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UNITED STATES DISTRICT COURT
SOUTHERN DISTRICT OF OHIO
WESTERN DIVISION
MYRTLE THOMPSON, CASE NO.: 1:13CV-00602
Plaintiff, Judge Michael R. Barrett
V.
DEPUY ORTHOPAEDICS, INC., et al.,

Defendants.

OPINION AND ORDER

This matter isbefore the Court on Defendant DePuy Orthopaedics, Inc.’s Motion for
Summary Judgment (Doc. 29). Plaintiff Myrtle Thompson has filed a response in opposition
(Doc. 41), and Defendant DePuy Orthopaedics, Inc. has filed a reply (Doc. 45).

l. FACTUAL BACKGROUND

The following is a summary of thdacts, construed in the light most favorable to
Thompson.

A. Bone CementGenerally

Bone cement consists of a liquid and powder component, which are packaged separately
and mixed together at the direction of the orthopedic surgeon at the appropgatef $tant
replacement surgery. (Doc. 34, Pageld 1108-11; Doc. 35, Pageld 1296). The powder
component consists mainly of polymer poly (methyl methacryl@dBYIMA”) and includes a
radiopacificer to make the cemevisible on xrays. (Doc. 34, Pageld 1109; Doc. 35, Pageld
1296). The liquid component is a methyl methacrylaMA ") monomer which is added to
the powder to create a hegnerating (exothermic) reaction. (Doc. 34, Pageld 1108; Doc. 35,

Pageld 1296) The result is a doughy mixture that is applied by the surgeon. (Doc. 35, Pageld
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1296). Bone cement has no inherent adhesive properties; it functions more as atgeen be
the bone and the implant. (Doc. 33, Pageld 984; Doc. 34, Pageldl&l¥oc. 35, Pageld
1296-97).

DePuy purchases the PMMA powder component from MV Plastics, Ltd. (Doc. 35,
Pageld 1297). The powder contains M particles with a median sizaf 39 microns. (Doc.
35, Pageld 1297). For the bone cements that contain the anti@etitamicin, DePuy has
purchased the Gentamicin powder from Lek d.d. Solvenia (formerly known as Lek
Pharmaceutical and Chemical Company, )d.d(Doc. 35, Pageld 1297). The micronized
Gentamicin powder Isaa median particle size between 3.9 and 4.42rong (Doc.35,
Pageld1297). The nemicronized Gentamicin powder hasnaedian particle size of 7.67
microns and a megrarticlesize of 9.1 microns. (Doc. 35, Pageld 1299).

B. Origins of DePuy’'s Bone Cement

Bone cement is regulated by the FDA under Mexical Device Amendments to the
Food, Drug, and Cosmetic Act. (Doc.-29Pageld 265). DePuy 1 Bone Cement (the predicate
device) was originally a Class Ill device, which is a device that raises newogse®garding
safety and effectiveness and ttere requires more control. (Doc.-29 Pageld 265). As a
Class Ill device, DePuy 1 Bone Cement had to obtain Premarket Approval (JAMA the
FDA. (Doc. 294, Pageld 266). The DePuy 1 Bone Cement was approved by the FDA on
February 11, 1997 throughe Premarket Approval (“PMA”) process as P9600001. (Dodl, 29
Pageld 28). Between February 1997 and May 1999, DePuy submitted, and the FDA approved,
eight PMA supplements for DePuy 1 Bone Cement, which by then was known as DePuy 1,

DePuy 3 and Endunae cements. (Doc. 28 Pageld 268).



On October 14, 1999, the FDA issued an order reclassifying the PMMA bone cement

from Class Il (PMA) into Class Il (special controls)Doc. 294, Pageld 268, 29M@oc. 412,
Pageld 1703). Class Il devices must tride general controls of Class | devices, as well as
performance standards or other requirements as deemed necessary by the FDA29-4Doc.
Pageld 265). Premarket Notification under 8 510(k) of the Act is required before IClass
devices may be markete (Doc. 294, Pageld 265). A document titled “Class Il Special
Controls Guidance Document: Polymethylmethacrylate (PMMA) Bone Cer@aidance for
Industry and FDA” (“Guidance Document”) was issued with respect to the ANBdne
Cements. (Doc. 2@, Pageld 291; Doc. 42, Pageld 1700). The most recent version of the
Guidance Document provided was issued on July 17, 2002. (Ddc.P&geld 291; Doc. 42,
Pageld 1700}. The Guidance Document (one version ofcithtains the following language
prior to the introductory paragraph:

This document is intended to provide guidance. It represents the Agency’s

current thinking on this topic. It does not create or confer any rights for or on

any person and does not operate to bind the Food and Drug Administration

(FDA) or the public. An alternative approach may be used if such approach
satisfies the requirements of the applicable statute and regulations.

(Doc. 412, Pageld 1703). It indicates in the “Background” secthat the “FDA believes that
special controls, when combined with the general controls, will be suffiteenrovide
reasonable assurance of the safety and effectiveness of PMMA bone cement.” @pc. 29
Pageld 294). According to the Guidance Document, the scope “is currentigdlitnitbone
cement as described in 21 CFR 888.3027 (product code: LOD).” (Dek.RP&eld 297; Doc.
412, Pageld 1706). The Guidance Document (one version ohditates that “Alternate

materials may be demonstrated ® substantially equivalent to PMMA used in bone cement.

1 Two versions of the Guidance Document were presented to the Court. Meileppear in material respects to be
similar, they daappear to haveome differences, which are noted herein where believed to be pertinent.
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FDA will assign new product codes for bone cements formulated from altenadéeials that
are determined to be substantially equivalent under section 510(k) of thie @ubdc. 294,
Pageld 297). While the Guidance Document suggests an Abbreviated 510(k) as the least
burdensome means of demonstrating substantial equivalence for a new devioeyatedsthat
“[m]anufacturers considering modifications to their own cleared devices ®ssen the
regulatory burden by submitting a Special 510(k).” (Doc24Pageld 1704). It then outlines
the content and format of an Abbreviated 510(k) submission, the scope of the document, the
risks to health, biocompatibility, recommendations for evaluating temal and performance
characteristics of the final sterilized PMMA bone cement, guidance dua¢ing the sterility of
the device, suggested labeling, and information on clinical studies. (D@¢.P&held 17033).
Among the identified risks to hehlis loosening of the prosthesis, which is identified in the
following context:
Inadequate fixation or unanticipated postoperative events may affect the
cementbone interface, and lead to micromotion of cement against bone
surface. A fibrous tissue layeray develop between the cement and the bone,

and the loosening of the prosthesis may occur leading to implant failure.
Long-term follow-up is advised for all patients on a regularly scheduled basis.

(Doc. 412, Pageld 1712)On September 29, P8, the FDA granted 510(k) marketing approval
through K023103 for DePuy’s bone cement using micronized Gentamicin powder provided by
Lek Pharmaceutical and Chemical Compa(iyoc. 29-4, Pageld 269).

On June 18, AW, DePuy submitted a 510(k) premarketificgtion for its DePuy 1
Gentamicin Bone Cement to make a change in the Gentamicin from micronized -to non
micronized patrticles. (Doc. 43, Pageld 1716). The FDA granted marketing approval for
DePuy 1 Gentamicin Bone Cement to use {moicronized Gentangin on July 1, 2004, as
K041656. (Doc. 291, Pageld 270; Doc. 43, Pageld 1716). The identified Device Product

Code was LOD. (Doc. 41-3, Pageld 1716).
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On October 24, 2005, DePuy submitted a “Special 510(k): Device Modification”
premarket notificatiorfor its DePuy 1 Bone Cement to make changes to its bone cement liquid
formulation. (Doc. 44, Pageld 17@1; Doc. 42, Pageld 1763 The Special 510(k) does not
reference the Guidance Documerfie€Doc. 42). At thistime, DePuy changed the name o th
bone cement from DePuy 1 Gentamicin Bone Cement to DePuy CMW 1 Gentamicin Bone
Cement. (Doc. 44, Pageld 1720). On November 22, 2005, the FDA granted marketing
approval for DePuy CMW 1 Gentamicin Bone Cement. (Doc4,4Pageld 1721). The
identified Device Product Code was MBB. (Doc. 41-4, Pageld 1720).

The polymer powder component of the DePuy CMWGéa&ntamicin Bone Cement
contains 84.73% w/w of polymethyl methacrylate whereas the polymer componeatéRuy
1 Bone Cement contains 88.85% w/wpolymethyl methacrylate. (Doc. 28 Pageld 274; Doc.
41-6, Pageld 1726).

C. Use of DePuy CMW 1 Gentamicin Bone Cement in Thompson’s Surgery

In January 2009, Thompson underwent a partial knee replacement surgery. {Dpc. 42
Pageld 1779). Her orthopaedic surgeon Wkshael Swank M.D., who averages about 400
primary knee replacements a year using bone cement in them almost exclugivety. 33,
Pageld 8445). Approximately ten percent of those surgeries are partial knee replacements.
(Doc. 33, Pageld5354). Dr. Swank learned about cemented joint replacements during his
residency. (Doc. 33, Paegld 846, 96465). In his practice, he used DePuy 1 bone cement and
he switched to CMWL Gentamicin Bone Cement whé&ncame on the market in 2004. (Doc.

33, Pageld 8449). Dr. Swank described the CMW 1 Gentamicin Bone Cement as medium
viscosity. (Doc. 33, Pageld 8&3). Dr. Swank testified that he expected a typical replacement

to last ten to twenty yeargDoc. 33, Pageld 962-63).



Dr. Swank utilized DePuy’'s CMW 1 Gentamicin Bone Cement for Thompson’s surgery
which contained nomicronized Gentamicin(Doc. 33, Pageld 87®&73-74 Doc. 411 Pageld
1779. Her bone cement was Lot No. 2641175, 40 grams, which had been released from
manufacturing for distribution in the United States on July 16, 2008. (Doc. 35, Pageld 1298).
The expiration date for the lot was May 2011. (Doc. 35, Pageld 1298). Dr. Swank may have
read the package insert for the bone cement early in his daneédre did not consult it in 2009
at the time of Thompson’s surgery. (Doc. 33, Pageld.874

For Thompson’s surgery, two 4ffam packages dEMW1 Gentamicin Bone Cement
werevacuum mixed by Nke Barker, the scrub tecl{Doc. 33, Pageld 8701, 878). Dr. Swank
could not saywhether he observed Barker mixing the cement on the day of Thompson'’s surgery,
but he testified that Barker was an accomplished, competent scrub tech with whom he ha
worked many times in the pastd that he used the same surgoracess and procedures he had
used for knee replacements over the preceding seventeen {#@acs 33, Pageld 8780, 886).
Dr. Swank testified that he did not observe any issue with the viscosity of the bome aethe
time of the surgery and that he did netall aproblem with the time it took for the bone cement
to form a dough in the vacuum mixer. (Doc. 33, Pageld 981, 992

Thompson initially did well after her partial knee replacement surg&gc. 32, Pageld
662-63;Doc. 421, Pageldl780. In early 2011, she began having issues with pain and swelling
in her knee. (Doc. 32, Pagel®94-98 Doc. 421, Pageld 1780 In or around April 2012,
Thompson underwent a bone scan, which showed the tibial component of her knee replacement
was loose. (Doc. 33, Pageld 91918). Dr. Swank testified that on the tibial portion of
Thompson’s knee replacement, theays and bone scan showed a failure of the cement at the

cement/bone interface. (Doc. 33, Pageld 926; Dod.,42ageld 1780 Dr. Swank tstified that



he would not expect to see loosening of the cement within three years of suery. 33,
Pageld 982). He explained that with expected typical loosening, the loosening in one area
progresses, but in Thompson’s case there was complete radiolucency around thebiahtire ti
component. (Doc. 33, Pageld 982). He also noted that there was poor osteo integration of
the cement into the bone. (Doc. 33, Pageld 984@.therefore recommended that Thompson
undergo revision surgery. (Doc. 33, Pageld-218 On May 24, 2012, Dr. Swank performed
knee revision surgery, using Stryker Simplex bone cement. (Doc. 33, Pageli Doc. 421,
Pageld 178D At the time of therevision surgeryDr. Swank found that the tibial component
was completelyoose, and the femoral component, which was still fixed along the inside of the
medial condyle, was easily able to be removed. (Doc. 33, Pageld 920). He noted in his
operative report that, in addition to the failure at the cement/bone interface as@hdivenx
rays and bone scan, there also was a failure at the cement/device interface33(CRageld
925-26).

On November 12, 2012, anray showed radiolucency on the medial side of the Stryker
Simplex cement mantle on Thompson’s tibial component. (Doc. 33, Pagelti000® An
April 30, 2014 xray also showed radiolucency on the medial side of her tibia. (Doc. 33, Pageld
1000). Dr. Swank testified that radiolucency on amxcould be, but is not necessarily, a sign
of loosening, and progressivadiolucencies and radiolucencies of a certain size are the ones that
are disturbing. (Doc. 33, Pageld 1002). Thompson’'s November 2044 daid not show
progression of radiolucency. (Doc. 33, Pageld 1001-02).

Between 2008 and January 2015, DePuy received numerous adverse event reports of
loosening of prosthetic devices cemented with CMW 1 Gentamicin Bone Cement.4PEX)C

D. Plaintiff’'s Expert Testimony




2. Dr. Swank

Dr. Swank testified as to the above facts concerning Thompson’s surgery astodilisas
opinions in this matter. Hepined that the CMWL. GentamicinBone (ment failed at both the
cement/bone interface and the cement/implant interféidec. 33, Pageld 9286). He further
opined that the CMWL Gentamicin Bone Cement failed at a higher rate than expected and the
risks of the products outweighed the benefits. (Doc. 42-1, Pageld 1782).

Dr. Swank began using DePuy CMWGentamicinBone Gment in 2004. (Doc. 33,
Pageld 84#49). Initially, he had a gml experience with the cemer(Doc. 421, Pageld 1781).
In 2009, he began seeing failures of the cement in his patients. (Doc. 33, Pagelioh 2080,
two patients on whom DiSwank had performed total knee replacements on the same day in
2007with the same lot of bone cemgmesented to him with loosening of their prosthetic knees.
(Doc. 33, Pageld 858)Dr. Swankwas able to determine the timing and lot used in their primary
surgeries because he participated in the DePuy Outcome Tracking Sy®em. 33, Pageld
858). Dr. Swank then contacted DePuy. (Doc. 33, Pageldd@9®oc. 421, Pageld 1781)In
February 20Q, representatives from DePuy met with Dr. Swank to address his concerns about
cement failures(Doc. 33, Pageld 896-97; Doc. 42-1, Pageld 17&l)the date of that meeting,
Dr. Swank had seven patients on whom he performed surgery with DePuy bone cement who had
experienced loosening of the device within two to three years afterithary surgeris. (Doc.
33, Pageld 898).Dr. Swank performed revision surgery amany of thosepatients due to
loosening of the prosthetic component and in each case the components became loose at the
cement interface(Doc. 421, Pageld 1781)Dr. Swank testified that Thonspn’s cement failed

in the same manner as those earlier reported cé3es. 33, Pageld 925-26).



As part of DePuy's investigation into the cement failures reported bySiyank,
representatives from DePuy examined the procedures undertaken by Dr. Swanksamgidas
staff to prepar¢he cement for use in surgery. (Doc-UZPageld 1781)DePuy was unable to
identify any factors in Dr. Swank’s surgical procedures or in his patients thed Wwave caused
the cement failue (Doc. 421, Pageld 1781).DePuy nonetheless-exlucated Dr. Swank on
the proper procedures to mix cement. (Doc. 33, Pageld 8&ause DePuy was unable to
identify anything wrong in Dr. Swank’s surgical techniques, his surgicaitfesjlor hissurgical
staff’'s procedures in vacuum mixing the cement, Dr. Swank decided to ceage¢hasiDePuy
CMW 1 Gentamicin Bone Cement and switche&tiykerSimplex bone cement for his patients.
(Doc. 33, Pageld 896-905; Doc. 42-1, Pageld 1781-8#&)ce malng the switch, Dr. Swank has
had no further incidents of bone cement failure among his patients. (Doc. 42-1, Pageld 1782).

2. James Mason, Ph.D.

Dr. Mason was retainegls Thompson’s bone cemenipextin October 2014. (Doc. 24,
Pageld 1023). Dr. Mason has a B.S. from the University of California Berkeley in 4986;
Master of Science in Material Science and Engineering from the UniversiGaldfornia
Berkeley in 1988; a Ph.D. in Solid Mechanics with a Materials Science Minor frem
California Institute of Technology in 1993; and a Professional Science Mastersdayr
Biology from the lllinois Institute of Technology in 2011. (Doc. 34, Pageld -B&2®oc. 418,
Pageld 1741). None of his coursework involved bone cements. (Doc. 34, Pageld 1025-26).

Dr. Mason’s professional employment is extensiv&eed1-8, Pageld 173941). He
formerly worked for Zimmer Orthopaedics, Inc., a competitor of DePuy, in vacapacities.
(Doc. 34, Pageld 1068; Doc. -8l Pageld 1740). Part of his wdide Zimmer involved its bone

cement, as he was involved in the effort to create an injectable implant that waslbassd



entirely on bone cement. (Doc. 34, Pageld 1069). He worked closely with a group performing
and analyzing mechanical testing of the cements that were used in modifiautscémae they

were trying to use. (Doc. 34, Pageld 1069). Zimmer did not, however, make an antibiotic bone
cement. (Doc. 34, Pageld 1069).

After leaving Zimmer, Dr. Mason founded a stapt company developing -
reinforced bone cement without antibiotics, using Palacos R and Simplex Baadad (Doc.

34, Pageld 1038, 1042)The product was never commercialized; the company encountered
production problems and ran out of money before it could implement the testing for the quality
system required by the FDA for a Section 510(k) application. (Doc. 34, Pageldi2D40he
fiber-reinforced bone cement project ended in 2010, and Dr. Mason abandoned the patent
application related to the technology. (Doc. 34, Pageld 1046).

Dr. Mason currently is a consultant with Rimkus Consulting. (Doc. 34, Pageld 1061).
Rimkus Consulting is a forensic engineering firm that provides analysis andropito its
customers to help understand the cause of failures. (Doc. 34, Pageld 1061). While he has
worked on cases involving hip implant failures and a knee implant fracture, Thompson's case i
his first bone cement case. (Doc. 34, Pageld 1062).

Dr. Mason has published multiple peewiewed publications on issues invioly
biomechanics, biomaterials, and bone cement. (Doc. 34, PageleB3D3While none of his
bone cement articles involved antibiotic bone cenoentesearch on particle sizes of antibiotic
powder in bone cemenhe testified that antibiotic bone ceneiare not dramatically different
from the bone cements on which he has worked. (Doc. 34, Pageld 1035, 1048, 1077).

Dr. Mason opined that Thompson’s implant loosened because the DePuy CMW 1

Gentamicin Bone Cement used in her surgery failegroperly affix the implant to the bone.

10



(Doc. 422, Pageld 1806Doc. 34, Pageld 117§ Dr. Mason indicated that orthopedic implant
failures occur due to three basic groups of factors: (1) factors relatthg patient; (2) factors
relating to the surgery; and)(8ctors relahg to the device. (Doc. 42, Pageld 1807)On the
first factor, e indicated that the record did not reflect that Thompson was not a compliant patient
or that she contributed to the loosening of her implant. (Do, #ageld 1807). He did not,
however, speak or meet with Thompson directly to identify any potential peglated factors.
(Doc. 34, Pageld 1142). On the second factor, he indicated that the documents as well as the
report of Dr. Swank indicated that there was no indication that surgical factornbetzd to the
loosening. (Doc. 42, Pageld 1807). He therefore focused his report on the third factor,
considering the implant and materials used. (Doe,42ageld 1807). In doing so, Dr. Mason
was unable to rglupon an inspection of the removed knee components or the actual bone
cement, as neitheragsaved after the revision surgery. (Doc. 34, Pageld 1110;112,16153-
54).3

He opinedthat, based on his experience and review of the DePuy documents, the
viscosity of theDePuybone cementhanged after nemicronized gentamicin was introduced,
first being too low and then, after corrections were made to the formulation, diyebécaming
too high requiring a deviation from the manufacturing specificatigbsc. 422, Pageld 1806).
He further opined that it is more likely than not that the viscosity and curing belveasor
defective due to the use of nraricronized gentamicin sulfate in the DePuy CMW 1 Gentamicin

Bone Cement. (Doc. 42, Pageld 1806)While he acknowledged that adding any antibiotic to

2 Dr. Mason testified that it was “not necessarily” his conclusion that the bement never affixed the implant to
the bone. (Doc. 34, Pageld 1179).

% Dr. Mason acknowledged that polyethylene wear debris also is recognized adirant inause of cement

loosening. (Doc. 34, Pageld 1150). He did not make any determination bsttemnthe polyethylene wear debris
contributed to the loosening in this case, indicating that he tjavlow priority due to the timing of the loosening
and knowledge that polyethylene performs pretty well. (Doc. 34, Pa$iBlesR).
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bone cement reduces its static and fatigue strength by 10 percent, regardidsthefr the
antibiotic powder is micronized or nanicronized, le alsoexplained that the change from
micronized to nofmicronized particles made the Gentamicin particles larger in size and made
the variation in the size of the Gentamicin particles larg&oc.( 34, Pageld 1053, 1055;
Doc. 422, Pageld 1808). According to Dr. Mason, both the average size and the vanation i
size of the Gentamicin powder can have a significant effect on the viscosityg dement
curing. (Doc. 42, Pageld 1808). He states that DePuy changed the polymer powder after
marketing began in response to predictable thinning, which made the curing visooshick.
(Doc. 422, Pageld 1809). DePuy then sought a deviation in the manufacturing process of CMW
1 Gentamicin Bone Cemen{Doc. 422, Pageld 1809). Dr. Mason explained that the deviation
showed that DePuy’s response to problems thihh cements resulted in cements that were too
thick. (Doc. 422, Pageld 1809). He indicated that the deviation included the lot number for
Thompson’s powder, which is Lot No. 2610577. (Doc24Pageld 1809)Dr. Mason testified
that DePuy tweaked ¢h plastic powder without Gentamicin added to bring it back into
specification. (Doc. 34, Pageld 1197).

Some evidence shows that the pour testssidered by Dr. Masamsed two powder lots
with Gentamicin which included Thompson’s lot, as well as two powder lots without
Gentamicin. (Doc. 35, Pageld 1299, 1301). DePuy contehds the documents reflect that it
knew that gamma sterilization would lower cement viscosity such that it approveduthe f
powcder blend lots for gamma sterilization with subsequent monitoring and approvals. (Doc. 35,
Pageld 1301) After the four gammasterilized powder lots were mixed with the liquid monomer
that accompanies the finished powder component, all four lots passed. (Doc. 35, Pageld 1301).

After further testing, three of the four metpnocess quality specifications. (Doc. 35, Pageld
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1301). One of the powder lots without Gentamicin failed that final test and wasysad. (Doc.
35, Pageld 1302

With respect tdhe pour testing of the cements, Dr. Mason indicated that only a sample of
each lot is tested. (Doc. 42 Pageld 1810). According to Dr. Mason, if a lot barely passed
testing,thenit is possible and not unlikely that other samples would not have passed, given the
inherently variability of the manufacturing and mixing of the material in thexading theater.
(Doc. 422, Pageld 1810). He concludes that based upon the destructive nature of the pour test
as well as the high rate of product failures datethe Manufacturer and User Facility Device
Experience (MAUDE) databask,is most likely that some cementsgbed with unacceptably
high viscosity and handling characteristics. (Doc:24Pageld 1810). He indicated that a
surgeon may not have known that the cement had passed the workability phase during
implantation if the set time varied significantly from lot to lot for the bone cementc. @22,
Pageld 1811).

Evaluating the MAUDE databaske indicated high rate of loosening by DePuy CMW
1 Gentamicin Bone Cement since 2005. (Doc24Pageld 1812). He concludes that the
government data indicates that DePuy CMW 1 Gentamicin Bone Cements resulemngd@-
60 times the rate of comparable cement®oc. 422, Pageld 1812). He acknowledges,
however, that there are some limitations to the MAUDE data and that the FDA hiasexdu
against using MAUDE data alone to establish rates of events, evaluate a chaugets rates
over time or compare evd rates between devices. (Doc. 34, Pageld -BB}2 He also
conceded that he is unaware whetRatacos or SimplelR used micronized or nemicronized
Gentamicin and Tobramygimrespectively,and is unawaref the antibiotic particles sizes in

those cerants. (Doc. 34, Pageld 1052)54

13



In addition to the MAUDE data, Dr. Mas@onsideed the operative notes of Dr. Swank,
which he indicatéd are consistent with the viscosity being too high, voids forming on the
cement/implant interface due to high vis¢psiand the curing being unpredictable and the
cement hardening before implant insertion. (Doc. 42, Pageld 1812). Hktimattdhere was no
reason to believe from the record that the surgery contributed to the loosethag Bhompson
was not a compliant patient. (Doc. 42-2, Pageld 1807).

He therefore opirttto a reasonable degree of scientific certainty that the DePuy CMW 1
Gentamicin Bone Cement used in Thompson’s surgery was defective in design and
manufacturing. (Doc. 422, Pageld 1812)He further opiné that the risks of DePugMW 1
Gentamicin Bone Cement outweighed the benefits, and a feasible alternative—aesgi as
Palacos R + G or Simplex-Fexisted that could have been used in Thompson’s surgery. (Doc.
42-2, Pageld 1813).

Il. SUMMARY JUDGMENT STANDARD

Summary judgment is appropriate “if the movant shows that there is no genuine dispute
as to any material fact and the movant is entitled to judgment as a matter ofFkv.R. Civ. P.
56(a). A dispute is “genuine” when “the evidence is such that a reasonable jury touidare
verdict for the nonmoving party.Anderson v. Liberty Lobby, In&77 U.S. 242, 248 (1986). A
fact is “material” only if its resolution affects the outcome of the ddit.

On summary judgment, a courtust view the evidence and draw all reasonable
inferences in favor of the nonmoving partylatsushita Elec. Indus. Co. v. Zenith Radio Cprp.
475 U.S. 574, 587 (1986). The moving party has the burden of showing an absence of evidence

to support the nonmawg party's caseCelotex Corp. v. Catrety77 U.S. 317, 325 (1986).
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Once the moving party has met its burden of production, the nonmoving party cannot rest
on his pleadings, but must present significant probative evidence in support ofmpkiot to
defeat the motion for summary judgmerinderson477 U.S. at 249. “The mere existence of a
scintilla of evidence in support of the [nonmoving party’s] position will be insufficigrtre
must be evidence on which the jury could reasonably find for the [nonmoving palty]&t
252. Entry of summary judgment is appropriate “against a party who fails to nslavang
sufficient to establish the existence of an element essential to that gagg;sand on which that
party will bear the burden of prbat trial.” Celotex 477 U.S. at 322.

[I. LEGAL ANALYSIS

Thompsonalleged five causes of acticagainst DePuy in the Complainfl) strict
products liability for defective manufacturing under Ohio Rev. Code 8§ 2307.74; (2) strict
products liability for design defects under Ohio Rev. Code § 2307.75; (3) strict mrdidbdity
for defect due to inadequate warning under Ohio Rev. Code § 2307.76; (4) strict products
liability for defect due to nonconformance with representations under Ohio Rev. Code §
2307.77; and (5) fraudulent and negligent misrepresentafidmampsonalso sought punitive
damages against DePuy.hompsonhas chosen not to proceed on the third claim and the fifth
claim, and also has acknowledged that her allegations as to violations of federalnmeqgtsre
governing good manufacturing practices and device design need not be addressedinghg.cor
the following analysis will address only the first, second, and fourth claims.etsasvthe
request for punitive damages.

A. Preemption of Claims

DePuy contends that Thompson’s claims are barred by federal preemptitnwofor

reasons. First, the CMW GentamicinBone (ment is governed by the FDA’s Special
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Controls, which have a preemptive effect. Second, Dr. Mason speculated that the FDA
mistakenly determined thddePuy CMW 1 GentamicinBone (&ment with normicronized
Gentamicin is substantially equivalentB@Puy 1Bone G&ment with miconized Gentamicin,

and such secongluessing is preempted und&uckman Co. v. Plaintgf Legal Committeg531

U.S. 341 (2001).

Thompson responds that the claims are not preempted by federal law becausedhle medi
device at issue waspproved through the 51K) process rather than PMprocessand that
DePuy cannot bootstrap the CMWGentamicinBone Cemenbn the prior PMA approval due
to the significant changes in the device since that original approval. $ter feontends that the
general and special controls applicable to DePuy’s bone cement do not impose diiny spe
requirements which would address her claims. As for DePuy’s contention thatines are
preempted unddBuckman Thompson argues that DePuy improperly charaeetize testimony
it uses to support that argument.

DePuy replies that Thompson has not shown that the CAM¥éntamicinBone Cement
is deprived of preemption protection. It claims that she has presented no evitEnteet
addition of micronized Gentamicin and later fraicronized Gentamicin was a significant
change. Further, it argues that the Class Il Special Controls for thecborent are specific and
provide a basis for federal preemption.

1. Express Preemption pursuant t@21 U.S.C. 8§ 360k(a)

The Medical Device Amendments of 1976 (“MDA”) to the Food, Drug, and Cosmetic
Act (“FDCA”) contain a provision that expressly preempts satage and local causes of action
regarding medical devices. It provides:

[N]o State or political subdivision of a State may establish or continue irt effec
with respect to a device intended for human use any requireriEnivhich is
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different from, or inaddition to, any requirement applicable under this Act [21
U.S.C. 88 301 et seq.] to the device, 48§ which relates to the safety or
effectiveness of the device or to any other matter included in a requirement
applicable to the device under this Act [21 U.S.C. 8§ 301 et seq.].

21 U.S.C. § 360k(a). The FDA's regulations further explain, in pertinent part:

(d) State or local requirements are preempted only when the Food and Drug
Administration has established specific counterpart regulations or there are
other specific requirements applicable to a particular device under the act,
thereby making any existing divergent State or local requirements applicable
the device differenfrom, or in addition to, the specific Food and Drug
Administration requiremdn. There are other State or local requirements that
affect devices that are not preempted by section 521(a) of the act because they
are not “requirements applicable to a device” within the meaning of section
521(a) of the act. The following are exampiésState or local requirements

that are not regarded as preempted by section 521 of the act: . . . (2) Section
521(a) does not preempt State or local requirements that are equal to, or
substantially identical to, requirements impobgdr under the act. . Where,
however, such a prohibition has the effect of establishing a substantive
requirement for a specific device, e.g., a specific labeling requiremenmthtne
prohibition will be preempted if the requirement is different from, or in
addition to,a Federal requirement established under the act. In determining
whether such a requirement is preempted, the determinative factor is how the
requirement is interpreted and enforced by the State or local government and
not the literal language of the statute, which may be identical to a provision in
the act.

21 C.F.R. § 808.1(d).

DePuy argues that all of Thompson’s claims are preempted as a result of the PMA
approvalon February 11, 1997. The Court disagrees. The CIM¥éntamicinBone Cemenat
issue here was approved through tli®(&) process instead of the PMA process due to the
reclassification of bone cement to a Class Il device with Special Controlstobe®©d4, 1999.
DePuy has not cited a single case that would permit it to piggyback on the prior PMAappr
after having undergone several changes and approvals to the medical device tredilkk)
process While the case cited by ThompsdRpusseau v. DePuy Orthopaedics, |i¢o. 06
0517, 208 U.S. Dist. LEXIS 90331, at *287 (W.D. La. Dec. 13, 2006ndicates that medical

devices previously approved through the PMA process that are subsequentlyfiextidssnot

17



automatically lose preemption protection, that case, unlike this case, involved alndeglice
that had undergone no changes and hadcadtany subsequent changggproved through the
510(k) process.Here, there is no indication that the PMA process considered, evaluated, or even
addressedhe safety or efficacy oficronized or nommicronized Gentamiciror any other
specfic requirementgshat are distinctively relatetb the design or manufacture of the CMW
GentamicinBone Cement

DePuy’s next argument is that tepecial controls on its product set forth in the FDA
Guidance Document titled “Class Il Special Control&uidance Document:
Polymethylmethacrylate (PMMA) Bone Cement; Guidance for Industry and” RRarrant
preemption of Thompsos’'claims. The FDA typically does not establish a “requirement” for a
medical device when it only approves the device pursuant tsulastantial equivalence”
exception to the premarket approval process “because the 510k process is focused on
equivalencenot safety.” Medtronic, Inc. v. Lohr518 U.S. 470479 (1996). Special control
documents maprovide specific requirementeowever, thasupport a conclusion of preemption
of state law claims.But those specific requirements mgsiow that “the Federal Government
has weighed the competing interests relevant to the particular requiremesistion, reached
an unambiguous conclusion about how those competing considerations should be resolved in a
particular case or set of cases, and implemented that conclusion via a specific mandate o
manufacturers or producersMedtronig 518 U.S. at 501.In each of the cases relied upon by
DeRuy that involved special controls or a guidance document, the “requirementulgated by
the FDA wasa detailed and specifimandate In Degelmam v. Advanced Medical Optics, Inc.
659 F.3d 835, 8442 (9th Cir. 2011)yacated and appeal dismissed 699 F.3d 1103 (9th Cir.

2012), the circuit court examined preemption in the context of whether contact lenensolasi
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mislabeled as “disinfecting solution.” The FDA had issued a document containingl specia
controls for when a contact lens solution could be labeled a “disinfecting solutidn.The
regulation specifically required that a solution meet standalone perfoemeniteria for
disinfecting contact lens products to be labeled “disinfecting solutidt.” The circuit court
found that regudtion to be a specific requirement that the defendanuhddsputedly satisfied
and that the state consumer protection and false advertising claims would angoggrement
in addition to or different from the FDA requirement. at 842. Similarly, in Tuttle v. CIBA
Vision Corp.,Case No. 2:0%5v-340, 2007 U.S. Dist. LEXIS 14676, at-%6(D. Utah Mar. 1,
2007), the district court found a claim arising out of a warning defect was pextonpder 8§
360k where it was “undisputed that the FDA has issuednaprehensive Guidance Document
which governs the form, content, and requirements for labels” on the products such as the one a
issue in that case. It also was undisputed that the FDA reviewed and approvedithgdang
the defendant’s warnings, instructions, and package inserts for the product ahd tedendant
complied with the FDA's requirementd. at *6.*

Here, DePuy has cited to the following language to support the argumenthéhat t
guidance document should preempt all of Thompson’s Hateclaims: “FDA believes that

special controls, when combined with general controls, will be sufficient to preeédenmable

* The other cases relied upon by DePuy involved requirements sktifothe Code of Federal
Regulations. In those cases, however, the regulations found to preempt a stdsemapravided a
detailed and specific mandat8ee Papike v. Tambrands, Int07 F.3d 737, 741 (9th Cir. 1997) (tampon
regulations promulgated in 21 C.F.R. § 801.430 that mandated the spebsgtargive content of the
warning in regards to both the product and the disease at issue preemptéattstddims for failure to
warn), Busch v. Ansell Perry, IncCase No. 3:0tv-126, 2005 U.S. Dist. LEXIS 44075 (W.D. Ky. Mar.
8, 2005) (because thleode of Federal Regulations required specific language be included in a warning
with respect to a specific group of devices to which the defendam¢’s tdoves belong and such
language was indeed included by the defendant on its produéjlthre towarn claim was preempted);
Berger v. Personal Prad Inc, 797 P.2d 1148, 1150 (199@3imilar to Papike tampon labeling
requirements in 21 C.F.R. § 808.1(b) preempted state tort law claim on tampon lahdlwgrnings for
toxic shock syndrome).
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assurance of the safety and effectiveness of PMMA bone cement.” (D&c.P&beld 1703).
But DePuy has provided no persuasarguments that the language itself renders the guidance
document in its entirety a “requirement” in a mansiemilar to PMMA approval.DePuy relies
on the following language iRiegel v. Medtronic, Ing552 U.S. 312, 323 (2008) for its position
thatthe statement reflects the same assurances as the PMA process:
While 8§ 510(k) is focused on equivalence, not safety, premarket approval is
focused on safety, not equivalence. While devices that enter the market
through 8 510(k) have never been formally reviewed under the MDA for safety

or efficacy, the FDA may grant premarket approval only after it determines
that a device offers a reasonable assurance of safety and effectiveness.

(internal quotations and citations omitted). DePuy theorizes that because theeED#drth
guidelines that it believes provides a reasonable assurance of safety aidea#fes, the 510(k)
process with special controls is sufficiently equivalent te #MA process to warrant
preemption. That argument is flawed.

There is no evidence provided to the Court that would demonstrate that the 510(K)
approval process, even with special controls, is equivalent to that provided by the PMA.proces
As explaing in Medtronic the PMA process requires manufacturers to submit “detailed
information regarding the safety and efficacy of their devices, whiehFDA then reviews,
spending an average of 1,200 hours on each submission.” 518 U.S. at 477. In ¢therast,
510(k) review is completed in an average of only 20 houts.”at 479. Even with the special
controls, there is no evidence before the Court that would indicate the revieweyr aad
efficacy in the 8 510(k) process is compéaeab that of te PMA process.

Moreover,the guidance documenivhile certainlyprovidingimportant recommendations
for the submissions under the 510(k) procekses notmandateany particular performance

standardsrelating to, for examplethe particle size, variationn particle size, viscosity
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Suggesting otherwise is the following language contained at the beginning gtittence
document:
This document is intended to provide guidance. It represents the Agency’s
current thinking on this topic. It does not createconfer any rights for or on
any person and does not operate to bind the Food and Drug Administration

(FDA) or the public. An alternative approach may be used if such approach
satisfies the requirements of the applicable statute and regulations.

(Doc. 412, Pageld 1703). Even the labeling section, the most specific section therein, does not
mandateany particular language or warning. Instead, it provides “suggestions” fardgado
assist in preparing labeling that satisfies the requirements of.RR.C8 807.87(e), which
provides that each premarket notification submission shall contain “Proposed labaisgla
and advertisements sufficient to describe the device, its intended use, anddfiendiffer its
use.” (Doc. 412, Pageld 1711). DePuy has not pointed to any specific detailed language that
mandates anything from the manufacturers or producdif the language instead directed
mostly to what needs to be submitted to the FDA to facilitate review of the 510(igaippl.
The statements therein thus are insufficient to qualifysecific “requirements” that preempt
Thompson'’s state law clainfs.

Finally, DePuy has notargued, and therefore has not demonstratieat any state

requirements different from, or in addition to, any requirement applicable utthegeMDA.

*Theinadequate warning claim, however, has been abandoned.

6 Although the issue was nadisedby the parties, it also is nettirelyclear to the Court that the guidance
document governs this particular device, i.e., the DePuy CMW1 Gentamio@ 8emenusal in Thompson’'s
January 2009 operation. The guidance document provided by the partiegidisttspe to product code LODSde
Docs. 294, Pageld 297; Doc. 42, Pageld 1706). While the product code listed for the June 20Q&) 516
DePuy 1 Gentamicin Bone Cement is LOD (Doc:34Pageld 1716), the product code listed for the October 2005
510k) for DePuy CMW 1 Gentamicin Bone Cement is MBB (Doc-4)1 While recognizing that both 5@1Q’s
refer to 21 C.F.R. § 888.3027, whidh,turn, refers to the guidance document, the expressed limited stdpe
guidance document to product code L@Besents anaterial issue concerning its application to the particular
device.
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Accordingly, the Court lacks a sufficient basis upon which to conclude that Thompson’s
state law claims are preemptedthg prior PMA approval or the Guidance Document.

2. Implied Preemption under Buckman Co. v. Plaintiffs’ Legal
Committee

In Buckmanv. Plaintiffs’ Legal Committee531 U.S. 341, 343 (2001), patients who
claimed injuries resulting from the use of orthopedic bone screws in the pedidhes cipines
sued a consulting company that assisted the screw manufacturer in obtainmglafspm the
FDA for the use of the screwsl'he patients alleged that thensulting firm made fraudulent
representations to the FDA as to the intended use of the bone screws, which resulpedperim
market clearancand, ultimately, the patients’ injuriedd. The Supreme Court held that the
fraud-on-theFDA claims were imjpedly preempted by the FDCA, as amended by the MIA.
at 344.

Unlike in Buckmanthe claims in this case are not direct framdthe DA claims’ Nor
doesDePuy present any evidence that Thompsempse her claims formanufacturing defect,
design defect, and failure to conform with representations claims on thg thabrDePuy
committed fraud on the FDAThe soleexcerpt ofDr. Mason’s testimony upon whighbases its
entire argumentwas given upon prompting from counsel for DePuy absubstantial
equivalence and is not an opinion given by Dr. Mason in his expert report. DePuy Hasmot s
how or to what extenthompson’s claims rest upon that excerpt of his testimdhgreover, the
51Q(k) process is one focused on equivalency rather than sd®e¢gel v. Medtronic, Inc552

U.S. 312, 323 (2008).

" The application oBuckmarto the request for punitive dages is addressed separaielya.
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Accordingly, the Court finds that DePuy has not shown that Thompson’'s ciaens
preempted undeBuckmar®

B. Defective Manufacturing under Ohio Rev. Code § 2307.7€ount One)

Thompsorbrings the claim for strict products liability for defective manufacturing unde
Ohio Rev. Code § 2307.74. Section 2307.74 provides:

A product is defective in manufacture or construction if, when it left the

control of its manufacturer, it deviated in aterial way from the design
specifications, formula, or performance standards of the manufacturer, or

from otherwise identical units manufactured to the same design
specifications, formula, or performance standards. A product may be
defective in manufacteror construction as described in this section even

though its manufacturer exercised all possible care in its manufacture or
construction

Ohio Rev. Code § 2307.74.

DePuy moves for summary judgment on this claim on the basisthiibatollowing
testimay of Thompson’s bone cement expert is insufficient to support a manufacturing defect
claim: “I just don’'t have enough information about the manufacturing process” to ramder
opinion of defect and “I didn’t rule a manufacturing problem.” (Doel2Pageld 220) (quoting
Doc. 34, Pageld 1266).

Thompson responds that Dr. Mason’s testimony on deviation from performance
standards creates a genuine issue of material fact as to whether DePuy’s bondaiiexhdat
properly affix the prosthesis to Thompson'’s living bone.

In its reply, DePuy first raises a new argumetitat it is the distributor, not the
manufacturer, and cannot be liable for a manufacturing defect. Next, é@sattgat there is no
evidence that CMWL GentamicinBone Cement deviated in a material way from the design

specifications, formula, or performance standards of the manufacturer. y Re§ues that

8 |If the case proceeds to triahet Courtmay monitorargumentsand evidence presentéal ensure they do not run
afoul of Buckman
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Thompson'’s reliance on her experoffnand comment that he did not “rule out” the possibility
of a manufacturing issue is not evidence of a manufacturing defedurtier argues that
circumstantialevidence is insufficient where it provides only one possible inferghe¢ she
failed to present any evidence her tibial tray would not have loosened afterdhred i had
been properly manufactudeor that the CMWL GentamicinBone &ment deviated from any
particular performance standards of its manufacturer, DePuy Interndtioinalvhich is not a
defendant here

Upon review, the Couftnds sufficient circumstatial evidence of a manufacturing defect
to preclude summary judgmeht{i]t is well -settled that the existence of a manufacturing defect
may be established by circumstantial evidende€arce v. Fouadl46 Ohio App. 3d 496, 504
(Franklin Cnty. 2001) (ng Colboch v. Uniroyal Tire Co., Inc.108 Ohio App. 3d 448
(Cuyahoga Cnty. 1996)¥ee alsdDhio Rev. Code § 2307.73(B). In this case, Dr. Mason opined
that the bone cement failed to properly affix the prosthesis to Thompson’s living bonk, whic
resulted in the need for revision surgery approximately three yearshaftariginal surgery.
Both Dr. Mason and Dr. Swank testified that the implant replacetyigotlly is expected to last
within the range of ten to twenty years. Dr. Swank testifieed failure withinthreeyears is
atypical, that he hageveral patients who haiimilar looseningvith CMW 1 GentamicinBone
Cement and that since switching to another bone cement he has had no further incidents of

similarbone cemernibosening amongis patients.

° The Court need not address DePuy’s argument that it is not theanamef, as issues raised for the first time in a
reply brief are deemed waive&kee Scottsdale Ins. Co. v. Floweés43 F.3d 546, 553 (6th Cir. 2008)pnguette v.
Sun Life & Health InsCo. (U.S.)No. 2:12cv-00006, 2013 U.S. Dist. LEXIS 60716, at *12 (S.D. Ohio Apr. 29,
2013). Moreover, consistent with the Court’'s Opinion and Order on DePugsom to dismiss, the Court
recognizes that “suppliers” may be liable under the OPLA,fathey were manufacturgr under certain
circumstances. Ohio Rev. Code § 2307.78(B)
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Dr. Mason also testified as to three general factors that lead to logsgrbone cement:

(1) factors relating to the patier{) factors relating taéhe surgeryand(3) factors relang to the
device. He explained why he ruled oand/or did not consider relevamiultiple of the potential
causes, including patient n@ompliance, commorbities, the mixing technique, infection, tray
fracture, and glyethylene wear debrisDr. Swank’s testimonis consistent.

Dr. Mason testified tat he did not rule out a manufacturing defect except as to the pour
testing issues. (Doc. 34, Pagekb® 1284). He also testified that he was sufficiently familiar
with the bone cement manufacturing process to know the issues that arise and hoterplay i
with bone cement propertieandhe eplained why he believed thehange to nomicronized
gentamicin affectedhe powder’s particle size and the particle size distribution, altering the
viscosity and the curing behavior of the ceme(Doc. 34, Pageld 1078, 1081, 118687).
While Dr. Swank did not observe viscosity issues at the time of the original subgeMason
explainedthat the effect on the viscosity may be imperceptible and still change the curing
behavior. Further, Dr. Swank confirmed that the timing of the loosening wasexatetl and
that the pattern of the loosening that he observed on-tag appeared to him to be atypical or
accelerated.

On the whole, the evidence presented by Thompson consstuffesent circumstantial
evidence upon which a jury could find a defect present in the bone cement when it left the
manufacturer, without whichllegeddefect the injury to Thompson would not have occurred.
SeelJones v. Staubli Motor Sports Div. of Staubli Am. Ca#p7 F. Supp. 2d 599, 614 (S.D.

Ohio 2012) Miller v. Alza Corp, 759 F. Supp. 2d 929, 9412 (S.D. Ohio 2010)Pearce v.
Fouad 146 Ohio App. 3d 496, 504 (Franklin Cnty. 2001).

C. Strict Products Liability for Design Defects under Ohio Rev.Code § 2307.75
(Count Two)
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Thompsonbrings the claim for strict products liability for defective design under Ohio
Rev. Code § 2307.75. Section 2307.75 provides, in pertinent part:
[A] product is defective in design or formulation if, at the time it te&
control of its manufacturer, the foreseeable risks associated with igs des

or formulation . . . exceeded the benefits associated with that design or
formulation . . . .

Ohio Rev. Code § 2307.75(A). That section further sets forth factors to bileredsin
balancing the foreseeable risks and the benefits associated with tre @leirmulation. Ohio
Rev. Code § 2307.75(BX). Yet, there are some specifically articulated instances in which a
product cannot bdefective in design or formulationSeeOhio Rev. Code § 2307.73), (E),
(F).

DePuy moves for summary judgment on this clamthe grounds that (1) Thompson
lacks evidence-expert or otherwise-on the change in the liquid formulation having any effect
on the bone cement and (2) Dr. Mason’s opinion as to the change and micronized to non
micronized Gentamicin powder are based on guesswork, speculation, arprsiaten of the
manufacturing documents for Thompson’s bone cement, and a misuse of the FDA’'s MAUDE
databaseuch that he is not qualified undeaubertv. Merrell Dow Pharmaceutical$09 U.S.
579 (1993)1o0 testify to scientific knowledge that would assist the trier of fact

Thompson responds that DePuy improperly sedBaubertdetermination in the context
of summary judgment and any issues raised go to the weight rather thanlityreafibhis
opinions. Thompson insists that she has presented sufficient evidence of a design defect,
namely, the opinions of Dr. Swank and Dr. Mason.

DePuy replies that Thompson mistakenly assithat her design defect claim is subject
to the risk/benefits test because an adequate warning is a complete defensedn defiest

claim for such prescription medical devicesder Ohio Rev. Code 8§ § 2307.75(DPePuy

26



reasons thabecause Thompson abandoned her claim for inadequate wahégas conceded
that appropriate warnings accompanied the ClMW@entamicirBone G&ment. Further, DePuy
argues that ®aubertdetermination is appropriate in the context of summary judgment and that
the Court should find Thompson has failed to present admissible, qualified expert tgstimon
necessary to sustain a claim for design defect.

Starting with the change in the liquid formulation, the Court agrees with DePuy tha
Thompson has presented no evideregpert or otherwise—that could show that aefect
relating to the liquid formulatian Thompson provides no argument as to this issue in her
opposition brief. As such, summary judgment shall be granted to DePuy as to thedeésog
claim resting upon thigheory.

As for the change from micronized to noncronized particles, the Court starts with the
Daubertissue. The Federal Rules of Evidence provide:

A witness who is qualified as an expert by knowledge, skill, experience,
training, or education may testify in the form of an opinion or otherwise if:

(a) the expert’s scientific, technical, or other specialized knowledge wil hel
the trier of fact to understand the evidence or to determine a fact in issue;

(b) the testimony is based on sufficient facts or data;
(c) the testimony is the product of reliable principles and methods; and

(d) the expert has reliably applied the principles and methods to the facts of the
case.

Fed. R. Evid. 702. The Court's gatekeeping role under Rule 702 requires it tmideténe
relevance and reliability of all expert testimorngumho Tire Co., Ltd. v. Carmichad26 U.S.
137, 141 (1999)Daubert 509 U.S. 579. IrDaubert the Supreme Court set out a non
exhaustive list of factors to consider in determining whether specific sciet@ditnony is

reliable. Daubert 509 U.S. at 59894. These include whether the theory or technique can be
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(and has been) tested; whether the theory or technique has been subjected to peer review and
publication; the known or potential eabf error and the existence and maintenance of standards
controlling the technique’s operation; and the extent to which the theory or techaisjleen
accepted in its fieldSee id. Yet, “the test of reliability is flexible, anDaubert’slist of spedic
factors neither necessarily nor exclusively applies to all experts or in evesy’ cdsmho Tire

526 U.S. at 141. The reliability of an expert opinion should not be confused with its credibility
and accuracy.In re Scrap Metal Antitrust Litig.527 F.3d 517, 529 (6th Cir. 2008). “[A]
determination that proffered expert testimony is reliable does not indicate invanythe
correctness or truthfulness of such an opiniold” “Instead, the requirement that an expert’s
testimony be reliable meartbat it must be supported by appropriate validatiae., good
grounds based on what is knownld. (citing Daubert 509 U.S. at 590). “The task for the
district court in deciding whether an expert’s opinion is reliable is not tonieemvhether it is
correct, but rather to determine whether it rests upon a reliable foundation, as oppoagd to, s
unsupported speculation.td. at 52930. “But ‘rejection of expert testimony is the exception
rather than the rule,” and we will generally permit testimbaged on allegedly erroneous facts
when there is some support for those facts in the recddd 4t 530 (quoting Fed. R. Evid. 702,
Advisory Comm. Comment, 2000 amend.).

While a court may make Baubertdetermination orthe truncated record presented at
summary judgment, should do so cautiously and only in the most etarof cases.Cortes
Irizarry v. Corporacion Insular De Segurp$11 F.3d 184, 188 (1st Cir. 1997The “summary
judgment process does not confomrall to the discipline thaDaubertimposes[.]” Id. Thus, a
“trial setting normally will provide the best operating environment for theen@lgich Daubert

demands.”ld.
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Here, DePy has not moved to exclude the testimony of Dr. Mason wholesale, claiming
that it is so unreliable that it cannot support a single claim brought by Thompssiead,
DePuy has moved to exclude the testimony only with respect to the defective dasig To
rule on the reliability of Dr. Mason’s testimony in the context of only a singlenclvould be
short sighted, ignoringhe reliability of the testimony as a whole and in regards to the other
claims raised in this litigationAdditionally, the Courtdoes not find that this is a “clear cut” case
where such a premature ruling is necessary or appropritany of DePuy’'s arguments
challenge the accuracy of Dr. Mason'’s interpretation of the factual evid8uteany purported
inaccuracies do not necesBarender his testimony unreliable. More information than that
which has been presented on the truncated record of the summary judgment motiors&yeces
to make this determination. Further, the challenges as to Dr. Mason’s atialifscand his
corclusions on viscosityand curing behavioare subject to factual disputes that are more
appropriately reserved for the trial settingVhile DePuy certainlyhas identified potentially
seriousflaws in Dr. Masors testimonyit has not presented a cleart case that Dr. Mason’s
testimony as a whole is unreliable or thatphanly lacks the necessary qualifications to render
such an opinion. The Court therefore declinemtike aDaubertruling in the context othis
summary judgment motion.

The nextissue for theCourt to consideis whether Thompson has presented a genuine
issue of material fact as to a design defect based on the changenacnamzed particlesDr.
Swank testified that the cement around the tibial component of Thompson’s knee faildd at bot
the cement/bone interface and the cement/device interiace&Swank further testified that there
was poor osteo integration of the cement to the bone. Dr. Swank found nothing Thompson did to

contribute tothe failure to the cement and tHa¢Puy’s own investigation found nothing amiss
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with his process and procedure for mixing cement or using cement for his joatement
surgeries. He further indicated that from 2004 through approximately 2009 he had refetiwely
complications relatedo the use of bone cement, but that between 2009 and 2010, he had
multiple patients who had surgery in which he used DePMW 1 Gentamicin Bone Cement

who had loosening of the prosthetic components due to a bone cement failure at the cement
interface. Afer an unsatisfactory failure investigation by DePuy in 2010, Dr. Swankhsalit

from the use of DePuy CMW 1 Gentamicin Bone Cement to Simplex with Tobiramyte

reports that he has had no further incidents of bone cement failure among his patsnts
making the switch. Based upon his education, training, and experience, he opines that the CMW
1 Gentamicin Bone Cement failed at a higher than expected rate for bone cement andthat FD
adverse event reports likewise show a higher reported complicatenhan either Palacos or
Simplex, which is consistent with his experience.

Dr. Mason, relying in part on the report of Dr. Swank, as well as his education,
knowledge, experience, and review of the DePuy documents, opined that the viscosityrend ¢
behavior of the cement was defective due to the use ofmmonized Gentamicin. He
explained that the change to narcronized Gentamicinvas intended to “enhance the elution
rates” of CMW cements with gentamicin sulfate an@liong them in line with Palacos R with
gentamicin.” (Doc. 422, Pageld 1808}° According to Dr. Mason, that change had the
following two effects: (1) the Gentamicin particles became larger in size and (2) the vanation i
the size of the Gentamicin particles became larger. He explained how bahfabtugs can
have a significant effect on the viscosity during cement curing. Hbefudffered some

indications, including the Deviation Report, that could suggest difficulties with afgathe

19 Generally, this appears consistent with the Harris Declaration, whiitates that the change from micronized to
non-micronized particles was intended to improve thlease of the antibiotic. (Doc.-29Pageld 270).
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correctviscosity. Dr. Mason further explained that “only a sample of each lot is testddhat
“[i]f the lot barely passed testing, it is possible and not unlikely other sampigisl wot have
passed, given the inherent variability of the manufacturing axéhgnof the material in the
operating theater.” Qoc. 422, Pageld 1810). He stated that unpredictable curing and viscosity
issues were noted following the change to-naaronized gentamicin particles and that such
unpredictable curing and viscosity could result in a lack of fixation. He nloé¢dt. Swank’s
operative note for Thompson’s May 2012 revision surgery supported his opinions. There is no
indication thatproduct users were given any warning that there is a significant rislarbf
loosenimy as a result of the use of the CMW 1 Gentamicin Bone Cemesh though they may
have some general knowledge that loosening could occur with the use of bone ¢énmts
Mason therefore opined that the CMW 1 Gentamicin Bone Cement used in Thompsgerg su
was defective in design and that the risks outweighed the benefits. (DBcP4Zeld 1813).
While Thompson’s expelttestimonyand evidencenay be vigorously challenged and may even
be undermined at trial, the Court finds theten the evidence isonstrued in the light most
favorable to Thompson, gufficiently raisesgenuine issuesf material factas to whether the
risks outweigh the benefitander Ohio Rev. Code § 2307.75@{) to survive summary
judgment.

Finally, the Court does not find that DePuy has demonstrated that Ohio Rev. Code 8§
2307.75(D) applies to bar the claim against it. Section 2307.75(D) provides:

An ethical drug or ethical medical device is not defective in design or

formulation because some aspect of it is unavoidabigafe, if the
manufacturer of the ethical drug or ethical medical device provides adequate

1 While DePuy notes that the FDA observed in the Special Controls for Pkidf& cement that “[lJoosening or
displacement of the prosthesis” is among “the most frequent adeastions reported withceylic bone cements”
(Doc. 45, Pageld 1890), there is nothing indicating that any suchingawas provided to product useos
consumers In any event, that statement does not reflect the risk of prematuraitapsearticularly within three
years fronthe time of the surgery.
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warning and instruction under section 2307.76 of the Revised Code concerning
that unavoidably unsafe aspect.

Ohio Rev. Code 8§ 2307.75(D). “Unavoidably unsafe” méedmat, in the state of technical,
scientific, and medical knowledge at the time a product in question left theolcoftits
manufacturer, an aspect of that product was incapable of being made safe.” Ohio Rev. Code §
2307.71(A)(16).

Contrary to DePuy’s argumernwhich was raised for the first time in its reply briefhot
all prescription medical devices are deemed unavoidably unsafe. Rather, comgistaht
statutory definition of “unavoidably unsafe,” the Supreme Court of Ohio held thabthct is
unavoidably unsafe if, at the time of its distribution, there existed no altexrdgsign which
would have as effectively accomplished the same purpose or result with lessSeskWhite v.
Wyeth Laboratories, Inc40 Ohio St. 3d 390 (1988ke alsoMiller v. Alza Corp, 759 F. Supp.
2d 929, 940 (S.D. Ohio 2010). DePuy has not demonstrated that there is no genuine issue of
material fact to whether the CMWGentamicirBone &ment was unavoidably unsafe in such a
manner. Nor has DePuy citedsegle case in which a similar product has bémmd to be
unavoidably unsafe. As such, summary judgment is not appropriate on this basis.

D. Strict Products Liability for Defect Due to Nonconformance with
Representations under Ohio Rev. Code § 2307.7Count Four)

Thompsorbrings the claim for strict products liability based upon-nonformance with
representations under Ohio Rev. Code § 2307.77. Section 2307.77 provides:
A product is defective if it did not conform, when it left the control of its

manufcturer, to a representation made by that manufacturer. A product
may be defective because it did not conform to a representation even

2 Thompson therefore did not have an opportunity to respond to this argumeissusot raised for the first

time in a reply brief are deemed waiveBee Scottsdale Ins. Co. v. Flowes$3 F.3d 546, 553 (6th Cir. 2008);
Tonguette v. Sun Life & Health Ins. Co. (U,9\p. 2:12cv-00006, 2013 U.S. Dist. LEXIS 60716, at *12 (S.D.
Ohio Apr. 29, 2013).

32



though its manufacturer did not act fraudulently, recklessly, or negligently
in making the representation.

Ohio Rev. Code 8§ 2307.77To recover under this section, a plaintiff must prove that: (1) the
defendant made a representation as to material fact concerning the character ooftiadity
product; (2) the product failed to conform to that representationug8jiable relianceon that
representation; and (4) the reliance on the defendant's representations wazdhand
proximate cause of the plaintiff's injurie€ervelli v. Thompson/Center Armk83 F. Supp. 2d
1032, 1045 (S.D. Ohio 20023ee also Krumpelbeck v. Breg, Ind91 F. App’x 713, 722 (6th
Cir. 2012).

DePuy argues that Thompson lacks evidence of all of the required elements.
Specifically, it claims that there is no evidence of an express represerdatwhich Dr. Swank
or Thompson relied because Dr. Swank’s choice of bone cements was not based upon a
representation in the CMW GentamicinBone (&ment package and Dr. Swank did not tell
Thompson he was using bone cement for her surgery.

Thompson responds that its &0 submission remsented that its cement “is a self
curing cement” and “allows for the $&ey and securing of a metal or plastic prosthesis to living
bone.” She further indicates that the Instruction Leaflet represented that mleeckement is
“used for securing a metal polymeric prosthesis to living bone in arthroplasty procedures” and
its bone cement “has no intrinsic adhesive properties, but rely instead on closenitoa
interlock between the irregular bone surface and the prosthesis.” Thompson cdahtnds
DePuy’s cement failed to conform to those representations because the aleénofproperly
affix Thompson’s device to her bone. With respect to reliance, she considessvank’s
testimony as indicating that “at some point, Dr. Swank likely possdasedledge of the

contents of the package insert” and that he expected the cement to lasthangidrdée years.
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She alscemphasizeshat whether Dr. Mason testified to nonconformance is irrelevant because
he cannot testify what Dr. Swank knew or relied upon.

In its reply, DePuy argues for the first time that it is not the manufactudethanefore
cannot be liable. It also contends that the assertion that Thompson has no evidenzerekan e
representation to Dr. Swank or herself. To the extent Thompsos oglithe statements in the
51(k) submission and the Instruction Leaflet, she has no evidence that the ICG®NMtamicin
Bone (&ment failed to conform to those statememtshat she or Dr. Swank relied upon those
representations

Upon review, the Court agrees with DePuy that Thompson has failed to meet her burden
on this claim®®* Thompson identifies three representations made by DePuy: (1) a representati
in the 510(k) submission that its bone cement “is aaeihg cement” that “allows fothe
seating and securing of a metal or plastic prosthesis to living bone”; épresentation in the
Instruction Leaflet that its bone cement is “used for securing a metal or pmypnasthesis to
living bone in arthroplasty procedures”; and (3) a @spntation in the Instruction Leaflet that
DePuy’s bone cement “has no intrinsic adhesive properties, but rely instead ometbsical
interlock between the irregular bone surface and the prosthessstiming the representations
concerned the charactor quality of the producthere is no evidence that the representations
were made to Thompsaeither directly or through her physician. To the contrary, the evidence
presented to the Court shows that Thompson did not know anything about the bone cement or the
use of the bone cement before her surgery. There also is no evidence preserttecbit@k)t

representatiomade to the FDA alsasmadeto Dr. Swank. At best, an inference can be drawn

3 The Court need not address DePuy’s argument that it is not the manufatiissues raised for the first time in a
reply brief are deemed waivedsee Scottsdale Ins. Co. v. Floweés43 F.3d 546, 553 (6th Cir. 2008)pnguette v.
Sun Life & Health Ins. Co. (U.SNo. 2:12cv-00006, 2013 U.S. Dist. LEXIS 60716, at *12 (S.D. Ohio Apr. 29,
2013). In any event, “suppliefsmay be liable under the OPL#r such a claim under certain circumstanc8ee
Ohio. Rev. Code § 2307.78(A)(2), (B)
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that the existence of the 5k) representations for the product were something Dr. Swank may
consider.

Regardless, Thompson has not shown a genuine issue of material fact as to the bone
cement’s failure to conform timose representations. With respect to the representation that the
bone cement is “a setfuring cementthat “allows for the seating and securing of a metal or
plastic prosthesis to living bone,” Thompson has presented no evitteaickemonstratesier
bone cement lacked the qualities necessary to make-idwseifyor that such selcuringcement
doesnot allow in any respect for the seating and securing of the prosthehes living bone
Instead, she points merely to the fHwt the bone cement looseheds not affixedafter three
yearswithout any indication as tbhow that addresses the selfring nature of the cement or
demonstrates that the cement never seated and secured the prosthesigng tienke Further,
as DePuy points outhe evidence reflects that the tibial plate was properly seated and segured
the bone cement at the conclusion of her surgery argkf@ral yearthereafterand Dr. Mason
testified that it was “not necessarily” his conclusion that the bone cement néxed dhe
implant to the bone. Considering that there is no durational representation made therein,
Thompson has not demonstrated a genuine issue of materidhdatterbone cementlid not
conform to that representation.

Likewise, Thompson has presented no evidence that the bone cement is not used for the
stated purpose of “securing a metal or polymeric prosthesis to living bonehrop&sty
procedures.” Indeed, that is precisely what the bone cement was used for in this instance.
Whether the use of bone cement was succeksftihe intended duratiois an entiref separate

issue that is not covered by the representation.
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Similarly, Thompson has presented no evidence that the bone cement actually has
intrinsic adhesive propees or that itdoes not rely on a close mechanical interloxkvork as
represented. In fact, Dr. Mason agreed that bone cement does not have inherent adhesive
properties and that the function of the bone cement is to prove a mechanical connectien betwe
the implant and the boneThompson’s claim that these representations generally concern the
safety and effectiveness of the bone cement is not well taken because sughraent would
convert any representation of a manufacturer, regardlassrature, into representations upon
which a norconformance claim could be based anytime a ywbdailed. Therefore, sent
more, the claim for non-conformance with those representations cannot survive.

Even if Thompson had shown a genuine issue of material fact as {foonfommance
with the representations, she still has not shown justifiagliance. Again, the evidence
presented to the Court shows that Thompson did not know anything about the bone cement or the
use of the bone cement before her surgery. In the absence of such knowledge, she could not
have justifiably relied on any such repentations.As for Dr. Swank, Thompson has failed to
create a genuine issue of material fact that he justifiably relied upon any of siheciéc
representations deciding to use CMW GentamicirBone &ment Dr. Swank testified that he
did not chosethe CMW1 GentamicirBone GGment based upon any representations. Rather, he
used the bone cement because he had used it successfully for years on otiterguatibad
gained a lot of knowledge about bone cement during medical school and his orthopaedi
residency. Thompson’s speculation that Dr. Swank’s testimony “doesn’tsaebegstablish
that he never read the insert at any time or that a DePuy representative never made
representations about the cement’s qualiydc. 41, Pageld 164@oes notcreate a genuine

issue of material fact to survive summary judgment. It is Thompson’s burden to prove the

36



requisite elements of her claim, and she had the opportunity to obtain the necessargtast
Dr. Swank regarding his reliance upon any of the representations in k& &lthe Instruction
Leaflet. Hissolevague statement referencing “a manufacturer’s insert or someiliiog’ 33,
Pageld865) that does not necessarily rule out that he read the insert at some point provides
nothing more thascintilla of evidence in support of her position, which is insufficidfisent
significant evidence on which the jury could reasonably find for Thompson, the element of
justifiable reliances notsatisfied.

Accordingly, summary judgment is granted to DePuy on Count Four.

E. Punitive Damages

Ohio Rev. Code 8§ 2307.80 governs punitive damages in a girdidbility case. It
provides

Subject to divisions (C) and (D) of this sectipanitive or exemplary damages

shall not be awarded against a manufactwersupplier in question in
connection with a product liability claim unless the claimant establishes, by
clear and convincing evidence, that harm for which the claimant is entitled to
recover compensatory damages in accordance with section 2307.73 @82307.

of the Revised Code was the result of misconduct of the manufacturer or

supplier that manifested a flagrant disregard of the safety of persmnsight
be harmed by that product.

Ohio Rev. Code § 2307.80(AYf relevance here is division (C)(1)(a) ai@)(2) of this section,
under which amanufactureris not liable for punitive damages for a device that was
manufactured and labeled in relevant and material respects in accordance with grDvalap
unless theplaintiff can show by a preponderance of tleeidence that the “manufacturer
fraudulently and in violation of applicable regulations of [the FDA] withheld from Ei2A]
information known to be material and relevant to the harm that the claimantedufier

misrepresented to tHEDA] of that type.” Ohio Rev. Code § 2307.80(C)(().
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DePuy moves for dismissal of the request for punitive damages on several gréusi]s
it argues that Thompson’'s bone cement was undisputedly manufactured and labeled in
accordance with the governing FDA requirenseatd Thompson never has claimed that DePuy
fraudulently withheld or misrepresented any material or relevantaficon in obtaining FDA
clearance. Second, DePuy argues that the district courts in this circuit haived-egfinding of
fraud or misrepresentation by the FDA, which has not occurred here. Thirdy Defends
that Thompson has no evidence, let alone clear and convincing evidence, demonstrating a
flagrant disregard for safety.

Thompson responds that there is no Sixth Circuit case thedsagd the issue of whether
punitive damages under the Ohio statute are preempted, and she requested documents from
DePuy regarding its submission of information to the FDA regarding the chaingee
Gentamicin from micronized to nemicronized particlesvhich DePuy refused to produce until
ordered to do so by the Court. Thompson further insists that punitive daanagasssue to be
determined by the trier of fact.

DePuy replies that Thompson has no evidence of conduct warranting punitive damages
and Sixth Circuit caselaw precludes any recovery based upon punitive damages.

The Court agrees with DePuy that the reasoninglansh v. Genetech, Inc, 693 F.3d
546, 55152 (6th Cir.2012 andGarcia v. WyethAyerst Labs.385 F.3d. 961 (6th Cir. 2004),
requires dismissal of the request for punitive damages to the extent it is based &e®IlTode
§ 2307.80(C)(2) In Monroe v. Novartis Pharms. Qar 29 F. Supp. 3d 1115, 1130 (S.D. Ohio
2014), the courtinalyzed the specific language of Ohio’s pueHilamages statute, Ohio Rev.
Code § 2307.80 bguccinctly tramg how the Sixth Circuit and other courts in this cirdwate

applied and interpreteBuckman Co. v. Plaintiffs’ Legal Comn331 U.S. 341, 348 (2001n
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which the Supreme Court held that&pitiffs’ statelaw fraudon-theFDA claims conflict with,
and are therefore impligdpre-empted by, federal law.” THdonroecourt explained:

The Sixth Circuit, looking at Michigan law with a framework similar to Ohio,
found that the difference between a common law claim of fraud on the FDA
(as discussed iBuckmafh and immunity under Michigan law unless fraud
could be shown was “immaterial in light &uckmar’® Garcia v. Wyeth
Ayerst Labs.385 F.3d 961, 966 (6th Cir. 2004). Instead, the Sixth Circuit held
that “state tort remediesrequiring proof of fraud committed against the FDA
are foreclosed since federal law preempts such claibhds.(emphasis added).
The Sixth Circuit has extended this rule, holding that “claims that the
manufacturer misrepresented or withheld information about a drug from the
FDA after the FDA had approved it” were also preempteblarsh v.
Genatech, Inc, 693 F.3d 546, 551 (6th Cir. 2012). One District Court found
that “a punitivedamages claim for an FDApproved drug is allowed under
Ohio law only if the FDA has made a finding of either fraud or
misrepresentation.”In re GadoliniumBased Contrast Agents Produdi@b.
Litig., MDL No. 1901, 2013 U.S. Dist. LEXIS 20706, 2013 WL 587655, at
*14 (N.D. Ohio Feb. 13, 2013).

Monroeg 29 F. Supp. 3d at 1130. After considering that history, the court held that the request
for punitive damages under Ohio Rev. Code § 2307.80 was barred because there had not been a
finding of fraud by the FDA in that caséd. Other courts in this circuit have simikatheld that
punitive damages were unavailable for an F&gproved drug under Ohio Rev. Code § 2307.80
where there was no ielence that the FDA had found either fraud or misrepresentation by the
manufacturer. Rheinfrank v. Abbott Labs., IncNo. 1:13cv-144, 2015 U.S. Dist. LEXIS
104564, at *1003 (S.D. Ohio Aug. 10, 2015Villiams v. Novartis Pharms. Cordl5 F. Supp.

3d 761, 76465 (S.D. Ohio 2014)jn re GadoliniumBased Contrast Agents Products Liab.
Litig., Nos. 1:08GD50000, 1:12GD50002013 U.S. Dist. LEXIS 20706t *60-63 (N.D. Ohio

Feb. 13, 2013). Given that the Court agrees with the analysis set forth icdeesend theis

no evidence presented in this case that the FDA has found either fraud or reésrigpien by
DePuy, Thompson'’s request for punitive damagetismissedo the extent it is based on Ohio

Rev. Code § 2307.80(C)(2).
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Moreover, Thompson’slaim for punitive damages must be dismissed for lack of clear

and convincing evidence as to DePuy’s alleged flagrant disregard foafétg of persons who

may be harmed by the product. Thompson has set forth no evidence at all as to flagrant

disregard much less any evidence that shows a flagrant disregard by clear and canvincin

evidence.

Accordingly, Thompson’s request for punitive damages shall be dismissed.

V. CONCLUSION

Consistent with the foregoing, DePuy’s Motion for Summary Judgment (Doc. 29) is

GRANTED IN PART andDENIED IN PART . It is herebyORDERED that the following

claims ardDISMISSED:

1.

5.

6.

The claim for strict liability for design defects in Count Two to the extent it iscbas
on the liquid formulation of the CMW 1 Gentamicin Bone Cement;

Count Three for strict products liability for defect due to inadequate warning;

Count Four for strict products liability for defect due to nonconformance with
representations;

Count Five for fraudulent and negligent misrepresentations;

Any claimsto the extent they ateased upon violations of federal requirements; and

The request for punitive damages.

The case shall proceed on Count One for strict products liability for defective

manufacturing and Count Two for defective design based upon the powder component of the

CMW 1 Gentamicin Bone Cement.

IT 1S SO ORDERED.

s/Michael R. Barrett
JUDGE MICHAEL R. BARRETT
UNITED STATES DISTRICT COURT
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