injunctive in nature”).

al

e

Several trends emerge from these cases. First, a request for medical monijtori

coupled with a request for compsatory or punitive damagesliisely to be considered
primarily monetary.Donovan 268 F.R.D. at 23 (collectingases). Second, a request f
a fund for the treatment of injury, as oppodeddetection of injury, is likely to be
considered monetarySee Arch.175 F.R.D. at 484. Third request for a transmissio
of money with little supervisio from the court or further gagement by the defendant
Is likely to be considered primarily monetarfsee Duncan v. Nw. Airlines, In@203
F.R.D. 601, 611 (W.D. Wash0@1). Ultimately, whether reqstd relief is injunctive or
monetary in nature should be resolved msel scrutiny of the spiic relief sought and
the circumstances of the case.

Plaintiffs’ amendedtomplant seeks an order requiring Defendants “to establis
Court-supervised and Court-adnstered trust fund, in an aunt to be determined, tg

pay for the medical monitoringrotocol for all Class members[.]” Doc. 57-2 at 4

h a

D,

1 228. During oral argument, Plaintiffsounsel explained that a class member who

elected to pursue this monitoring wouste her own treating pbician or another
physician of her choice to abh a prescription for a CT ao. The fund would pay for
the doctor visit. If the physician prescribée CT scan, the da member would obtain
the scan from a provider of her choice. eTiund would pay for the scan. The sc3
would be read at one of several alreadisting centers around the country th
specialize in reading CT scans. The fund wqady the center for review of the scan a
issuance of a report. Defendants and tlerCwould not set up a structured medic

monitoring program staffed by medical pemehhired for that purpose, as in som
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medical monitoring cases. Nor would dafenerated by the monitoring be used f
research purposes or to benefit the glags would be maintained only for fung
administrative purposes.

Although this proposegrogram is less clearly onetary than cases wher
plaintiffs sought compesatory and punitive damages ihdition to monitoring, the Court
concludes that the relief sought primartdgnstitutes monetary tteer than injunctive
relief. Under Plaintiffs’ proposed remedyefendants would do nothing more than p:
money. The money would beagbsto pay for class membdrssee their own physicians
receive a scan from a Qdrovider of their choice, and receive a reportta@nscan from a
designated reviewing radiologis The Court has difficultydistinguishing this remedy
from a simple claim for money damages thatanpiff will use to pay for a doctor visit,
a CT scan, and review of the scan. Trueepuoonetary recoveries generally do not cor
with limitations on use of the fuls — the plaintiff can just as readily buy a new sofa g
doctor’s visit. But does that single distirmeti— that the funds in g case can be use(
only for a doctor visit, a scan, and reviewtloé scan — transformithfrom monetary to

injunctive relief? The Court does not think so.

Injunctions require defendants to takengoaction or refrain from acting. Black’s

Law Dictionary defines an injunction asaj[court order commanding or preventing &
action.” Injunction, Black’s Law Dictionary (th ed. 2014). It is “a judicial process g
mandate operating in personamwalyich, upon certain estaldtisd principles of equity, a
party is required to do or refrafrom doing a particular thing.1d.

“Damages,” by contrast, adefined as “[m]oney claimed bpr ordered to be paid
to, a person as compensatifor loss or injury.” Id. That is what Plaintiffs seek here
an order that Defendants pay money to corspenthem for an jary (the need for
medical monitoring created by Defendantsgligence). Plaintiffs cannot transform
claim for damages into injuncwvrelief simply by asking faan injunction that orders the
payment of money. As otheourts have recognized, “[afiast anything more than ar

exchange of money, as requested by pldamtihese damages cannot be injunctive
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nature.” Thomas 846 F. Supp. 2d at 1404ee also Werlein v. United Staté<l6 F.
Supp. 887, 89%D. Minn. 1990),vacated in part on other groundg93 F. Supp. 898 (D.
Minn. 1992) (“Plaintiffs propose that defendahesforced to pay lump sum of cash into

a fund, and that persons eligible for mediceonitoring use that pot of cash to obtain

reimbursement costs incurred as the resuthedlical screening examinations. Payme
of cash by one party to reimburse othertiparfor costs incurreds not injunctive
relief.”).

Nor can Plaintiffs bring their claim within Rule 23(b)(2) simply by crafting it
way that looks like equitael relief. Rule 23(b)(2) “does not speak of ‘equitabl
remedies generally but of injunatis and declaratory judgments/Val-Mart Stores, Inc.
v. Dukes 564 U.S. 338, 36%2011). The relief must bejimctive to come within the
rule, and the Court cannot conclude thatemedy requiring Defendants to do nothir
more than write a check can propdsly viewed as an injunction.

2. Cohesiveness.
Defendants argue that Rule 23(b)(2)ntzons a “cohesiveness” requiremen

Doc. 72 at 19. Plaintiffecknowledge this requirement, bappear to disagree on it

nt

in

19

UJ

content. Doc. 54-1 at 25. A cohesivenesguirement has been widely applied by other

circuits and by district courts within the itin Circuit, but the Ninth Circuit has yet tq
speak unequivocally regarding it.

The Third Circuit has explaed that while Rule 23(l9f class actions “have ng
predominance or superiority requirements, el established thdhe class claims must
be cohesive.”Barnes 161 F.3d at 143. “This is dmcause in a (b)(2) action, unname
members are bound byehaction without the opptunity to opt out.” Id. at 142-43,;
accord Gates v. Rohm & Haas C®55 F.3d 255, 264 (3d Cir. 2011). Thus, a distr
court “has the discretion to deny certificationRule 23(b)(2) casein the presence of
disparate factual circumstancesBarnes 161 F.3d at 143 (citimn and quotation marks

omitted).
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In addition to the Third Circuit ilBarnes at least five circuits have found

cohesiveness requirement in Rule 23(b)(2)m&dind the requirement in the text of the

rule, but all view cohesiveness as similar to a predominance test, asking wi
significant individual issues are present in the proposed cfass.In re St. Jude Med,
425 F.3d at 1121-22 (“Although Rule 23(bh)@ntains no predominance or superiori
requirements, class claims themder still must be cohesive.”)n re Monumental Life
Ins. Co, 365 F.3d at 415 (Rule 23(b)(2) rgsumes a class best described as
homogenous and cohesiveogp with few conflicting interests among its members
(citation and quotation marks omitted))emon v. Int'l Union of Operating Eng’r216

F.3d 577, 580 (7th Cir. 2000) (“Rule 23(b)(@perates under the presumption that t
interests of the class members are cohemiMehomogeneous suclattihe case will not
depend on adjudication of fagtarticular to any subset tie class nor require a remed
that differentiates materially among class member®kdmberio v. Unumprovident
Corp., 385 F. App’x 423, 4386th Cir. 2009) (“Rule 2®)(2) classes must lmhesive

Thus, the court must gure that significant individal issues do not pervade the

entire action because it would be unjustbiod absent class members to a negat
decision where the class repatative’s claims present different individual issues th
the claims of the absent memberesent.”) (emphasis in originalhook v. Bd. of Cty.
Comm’rs of Cty. of El Pas®43 F.3d 597, 604 (10th CR008) (the proposed class dog
not satisfy the cohesiveness requirementRofle 23(b)(2) “if redressing the clas
members’ injuries requires time-consumingyuiry into individual circumstances o
characteristics of class membersgroups of class members8ge alsdl McLaughlin on

Class Actions 8§ 5:19 (13th ed. 2016) (tCts addressing attempts to certify Ru
23(b)(2) medical monitoring classes have asalyzed whether ‘individual issues exis
among class members that would destroy‘tiodesive nature’ of the class claims,’

requirement for certification of any (b)(lass. A (b)(2) class must have mo
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cohesiveness than a (b)(3) class because(ln)(2) action, unnamesembers are bound

by the action without notice oretppportunity tapt out.”)2

District courts in the Nirit Circuit have also appliealcohesiveness requirement {o

Rule 23(b)(2) class certification motion&ee Connelly v. Hilton Grand Vacations Ca
LLC, 294 F.R.D. 574, 579 (S.D. Cal. 201(3Although Rule 23(b)(2 classes need nof
meet the predominance and superiority requenas) ‘it is well established that the clas

claims must be cohesive.
Progressive Max Ins. Co277 F.R.D. 625, 635-36 (W.Vash. 2011) (“Because . . . th

) (cttan and quotatio marks omitted); Fosmire v.

individual issues containedithin this proposed multiate class action overrun th
common issues, the cohesiveness requiremertidss certification under Rule 23(b)(2
Is not met here.”)Grayson v. 7-Eleven, IncNo. 09-CV-1353 MM\ WMC, 2011 WL

2414378, at *2 (S.D. Cal. Jud®, 2011) (recognizing that “[olirts have held that clas
claims under Rule 23(b)(2) must be cohesiaad opining as to the meaning of thi
requirement);Sweet v. Pfizer232 F.R.D. 360, 374 (C.DCal. 2005) (“Additionally,

courts have held that evetmough Rule 23(#§2), unlike Rule 2®)(3), does not
specifically contain predominance and sugy requirements, a class under Ru
23(b)(2) must not be overrun thiindividual issues.”)Lewallen 2002 WL 31300899, at

*3 (“Additionally, to be certifed under Rule 23(b)(2), the slclaims must be cohesiva.

Even though the rule does not contain edpminance and superiority requirement, t
requisite cohesiveness is lacking wdheindividual issues predominate.”put see

O’Connor, 197 F.R.D. at 411-12 (“Although conom issues must predominate for cla

_ 21n Shook the Tenth Circuit found the cohesmss requirement in Rule 23(b)(2
itself: “By its terms, then, Rule 23(2) imposes two independent but relatd
requirements. In the first place, the defertdaactions or inactions must be based
grounds generally applicable to all classnmbers. The second requirement is mQ
restrictive, and it is on this aspect of the Rthlat we affirm the district court’s ruling,
The latter half of Rule 23JtR) requires that final injurtive relief be appropriate fahe

class as a wholeThe rule therefore authorizes an inquiry into the relationship betw

the class, its injuriesand the relief sought, and we hawerpreted the rule to requirg

that a class must be ‘amenable to unifor remedies.’ Put differently, Rule 23(b)(2
demands a certain cohesiveness among clasgars with respect ttheir injuries, the
absence Bf which can precludertification.” 543 F.3d &804 (citation oriited; emphasis
in original).
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certification under Rule 23(b)3no such requirement etssunder 23(b)(2). It is
sufficient if class members comam of a pattern or practiddat is generally applicable
to the class as a whole. Accordingly, forgases of Rule 23(b)(2) certification, a clas
is cohesive if plaintiffsmeet the requirements of Ru23(a).”) (citation omitted)Mad
Rhino, Inc. v. Best Buy CdNo. CV 03-5604 GPS AJWX008 WL 8760854, at *6-7
(C.D. Cal. Jan. 14, 2008) (noting a lackaobdirity as to the Nirit Circuit’s position on
cohesiveness).

The Ninth Circuit has not clearly det@ined whether Rule 23(b)(2) includes
cohesiveness requirement. Plaintiffs cite\aterscase, which addressed a class acti
alleging that nationwide administrative prdoees used by the INS violated the cla
members’ procedural due process rightd45 F.3d at 1036. The class sought
injunction requiring the INS tgevise their proceduresné forms, engage in a noticq
campaign, and reopen proceedings for ctassmbers who had been injured by the IN
policy. Id. at 1037. Upholding the district cowgttertification of the class under Rul
23(b)(2), the Ninth Circuit explained:

We note that with respect to 23(b)(ih particular, the government’s
dogged focus on #hfactual differences among the class members appears
to demonstrate a fundamental omderstanding of the rule. Although
common issues must predominater folass certification under Rule
23(b)(3), no such requirement exists ung@(b)(2). It is sufficient if class
members complain of a patteor practice that is gerally applicable to the
class as a whole.

Plaintiffs rely on this language tsupport their version of cohesiveness —
“uniformity of both the defendant’'s actiortieward the class and the injunctive relig
applicable to the class.” Doc. 54-1 at 25 (citation omjtteéBut as the discussion abov,
demonstrates, this case faileawnder this definition ofahesiveness. Defendants hay
not engaged in uniform action toward allsdamembers; they have produced differe
filters at different times and accompanied therth different warnings. The claims ir]

Walterswere different. All class members atsd the same claim based on the sai
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conduct by the defendan“In this case, each class mesnhaises the same constitutional
guestion: whether the nationwide procedwssd by INS in document fraud proceedings
sufficiently apprise aliens of their constitutibmaght to a hearing, thereby satisfying the
notice component of due process.” 145 F.3d at 1045.

For these reasons, the Court concludesWraltersis distinct from this case. The
Court also concludes that given the nature of the claim at iss\Waliters the brief
discussion in that casmnnot be viewed as a rejectiohthe cohesiveness requirement
recognized by at least six other circuits anchatous district court cases in this circuit.

The Supreme Court iDukesprovided additional helpful clarification of Rulg

A1

23(b)(2) Dukesmade clear that Rule 23(b)(2) cla=rtification “apgfies only when a
single injunction or declaratprjudgment would provide relief to each member of the
d

class. It does not authorize class cediflen when each individual class member wol
be entitled to aifferentinjunction or declaratory judgeent against the defendant” or
“when each class member wdube entitled to an individdized award of monetary
damages.” 564 U.S. at 360-61 (emphasisriginal). The Summe Court found that

“[tihe key to the (b)(2) class is the indsWble nature of the injunctive or declaratony

U
o

remedy warranted — the notion that the condusudh that it can be enjoined or declaré

unlawful only as to all of the clagsembers or as to none of themd. at 360 (quotation

—+

marks and citation omitted). Thus, (b)(2) cestfion is proper where “the relief sough

must perforce affect the entire class at ondd."at 361-62.

=

Dukesemphasized that because Rule 2&p)}rovides no mandatory notice g
opportunity to opt outit allows certification in a mucarrower set of circumstancep
than Rule 23(b)(3), which re@as notice and an opportunity opt out for all potential

class membersld. at 362. As the Supreme Court explained:

The procedural protections attending the (b)(3) class — predominance,
superiority, mandatory notice, and thght to opt out— are missing from
(b)(2) not because the Ruconsiders them unnecessary, but because it
considers them unnecessary a (b)(2) class When a class seeks an
indivisible injunction berfgting all its members at once, there is no reason
to undertake a case-specific inquirgarwhether class issues predominate
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or whether class action is a supenoethod of adjudicating the dispute.
Predominance and superiority are self-evident.

Id. at 362-63 (emphasis in original). Thisdgmage makes clear that a predominance of

common issues is indeed part of Rule 23(b}ilasses — it is assumed, “self-evident,.
This is not becausthe rule requires the trial court éxamine the proposed class and find
such predominance, bibiecause the very nature of tredief available under (b)(2) —
injunctive or declaratory religfbtained in a trial of the abs representative’s claim angd
applicable to all members of the class —kgoonly whencommon issues predominate.
As the Seventh Circuit explainetBy virtue of its requirementhat the plaintiffs seek to
redress a common injury properly addressedalsiass-wide injunctive or declaratory
remedy, Rule 23(b)(2) operates under thespmption that the interests of the class

members are cohesive and homogeneouwsh ghat the casewill not depend on

adjudication of facts partical to any subset of the class nor require a remedy that

differentiates materially among class membetsmon 216 F.3d at 580.

This condition does not exist here. Trdlthe class representative’s claims wil
not fairly adjudicate the claims of all semembers because mosthe class memberg
have different filters, implantkat different timeswith different warmgs by Defendants,
and are subject to different affirmative defesis Stated differentjythe named Plaintiffs
cannot, by trying their claims, obtain “fin@junctive relief or coresponding declaratory
relief [that] is appropriate respecting thessaas a whole.” Fed. R. Civ. P. 23(b)(2).
Whether this defect is labelled a lack of ceilba or a simple fail@ to come within the
requirements of Rule 23(b)(2), it defeats class certification.

C. Typicality.

The Court also concludes that Ptdfs cannot show typicality under Rulg
23(a)(3). This defect prevents cert#ion under both 23(b)(2) and (b)(3).

“The test of typicality is whether otherembers have the saroe similar injury,
whether the action is based on conduct wischot unique to the named plaintiffs, and

whether other class members have begmed by the same course of conducdanon
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v. Dataproducts Corp.976 F.2d 497, 508 (9th Cir. 199@)uotation marks and citatior
omitted);accordRodriguez v. Haye$91 F.3d 1105, 1124 (9t@ir. 2010). In a general
sense in this case, it can be said thandmaed Plaintiffs and class members have b¢
subjected to the same courdeconduct — Bard’s productiaof allegedly defective filters
and its dissemination of allegedly inadequasenings. But as noted above, importa
factual distinctions separate class membems fthe named Plaintiffs. These differenc
include: (1) whether Defendantgere negligent in the desig the filters implanted in
the class members, which aftevill be different from filters implanted in the name
Plaintiff; (2) whether Defendastwere negligent in failing to disclose risks for vario
kinds of filters at the point in time whehe class members recetr their implants, as
opposed to when ghnamed Plaintiff received theirs) 8hether the learned intermediar
defense applies based on what the class reésmboctor knew at the time of implant

versus what the named Plaintiff's doctoreln (4) whether contributory or comparativ

e
negligence or assumption okki apply based on what tlibass member has been told

about the need for maaring or removal of the filteras compared to what the name
Plaintiff has been told; (5) whether theoposed medical monitoring is necessary a
distinct from the ordinary course of treatrhéme class member is receiving, as oppos
to what the named plaintiff is receivingpda (6) what state’s lawhould apply to each
class member’s claim as opposed to the naPaihtiff’'s claim. And these all go to the
elements of the claims that migt proved for liability to arise.

Defenses also affect typicalitytHanon concluded that typicality is not satisfied
and class certification should not be grantédithere is a danger that absent claj
members will suffer if their representativepieoccupied with defees unique to it.”ld.
(quotation marks and citation omittedycord Ellis v. Costco Wholesale Cqrp57 F.3d
970, 984 (9th Cir. 2011) (relying dttanonto overturn a district court’s holding that, “aj
a general matter, individualizetefenses do not defeat tgality”). As discussed above
a number of affirmative defenses are likehafaply differently to tle class members thai

to the named Plaintiffs.
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Plaintiffs’ counsel asserted during oeigument that, at trial, the parties cou

introduce facts, allegations, and defensesphbatin to individual class members and not

to the named Plaintiffs. Doc. 94 at 65But such an approaclts contrary to the
representative nature of class actions, under which the namedff&aiteim is tried and

binds the absent class membeiSeeNewberg on Class Actions 8§ 1:5 (5th ed. 201

(“Class actions are representative suits on Ibasfaothers similarly situated. Class

members are not named adversary partiesrédfee court. Theyre absent, unnamec

parties who did not initiat¢he action but who will be lnmd by any class judgment

whether favorable or adverse, assuming they thave been adequately represented wi

respect to issues that thelgare in common witkhe class representative.”). Plaintiffs
proposed approach would also make thd @&mdirely unworkable. Evidence regardin
the unique issues related to hundredslass members (or more) would overwhelm t
trial and make it confusing to the jury andh@twise unmanageabl&his is because the
named Plaintiffs’ claims are not truly typicafl those of all absent class members.
[I1. Leaveto Amend.

Plaintiffs filed their origiml complaint on May 5, 2016Doc. 1. Since that date
they have amended the comptaseveral times to substitupdaintiffs. Docs. 24, 33, 36,
47. On June 5, 2017 — the same date #fi@irfiled their motion for class certification
Plaintiffs filed a motion toamend the complaint by altag the form of the medical
monitoring relief sought and ¢hdefinition of the class. See Doc. 57-2* More

specifically, the proposed anmsgd complaint retains theiginal request for a court-

d

7)

)

administered fund to pay ftine proposed medical monitoring program and related notice

campaign, but seeks to alteetbontent of that programd. at 45, T 228.
The monitoring program set out inethoriginal complaibh would provide a
“catheter venography” by an interventionatlidogist for every @ss member, followed

by a consultation with the clasnember’s treating physicidaa determine if removal of

13 The amended complaint alsabstitutes a former named plaintiff with plainti

Ana Hernandez, a move already approvedheyCourt, and makes several typographi¢

corrections. Defendants do not object to these changes. Doc. 64 at 2 n.1.
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the filter is appropriateld. The monitoring prgram set out in the amended complai
does not include a “catheter venography,” instead seeks to primke an abdominal CT
scan to assess the condition of the Bard filtdr.

With respect to the scope of the sda the original complaint defined clas
members as those who had been implanted avi®ard I\VC filter béween July 25, 2003
and the date of filingf the complaint.ld. at 37, § 206. Thamended complaint would
remove the second limit, expanding thessldo anyone who had received a Bard IV
filter after July 25, 2003.1d.

Leave to amend may be denied iétRourt finds that the “amendment would

cause prejudice to thapposing party, is sought in dbdaith, is futile, or creates undug
delay.” Madeja v. Olympic Packers, LL.3B10 F.3d 628, 636 {9 Cir. 2002) (citation
omitted). “The party oppasg amendment bears the burdef showing prejudice,”
futility, or one of the other reasofr denying a motion to amendCD Programs 833
F.2d at 187.

Defendants object to the proposed admant on grounds of undue delay an
prejudice, contending that the amendmewould “fundamentally alter the relief being
requested and would significantpand the scope of the proposed class.” Doc. 64 ¢
5-11. The Court is not paraded. Defendants concedattPlaintiffs’ new remedy was
identified in Plaintiffs’ Februgy 3, 2017 expert report asgberable to the venography
proposed in the class mplaint, and that their own expestas able to address this ne
medical monitoring approach befendants’ expert reports.

Defendants contend that they werdill‘'sdenied the oppdunity to pursue
discovery from the named plaintiffs/proposddss representatives on the new remed
Id. But it is not clear why Defendants woulded to depose themad plaintiffs about
the suitability of the new medicmonitoring relief. That isselis properly determined by
experts, not by the testony of lay Plaintiffs.

Defendants have not identified any specdiscovery they would have sough

from the named plaintiffs withespect to the propade€CT scans. Defendants obtained all
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available medical records fdhe named plaintiffs and deped them extensively abou
their medical histories, includignany scans they have hadcgrtheir implants of the Bard
filters. Doc. 64 at 9 n.3; Do@1 at 6-7. Defendants sugg#sat they need to consider
taking depositions of Plaintiffs’ current traagi radiologists concenng the new proposed
remedy, but Defendants havet rexplained why such depositis would be relevant or
necessary.

Defendants argue briefly that they are pdgged by the change olass definition.
But the change does not altee thubstance of the class, loaly extends the cut-off date
from the filing of the clas complaint to the date of classtice, a likely extension of 18

months or so if the class ¢ertified. Defendants do nekplain how this change affect

vJ

“the named plaintiffs’ ability to serve asask representativesider Rule 23[,]” what

additional discovery they wadilhave conducted with such artended class period, 0

—

how they have otherwise been prejudiced. Doc. 64 at 9.

Defendants additionally argue that Rtdfs do not offer ay valid reason for
their delay in seeking to amehe class definition and remedy in their complaint. The
Ninth Circuit has made clear, however, tHaflelay alone does not provide sufficient
grounds for denying leave to amendHurn v. Ret. Fund Trof Plumbing, Heating &
Piping Indus. of S. Cal648 F.2d 1252, 1254 (9th Cir. 198 “Where there is lack of
prejudice to the opposing party and the amdrmemplaint is obviously not frivolous, ol
made as a dilatory maneuver in bad faithisian abuse of disdien to deny such a
motion.” Id. (citation omitted).

The Court concludes thddefendants have not showprejudice or bad faith.
Plaintiffs clearly should have been mordigdint and sought to aend once they knew
that their expert recommended a remedy oBffié than the remedy pleaded in their
complaint. But Plaintiffsdid disclose their proposedew remedy in expert report$
months ago, Defendants’ expewere able to respond teethew remedy, and the experts

were deposed on the new remedy e Tiotion to amend will be granted.
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V. Motion to Exclude.

Defendants ask the Court to preclude riis from relying on two papers: (1) 4
“white paper” titled Background White Paper frora Medical Monitoring Program
Administrator: IVC Retrievable FilteMedical Monitoring Program Desigrauthored by

Garretson Resolution Group (specificaligandace Young and Amy Gernon) (“the

—

“White Paper”); and (2) aupporting expert report titleEstimated Range Number @
People with Bard IVC Filtersauthored by Dennis Tolley (the “Tolley Report”).
Defendants also ask the Court to excludetastimony or opinions of Plaintiffs’ experts
that rely on the White Paper or the Tolley Répdoc. 68 at 2. Defendants contend that
the White Paper and Tolley Rapdcollectively, the “Papaf’) are expert reports tha
were not timely disclosed under FealeRule of Civil Procedure 26d.

The Court's case management order reglithat expert disclosures related fo
class certification be made by January 13, 20Doc. 22 at 1. Rmuttal expert reports
were due by March 24, 201Td. at 1-2.

Plaintiffs did not disclose the Papers the identity of their authors by thesge
deadlines. Defendants first learned o€ tRapers during the deposition of one pf
Plaintiffs’ other experts on May 9, 2017, walter the deadlines faexpert disclosures

had passed. Doc. 68 at 2.aiRtiffs argue that they did netolate Rule 26 because th

11%

Papers are not expert reports, but rathecaomsel-generated reports intended to be u

UJ

solely for backgroundhformation. The Court does not agree.

Expert testimony is based on “sdifin, technical, or other specialized
knowledge[.]” Fed. R. Evid. 702(a). The WhRaper sets forth such testimony. It isja
compilation of information and recommendatidram persons who hold themselves out
as experts in creating and adimstering medical monitoring pgrams. The authors say it
Is “based on our experience in this areand include a description of their specialized

gualifications. Doc. 68-1 at 2, 11. The Tolleport also sets forth expert opinions. D

=

Tolley begins his report with a statemesft his specialized qualifications, and then

provides “estimates” of the clasize based on his expertisel. at 12.
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Plaintiffs argue that the Papers redy public information, public cases, and

information from Defendants, batich reliance does not chartbe fact that their authors
are experts within the meaning of Rule f#aviding their compilations and evaluation
of that information. The Papers clearly @ntexpert evidence that should have be
disclosed under Rule 26(a)(2).

A party that fails to provide inforntian required by Rule 26(a) or (e) “is nat

allowed to use that informaticor witness to supplgvidence on a motion, at a hearin

or at a trial, unless the failure was substantipi$tified or is harmless.” Fed. R. Civ. R.

37(c)(1). Plaintiffs do not address the “substlly justified” prong of the Rule 37
standard. Instead, they argue that any failure to disclose was harmless.

Plaintiffs contend that “Bard’s own Iea data, along with numerous documer]
reflecting sales of thousands of Bard’s filtdiging the class periodeadily establish the
minimal numerosity requirement.” Doc. 76 at 8ut whether otheevidence exists to
support the numerosity requirement for class c¢eation is not the issue. Plaintiffs mus
show that Defendants will not lpgejudiced by their fail@ to disclose the PaperSee R
& R Sails, Inc. v. Ins. Co. of R&673 F.3d 1240, 124@®th Cir. 2012) They have not
done so. The Papers include expert opinioesring directly on class certification, an

Plaintiffs cite them sevekdimes in the briefing on cts certification. Because thg

en

),

~

d

D
C

Papers were not timely disclosed under @ourt's case management order, Defendants

were denied the opportunity to depose thdenst, assess their qualifications, or provic
rebuttal expert reports.

Plaintiffs also contend that Defendafitst received the Papge on May 9, 2017,
and then again on May 16, 2017, but failech$& more than a feguestions about them
at the expert depositions. But Defendantsi@adpportunity to depasthe authors of the
Papers, and questioning experts in other fialde read the Papers is no substitute. N

do Plaintiffs dispute that Dendants had no chance to produebuttal expert reports.
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Because Plaintiffs have not shown thiagir failure to disclose the Papers wa
substantially justified or harmless, they canmady on the Papers in their motion for clas
certification. Fed. R. Civ. P. 37(8).

IT ISORDERED:

1. Plaintiffs’ motion to certify (Doc. 54) denied.

2. Plaintiffs’ motion to amend (Doc. 57) gganted. The Clerk is directed to

accept for filing document lodged as Doc. 58 in this case.
Defendants’ motion to exclude (Doc. 68ytisnted.
4, The Court will hold a teldpne conference with counsel o

September 29, 2017 at 1:00 p.m., to discuss futurg@roceedings in this

case. Counsel for Plaintiffs shaflitiate a conference call to include

counsel for all parties and the Coultt.a dial-in number is used, the dial-if
information shall be provided to th@ourt and all parties no later tha
September 28, 2017 at 4:00 PM.

Dated this 11th day of September, 2017.

Nalb Gttt

David G. Campbell
United States District Judge

4 Defendants ask the Court to strike theitesny or opinions of two of Plaintiffs’
experts — Drs. Hertz and Bates — that relylfenPapers, but do not identify any testimol
or opinions that meets this description.
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