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UNITED STATES DISTRICT COURT
SOUTHERN DISTRICT OF OHIO
EASTERN DIVISION

IN RE: DAVOL, INC./C.R. BARD, INC., Case No. 2:18nd-2846
POLYPROPYLENE HERNIA MESH
PRODUCTS LIABILITY LITIGATION
JUDGE EDMUND A. SARGUS, JR.
Magistrate Judge Kimberly A. Jolson

This document relates to:
Johns v. CR Bard et al
Case N02:18<v-01509

MOTIONS IN LIMINE OPINION AND ORDER NO. 5

Plaintiff Steven Johns and defendants C.R. Bard, Inc. and Davol Inc. filed various motions
in limine to exclude evidence and motions to seal exhibits in this case. Now thef@@eurtare
(1) Plaintiff's Motion in Limine No. 9 to Exclude Any Evidence or Argument that VeigtiaST
or Other “ST” Products are Still on the Market (ECF No. 245); (2) Defendamtisthe Americas
Hernia Society Quality Collaborative Foundation'&KISQCF”) Motions to Seal Exhibit 2 to
Plaintiff's Motion in Limine No.7 and Exhibit A to Plaintiff's Motion in Limine No. 9 (ECF Nos.
250, 255); (3) Defendants’ Motion in Limine No. 5 to Preclude Records, Testimony, Reference,
or Argument Concerning FDA Inspections and THrarty Audits (ECF No. 178); (Defendants’
Motion to Seal Exhibits P and K to Plaintiff's Opposition Brief to Defendants’ Motidcimine
No. 5 (ECF No. 194); and (5) Defendants’ Motion in Limine No. 6 to Exclude Any Evidence or
Argument Concerning Foreign Regulatory Actions (ECF No. 179).

On September 3, 2020, the Court held a hearing on outstanding motiomsiria, li
including Plaintiff's Motion in LimineNo. 9 and Defendants’ Motion in Limine No. 5. (ECF No.
322 at PagelD #172886.) TheCourt reserved judgment on these motions. (ECF No. 331 at

PagelD #17886.) Another motionslimine hearing was held on September 10, 2020, and the
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Court considereddditionaloutstanding motions in limine, such as Defendants’ Motion in Limine
No. 6. (ECHNo. 345 at PagelD #185890.) Again, the Court reserved judgment on the motion.
(ECF No. 332 at PagelD #17887-88.)

. Background?

This case is the first bellwether trjalelected fronthousand®f casesn this multidistrict
litigation (*‘MDL"), alleging “that defects in defendants’ polypropylene hernia mesh prazhrcts
lead to complications when implanted in patients, including adhesions, damage to organs,
inflammatory and allergic responses, foreign body rejection, migration of the mesh, and
infections”? (No. 2:18md-02846, ECF No. At PagelD #1-29This includeghe Ventralight ST
the device implanted in Plaintiff. Ventralight $a prescription medical device used for hernia
repars. (ECF No. 30%at PagelD #16717.) Thieood and Drug Administratiori FDA”) cleared it
for use through theremarket notification $10(k) procesén 2010, and later cleared it for use
with the Echo positioning systeim 2011.It is a multicomponent device made of a mashich
consists ofpolypropylene, polyglycolic acid'PGA") fibers, and a bioresorbable coating called
“Sepra Technology” (8T). The ST-coated sid®f the mesh is placed against organs, such as the
bowels, while the uncoated polypropylene side is plagginst the fascibecause the uncoated
sidemaximizes tissue attachmernd thus supportie hernia repairld.)

Plaintiff brings this action to recover for injuries sustained asaltr of the implantation
of Defendantsallegedly defective Ventralight Sdevice Paintiff claimsthat Defendarst knew
that polypropylene isnsuitable for permanent implantation in the human body and th&Gle

fibers created an increased inflammatory respomd@.The crux ofPlaintiff's claims is thathe

1 The Court assumes that the parties and other interested readers arerfaitlilithe history of
this case.For a more complete factual background of this case, the reader is directed touftes C
summary judgment opinion and order. (ECF No. 309.)

2Unless otherwise noted, record citations are to the ddfokehis case, No. 1-8v-01509

2



Case: 2:18-cv-01509-EAS-KAJ Doc #: 359 Filed: 11/03/20 Page: 3 of 23 PAGEID #: 18781

ST coatingon Ventralight ST devicesesorbs too quickly. This leads to the exposuirdare
polypropyleneto internal organs and tissyescreasing the risk of potential complications.
Plaintiff alleges that this occurrence liedomental adhesions afteis laparoscopitiernia repair
surgeryin 2015. The adhesionsere diagnosed during a subsequent laparoscopic surgery in
October 2016 by Plaintiff's implaimy surgeon(ld. at PagelD #16740, 16748 After summary
judgmentthe following claims remain for triatlesign defecunder negligence and strict liability
theoriesfailure to warnunder negligence and strict liabilitlyeoriespreach oexpressvarranty
breach of implied warranty breach of implied warranty of merchantabilityegligent
misrepresentatigrand punitve damages.lqd. at PagelD #1672%65.) Now, various motions in
limine and other evidentiary motions are ripe for adjudication.

This opinion addresses motions in limine regarding evidence that the Ventralight ST or
other ST products are still on the market (ECF No. 245), evidence pertaining to FDA orspecti
or thirdparty audits obtained in response to FDA inspectietated to the Composix Kugel
Hernia PatcHECF No. 5), and evidence concerning foreign regulatory actspesificallythe
British Standads Institution (BSI”) (ECF No. 179)This decision also addresstseerelated
motions to seal. (ECF Nos. 194, 250, 255.)

II.  Legal Standards

“Neither the Federal Rules of Evidence nor the Federal Rules of Civil Precexhlicitly
authorize a court to relon an evidentiary motidan limine.” In re E.I. du Pont de Nemours & Co.
C-8 Pers. Injury Litig, 348 F. Supp. 3d 698, 721 (S.D. Ohio 20T®e practice of ruling on such

motions “has developed pursuant to the district court’s inherent authority to manage thetours

3 The Court granted Defendants’ motion for summary judgment on Plaintiff's othegealle
injuries because Plaintiff failed to demonstrate a material fapudésregarding causation. (ECF No. 309
at PagelD #16740.)
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trials.” Luce v. United Stated69 U.S. 38, 41 n.4 (1984). “The purpose of a matidmineis to
allow a court to rule on issues pertaining to evidence in advance of trial in order to aagidrael
ensurean evenhanded and expeditious trid.¥e E.l. du Pont348 F. Supp. 3dt 721 (citingnd.
Ins. Co. v. Gen. Elec. Go326 F. Supp2d 844, 846 (N.D. Ohio 2004)However, ourts are
generally reluctant to grant broad exclusions of evidémdere trialbecause “a court is almost
always better situated during the actual trial to assess the value and utility oicevidg@ch v.
Koch Indus., In¢.2 F. Supp2d 1385, 1388 (D. Kan. 1998c¢cord Sperberg v. Goodyear Tire &
Rubber Cq.519 F.2d 708, 712 (6th Cir. 1978)nless a party proves that the evidence is clearly
inadmissible on all potential grourds demandingequirement"evidentiary rulings should be
deferred until trial so that questions of foundation, relevancy and potential prejuaycéen
resolved in proper contextlhd. Ins. Co, 326 F. Supp. 2d at 848ee alsdKoch 2 F. Supp2d at
1388.The denial, in whole or in part, of a motion in limine does not give a party license to admit
all evidence contemplated by the motion; it simply means that the court cannot adjtiokcat
motion outside of thé&ial context.Ind. Ins Co, 326 F. Supp. 2d at 846.

Relevant evidence is “evidence having any tendency to make the existence of any fact that
is of consequence to the determination of the action more probable or less probabhedéh i
be without the evidence.” Fed. R. Evid. 401. Eviddhegis not relevant is inadmissiblEed. R.
Evid. 402. A court may exclude relevant evidence under Federal Rule of Eviden¢e 493
probative value is substantially outweighedaganger of . . . unfair prejudicepnfusingthe
issues, misleading the jury, undue delay, imgstime, or needle$g presenng cumulative
evidence.” Fed. R. Evid. 403. Evidentiary rulings are made subject to the distri¢$ sourtd
discretionFrye v. CSX Trans., Inc©33 F.3d 591, 598 (6th Cir. 2018ge alsd’aschal v. Flagstar

Bank 295 F.3d 565, 576 (6th Cir. 2002) (“In reviewing the trial cautdecision for an abuse of
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discretion, the appellate court must vithe evidence in the light most favorable to its proponent,
giving the evidence its maximum reasonable probative force and its minimum reasonable
prejudicial value.”).
[l Analysis
A. Plaintiff's Motion in Limine No. 9

Plaintiff argues in this motion that the Gbshould exclude evidence that the Ventralight
ST or other ST products are still on the market. (ECF No. 245 at PagelD #13118.) According to
Plaintiff, this evidence is irrelevannder Rule 401 and unfairly prejudicial and misleading under
Rule 403 because the Ventralight ST was allowed to go to market as a result of th&)§ 510(
approach, which does not address safdty.at PagelD #13121). Moreovahe FDAdid not
possess all pertinent evidence of adverse eumtause Defendants did not reportaalierse
event reports known to them, including trend analysis from the AHSQC et PagelD #13122
23.) Therefore, the FDA lacked complete informationwaild have enabkit to decide whether
to recall the devicegld.) Defendants respond that th&80(k) process does address safety and
efficacy, that Plaintiff relies on an impermissible “fraoi-theFDA” theory, and thaéxcluding
evidence showinthe ST products are still on the market unduly prejudices Defendants. (ECF No.
265 at PagelD #14107-13.)

First, relevance. The fact that the ST products are still on the marketvianelo this case.
Plaintiff's Utahdesign defeatlaims,based on botktrict liability andnegligence, require evidence
of whether the product was “unreasonably dangerous to the user or consumer or to his property,”
Brown v. Sears, Roebuck & C828 F.3d 1274, 1279 (10th Cir. 2003) (citiBgest W. Hahn,
Inc. v. Armco Steel Co601 P.2d 152, 158 (Utah 1979%}r(ct liability), or evidence ofwhat

Defendantknew or should have known under the circumstarsmss, e.gFortune v. Techtronic
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Indus. N. Am.107 F. Supp. 3d 1199, 1204 (D. Utah 2015) (qudiigge v. Stanleyostitch 979

P.2d 317, 32QUtah 1999) (negligencg House v. Armour of Am., In@29 P.2d 340, 343 (Utah
1996) étrict liability). That the ST products remained on the market is probative of safety because
it indicates that the FDA has not had any bewiarecall, such as recurrent death or serious injury.
See21 C.F.R. § 803.5a)(1).

Plaintiff asserts that the § 510(k) process is not indicative of safety and shatdbess is
pertinent to the fact that the ST products are still on the market. (ECF No.Rd&edD #13121.)

The Court agrees that the § 510(k) process does not adafesg (ECF No. 355 at PagelD
#18767-68), but Plaintiff misses the markherecall process morerelevant to whether a product

is still permitted to be on the market, rather than the process that allowed the product to enter the
market in the first plee. Regardless, evidence of the § 510(k) process is admissible because it
speaks to the history of the Ventralight Sd. &t PagelD #18768-69.)

Plaintiff thencounters that the fact that the ST products remain on the market is less an
indication of safety thait is the result of Defendantsleficientmandatory reports to the FDA of
device malfunctions likely to cause serious injury or death, upon which the FDA would base a
decision to recall the devic€ECF No. 245 at PagelD #13122 (citing 8808%(1).) This may be
the casgebut this is an argument abdbe appropriate weight of the evidence, notélevance
United States v. Snydef89 F. App’x 501, 512 (6th Cir. 2019). If Defendants offer evidence that
the Ventralight ST is still on the markdien thePlaintiff is free to attacthis evidencany number
of ways, including thaany absence of a recall is due to Defendants’ incomplete mandatory.reports
Defendants’ response that evidemedated to its disclosures to the FD# prohibited under
Buckman Co. v. Plaintiffs’ Legal Committeg81 U.S. 341 (2001), finds little traction. As the

Court concluded in Motions in Limine Order No.BYyckmarprohibits fraudon-theFDA claims
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not mere eidence,becausesuch claimsare preempted by the Medical Device Amendments of
1976 to the Food, Drug, and Cosmetic Act (“FDCA”). (ECF No. 355 at PagelD #1B3H9
Plaintiff's claims are not preempted, and mere evidence of the adequacy of aw$end
disdosures to the FDA is insufficient under Sixth Circuit precedent to trigger preempider
Buckman (Id.)

Finally, Plaintiff contends that the probative value of evidence that the Mghtr&IT and
other ST products remain on the markesubstantiallyoutweighed by the risk of unfair prejudice,
as well as confusing and misleading the jury. (ECF No. 245 at PagelD #13h23Qourt is
unpersuadedf Defendants introduce evidence that the ST products are still on the manket, the
Plaintiff will rebut t as noted abovés this Court has noted before, jurors “who hear a story . . .
may be puzzled at the missing chapte@ld Chief v. United State$19 U.S. 172, 189 (1997)
(interpreting the scope of Rule 403)jury will naturally wonder what the current status of the
Ventralight ST is. Thuswhether the device at issue or devices similar to it are still in use is part
of this story, and Defendants shall be permitted to tell it. The evidence does not poseskndue ri
of prejudice or misleading the jury.

For these reasons, Plaintiff's Motion in Limine No. 9 is denied.

B. Motions to Seal Exhibit Attached to Plaintiff’'s Motions in Limine Nos. 7 &9

Defendants anthe AHSQG- urge the Court to seal a document created by the AHKSQC
that details the rate of reoccurrence of hernias after surgical mesh repair suageeperted by
surgeons, of the Ventralight Si compared tdevices not manufactured by DefendaniCK
Nos. 250, 255.Plaintiff attaches this exhibib two motions First, he attaches it to higdotion in
Limine No. 9 to demonstratine type of informationthat Defendants’ disclosures to the FDA

lacked.(ECF No. 245 at PagelD #13123econd, Plaintiff attaches it kis Motion in Limine No.
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7, wherehe argues that AHSQE reports detailing ratesf @efendants’ device complications
should be excluded. (ECF No. 243 at #130f7Rlaintiff does not oppoghese motionsto seal
Whether to seal records is a decision left to the sound discretion of the districGeaur
Kondash v. Kia Motors Am., In@67 F. App’x 635, 637 (6th Cir. 2019) (citideyer v. Goldberg,
Inc. v. Fisher Foods, Inc.823 F.2d 159, 161 (6th Cir. 1983)). However, a district “court’s
discretion to seal its record is bounded by a ‘lestablished legal tradition’ of the ‘presurvpt
right of the public to inspect and copy judicial documents and filédd Equip. Co., Inc. v.
John Deere Constr. & Forestry Ca@34 F.3d 589, 593 (6th Cir. 2016) (quotimgre Knoxville
NewsSentinel Co., In¢.723 F.2d 470, 747 (6th Cir. 1983)Yhile adistrict court may enter a
protective order during discovery on a mere showing of “good ¢aked. R. Civ. P. 26(c)(1
“‘very different considerations apply’ . :when the parties place material in the court re€ord.
Shane Grp., Inc. v. Blue Cross Blue Shield of Mi8R5 F.3d 299, 305 (6th Cir. 201@)tations

omitted).“‘[T ]Jhe public has a strong interest in obtaining the information contained in the court

record’” thusthe moving partyhasa “heavy” burden of overcoming a “'strong presumption in
favor of opennessas to court recordslt. (citations omitted) The moving party musanalyze in
detail, document by document, the propriety of secrecy, providing reasons and legal citdtions.”
“Ultimately, the movant must show thdisclosure will work a clearly defined and serious injury
....And in delineating the injury to be prevented, specificity is essehtidl at 30708 (citations

omitted).

4The Court reserves judgment on the merits of Plaintiff’'s Motion in Limine No.CGF(Ho. 243)
and rules only on the motions to seal in this opinion and order. The Court also reservesnudgme
AHSQCF’s Motion in Limine Re: Use of Reports Prepared by AHSQCF (ECF No., Mfich also
addressesdata from the AHSQCHKthough none contemplated blyesemotions to seal) The substantive
issue of admissibility of both motions will be addressed in a later opinion.

8
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When the motion to seal goes to “the content of the information to be disclosed to the
public,” courts in this circuit'consider, among other things, the competing interests of the
defendant’s right to a fair trial, the privacy rights of participants or third pattede secrets, and
nationalsecurity.”Rudd 834 F.3d at 593The existence of a trade secret “is typically enough to
overcome the presumption of access” to the records by the .pobdoe Grp.825 F.3d at 308
(quoting BaxterInt’l, Inc. v. Abbott Lah.297 F.3d544, 546(7th Cir.2002). “[T]he seal itself
must be narrowly tailoredto a ‘compellingreason why certain documents or portions thereof
should be sealedld. at 305.Similarly, the court “that chooses to seal court records must set forth
specific findings and conclusions which justify nondisclosuik.at 306 (quotation omitted).

Defendants and AHSQ@&argue that the AHSQEdocument is a trade secret. Under the
Utah Trade Secrets Adhey must show that thépossessed a protectable trade secret,” meaning
that it benefits economically from information not “generally known” or “ascefbériay proper
means’by the public.Surgenez, LLC v. Predicative Therapeutics, [ +-€CF. Supp. 3d---, No.
2:19¢v-295RJISDAO, 2020 WL 2736120, at *6 (D. Utah May 26, 2020) (quoting Utah Code
Ann. § 1324-2(4)(a). They must also show thahey took reasonable efforts to keep the
information secretd. (citing § 13-242(4)(b))>

Defendanteind AHSQG@ havedemonstrated that thépthhave gorotectabldrade secret
that theyhavereasonably attempted to proteBHSQCF collects data regarding hernia repair
devices, from Bard, Davol, and its competitors. (ECF No. 250 at PagelD #13161.) To acgess data

industry participants mustecome a subscriber apdy AHSQG-. (Id.) As a subscriber, industry

5 Defendants rely on Ohio law in their brigECF No. 250 at PagelD #13163 n.1 (quoting Ohio
Rev. Code § 1333.61(D)Generally, the “state law suppl[ying] the rule of decision” governs matters
undefined or unaddressed by the Federal Rules of Evidence. Fed. R. Evid. 302 (presumgdi®as3p
501 (privileges). Therefore, Utah law would supply the rule for trade secre¢s @enveniently, Utah
and Ohio law are identicalCompareUtah Code Ann.§8 1324-2(4)(a) (b) with Ohio Rev. Code §
1333.61(D).
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participants may only access reports related to their own devitg¢3.Hus, from both AHSQE's

and a subscriber’s perspective, the comparative data is not generally knowertairable to
others by proper means. Additionally, both AHFc@Md Defendants benefit economicallgrfr

this information. Subscribers pay AHSQ® gain access to its data and reports, while Defendants
have the benefit of the reports, enablthgmto better compete in the medical device market.
Finally, AHSQQ~ andDefendantfhiavetaken reasonable effottis keep this data secret. AHSQC
strictly limits subscribers’ use and disclosure of its data and reports, includidgdieent here.
(ECF No. 255 at PagelD #13589.) Moreover, Defendants hawdisubbsed the information in
this report. $eeECF No. 250 at PagelD #13165.)

Defendants and AHS(have also indicated specific injuries that they would suffer were
this information unsealed. Defendants would suffer an economic and competitivéf loss
competitorsvere to haveccess to information about the Weight ST.(ECF No. 250 at PagelD
#13164.)AHSQCF, a nonprofit engagdin research, would be impacted because it would lose the
ability to keep data confidential, disincentivizing manufacturer participatiorténcd#lection and
other research effort€ECF No. 255 at PagelD #13590.)

Moreover, the public’s interest in this information is not greater than Defendarts’
AHSQGCF's proprietary interest The general publigvould generallynever haveaccesdo this
information because subscribg@mique data is only available to industry participants who are
subscribersAdditionally, the exhibit only shows how the Ventralight ST fares in preventing hernia
reoccurrences compared to competitor devices\ass, so the repoatoneprovides little in the
way of specific information to the publior consumersTherefore, the public’s interest in this
particular report is slight. Defendantshd AHSQ®'s interests in sealing thexhibits which

contain trade secretaitweigh the public’s interest in disclosure of the records.

10
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For these reasons, the motions to seal are granted.
C. Defendants’ Motion in Limine No. 5

In their fifth motion in limine Defendants argue that evidence related to FDA inspections
and third-party audits regarding the Composix Kugel Hernia Patch should be excluded. (ECF No.
178 at PagelD #10261; ECF No. 195 at PagelD #11594.) Specifically, Defendants contend that
theFDA-related evidence is irrelevant, unfairly prejudicial, and inadmissible heansktphat the
third-party-audit evidence is irrelevant and inadmissible hearsay. (ECF No. 178 at PagelD
#10265+0; ECF No. 195 at PagelD #11598.) Plaintiff responds that this eence
demonstrates “systematic failures within both Bard and Davol to engage in prolitgragqundrol,
to support their product specifications with scientific evidence, and numerous olilvesfaihat
impact all Defendants’ hernia mesh products. (ECF190 at PagelD #10772.)

The FDA regularly inspects manufacturing facilities such as Defendants’ éomile¢
whether the facility is complianvith theFDCA and other related acts, as well as FDA regulations
(ECF No. 1781 at PagelD #10278.) These findings are recorded on a form FDAIAS§3ectional
Observations.Id. at PagelD #10277.Jhe inspector reportger findings in an Establishment
Inspection RepotEIR”). (Id. at PagelD #10285A Warning Letter may then be sent to a facility,
which notifies the facility of “violations of regulatory significance.” (ECF No.-27& PagelD
#10292.) The object of these letters it to achieve “prompt voluntary compliance’eddtaf law.

(1d.)

In 2006, Defendants issued a voluntary recall of the Composix Kugel due to broken “recoil
ring[s],” a component of the device. (ECF No. 178 at PagelD #10266.) Prior to the recall, the FDA
inspected Defendants’ Rhode Island facility in 2006, which led to 483 observations and an EIR.

(Id. at PagelD #10264.) The FDA conducted a second investigation in 2007, which led to a warning

11
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letter. (d.) In 2008, the FDA investigated Defendants’ Puerto Rico facility, leatbhng83
observations and a warning lettéd.)

Defendants retained various thjpdrty auditors. They retained two after the voluntary
recall. (d. at PagelD #10265.) Then in 2008, Defendants Hhineddifferentauditors. [d.) All
audits were conducted “to evaluate internal process and make recommendations to improve
policies relative to corrective andgwentative actiofi.(Id.) Plaintiff seeks to introduce into
evidence these FDspectiomrmaterials related to Composix Kugel, as welkkaslence from the
third-party audits. (ECF No. 190 at PagelD #1Q)72

Based on Plaintiff's response to this motiorimine, it appears that Plaintiff inteado
offer evidence of th&Composix KugelFDA inspection materialén large part to support his
manufacturing defect claim(ECF No. 190at PagelD #10774/8) Summary judgment was
granted on Plaintiff’'s manufactugndefect claim, howeverECF No. 309 at PagelD #1674
Therefore, any evidence related to this claim is irrelevant and inadmissible.

As for whethethe FDAinspections and thirgarty audit evidence is admissible to support
Plaintiff's designdefect failure to warn,and other negligence claims, Defendants are largely
correctthat it is not. The Composix Kugel is not a predicate device to the Ventreédighand the
Composix Kugel has key differences from the Ventralight ST, sutihea®coil ring. ECF No.

178 at PagelD #10266.) Thus, evidence from the FDA inspectionthiatigharty audits that are
devicespecific are irrelevant to this cageue,Plaintiff identifies one area of overlap between the
Composix Kugel and the Ventralight ST, contending that the FDA inspections addressed
Sepramesh and Sepra Technology (the “ST” in “Ventralight ST”). (ECF No. 190 aDR&#178

& n.15.) He points to a 2008 summary of an FDA audit prepared by Virginia Garcia, Senior

Regulatory Affairs Associate at Davahc. (ECF NO. 19017.) But Garcia’s report simply notes

12
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that the FDA inspector asked about Sepramesh technology, which was mentioned in an “RGL
complaint.” (d. at PagelD #11419.) Standing alone, this is too vague to constitute probative
evidence.

The clea implication from Plaintiff’s briefing is that becaugdee Composix Kugel device
was recalled for being defective, as evidenced by the FDA inspections anpatyr@wuditsit is
more likely thatDefendantsVentralight STdevice isdefectiveas well But this is overt character
evidence, or “the classic propensity argument that [Federal] Rule [of Evide@)prohibits.”
United States v. Blakel\875 F. App’x 565, 573 (6th Cir. 2010). In other words, Plaintiff
“generaliz[es] a defendants’ earlierdoact to bad character and taking that as raising the odds that
he did the later bad act now chargedDJd Chief, 519 U.Sat180-81.

Neverthelessthe Court can discern one narrow admissible purpose for this evidence
Evidence that would otherwise be properly considered inadmissible character or pyopensit
evidence may be admitted for other purposes, including to show knowledge. Fed. R. Evid. 404(b).
Therefore, Plaintiffmay introduce evidencé&om the Composix Kugel FDA investigations and
third-party audits that tend to prove tHagfendant were aware of breaches of the FDCA and
FDA regulationsif he can show that Defendardiemmitted the same or substantially similar
violations in relation to the Ventralight ST prior to implantation in Plain8fich evidencés
relevant to whether Defendants knew or should have known that the Ventralight Wesice
“unreasonably dangerous to the user or consumer or to his propertystitctdiability design
defed claim, Brown, 328 F.3d at 127%nd whether Defendants’ conduct was reasonable and
Plaintiff's harm foreseeable as a result of these FDCA and FDA regulatiatiomnd for his
negligence claimsseeFortune 107 F. Supp. 3d at 120dpuse 929 P.2d at 343.

Plaintiff points to at least one such instance. He argues that thepdniyd auditors

13
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considered whether Defendants satisfig@rnational Organization for Standardization (“1SO”)
13485 for the Composix Kugel device (ECF No. 190 at PagelD #18784}andard that blot
parties recognized Defendants follaw relation to the Ventralight ST to satisfy the FDA
requirement under 21 C.F.R. 8 820 aquality system. (ECF No. 230 at PagelD #12618; ECF
No. 270 at PagelD #142423.) And asthis Court recently explained, evitte pertaining to
violations of FDA regulations, including 21 C.F.R. § 820, which standards fronS@enay
satisfy, help define the duty of care under Utah tort law. (ECF No. 355 at PagelD #1876®.) Give
the breadth and volume of the evidence attached to this briefing, it is undéantiff hasother
evidence that will pass through the eye of this ne&dle.

In relation to the thirgparty auditsDefendants contend thidite audits argr]etrospective
seltanalyses” and are thurselevant. (ECF No. 179 at PagelD #10268i3 unclear to the Court
why the fact that partyhas taken steps to review itsedhdersthe auditsrrelevant.Moreover,
Defendants provide no support for this assertion. TheyRatehold Chemicals, Inc. v. Textron,
Inc., 157 F.R.D. 522 (N.D. Fla. 1994), a8dgura v. City of Rend16 F.R.D. 42 (D. Nev. 1987),
but these casedo notconsider relevance; theaddress discovery privilegedhe selfcritical
analysis privilege and the executive privileGeichold 157 F.R.D. at 52{selfcritical analysis
privilege) Segura 116 F.R.D. at 4%executive privilege)Defendants have not asserted these

privileges! A selfprompted audit in response to the Composix Kugel FDA inspections is relevant

6 Because this evidence may only be admitted to demonstrate notice or knowledge, it
unnecessary to address whether the FDA materials and-fhartly audits are hearsay evidenSee Biegas
v. Quickway Carriers, InG.573 F.3d 365, 379 (6th Cir. 2009¢xplaining that oubf-court statements
introduced to show notice are not hearsay)

“In any case, Utah does not recognize the-sglical analysis privilegeSeeFed. R. Evid. 501
(stating in civil cases the state law supplying the rule of decision governs privileges the executive
privilege is a privilege against discoverMadsenv. United Television, In¢.801 P.2d 912, 915 (Utah
1990). Thus, by producing the thiygarty audit evidence during discovery, Defendants have waived this
privilege.Cf. Terry v. Bacon269 P.3d 188, 192 (UtahtCApp. 2011)(explaining that the attorneglient
privilege, a discovery privilege, was waived when the evidence at issue was produced)
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to the extent that it demonstrates that Defendants were aware of FDCADandegulatory
violations that were also present while designing the rdbght ST.

Defendants also argue that admission of evidence of FDA investigations arplatttyrd
audits regarding Composix Kugel will unduly confuse, prejudice, and mislead the jury, and the
Court is inclined to agree generally based onnidweire and volume axhibits attached to this
briefing. This case will demand much of jurors, introducing them to scientific, medical, regla
and statutory information. The introduction af the evidence about another device attached to
this briefingwould risk overloading the jury.

Yet the narrowness othis opinionwill require Plaintiff to make sweeping cuts and
redactions in its FDA and thirparty audit evidence regarding Composix Kugel such that any risk
of prejudice is drastically limited=or example, no details of the Composix Kugel's design
recall or its nonconformity is relevant to prove notibtoreover, it will be made clear to the jury
that Composix Kugel is not a predicate device or substantially similar to the Nghit&T. The
only relevant features froitine FDAiInspectionsand thirdparty audits related tGomposix Kugel
are FDCA and FDA regulatory violatiotizat Defendants also allegedly committed when making
the Ventralight ST.

Finally, Defendants argue that the jury will be lmisby evidence of the FDA inspections,
mistaking the inspections and related documents, such as the EIR and the warningslé&itens) a
agency finding. (ECF No. 178 at Page ID #10267.) This is remedied by a simple explanation that
the jury is more than capable of understanditigatan EIR or avarning letter is antecedent to a
formal finding. In the unlikely event that Defendants do not challenge this evidence, the @ourt wi
instruct the jury that the FDA inspection materiatglwarning letterdo notrepresent an official

finding.
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Accordingly, Defendants’ motion is granted in part and denied in part.

D. Motions to Seal Exhibits Attached to Plaintiff's Opposition Brief to Defadants’
Motion in Limine No. 5

Defendants move to seal Exhibits K and P to Plaintiff’'s Opposition BriBefendants’
Motion in Limine No. 5. (ECF No. 194.) Defendants argue that these exhibits contain prgpriet
information and should be sealed, as well as that these exhibits are irrelevant aedsameo
the Court’s determattion of the motion in limineld. at PagelD #1158%6.) In response to this
latter argument, the Court reviewed exhibits attached to several of Plaini#fs ib this caselt
thenordered Plaintiff to show that the exhibits attached were necessdegide the motions as
required by Local Civil Rule 7.2(e). (ECF No. 319 (referring to this motion toaealell as two
other motions to sealot addressed in this opiniphin response, Plaintiff withdrew Exhibit,Kas
well as most pages of Exhibit EECF No. 347 at PagelD #18675.) Therefore, this motion only
addresses wheth#re remaining pages of Exhibit P (ECF No. 190st®uld remain sealed.

Exhibit P is a Microsoft Word documeritom Defendantsregarding an ongoing,
unpublished clinical studynvolving Phasix ST, a different hernia mesh device manufactured by
Defendants. (ECF No. 194 at PagelD #11586; ECF No20% PagelD #11482.) The document
even has Track Changes and redline edits. (E€RA8020 at PagelD #11482.) Plaintiff explains
that the passage referencing a determination made lBShghows Defendants were in contact
with BSI, and that this passage makes the document relefzf. la 347 at PagelD #11483.)
Plaintiff states that BSI conducted a thpdrty audit for Defendants, (ECF No. 190 at PagelD
#10784), though Defendants dispute this, (ECF No. 194 at PagelD #1P0)iff uses this
evidence to support his contention that Defendants’ employees who created the audit documents
had personal knowledge, as required by the business record exception to hearsay, Fed#ral Rul

Evidence 803(6)(A). (ECF No. 190 at PagelD #10786.)
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As set forth above, Defendants carry a heavy burden to overcome the “strong presumption
in favor of openness’ as to court recdrbgcause of the public’s “strong interest in obtaining the
information contained in the court recor&hane Grp.825 F.3dat 305 (itationsomitted) And
courts in this circuit consider the competing interests of the public’s rightoodrénformation
and the parties’ privacy rightRudd 834 F.3d at 593%ee also supr&ectionlll.B.

At least one district court has specifically concluded that unpublished clinichiest
should remain seale@nd its reasoning is persuasiveBiracco Diagnostics, Inc. v. Amersham
Health Inc, the district court concluded that the defendant hddgitimate private interest in
maintaining . . . confidential internal studies and analyses weaéi No. 03-6025 (FLW), 2007
WL 2085350, at *9 (D.N.J. July 18, 2007). &'kourt emphasized that thepwblished clinical
studies, as well as documents related to these studies, are highly confidentialuéchdot be
available to the public were it not for civil discovely. And, as is also required in this circuit, the
cout concluded that the defendant had shown a specific injury that would result from unsealing
the documentdd. The courtdetermined that the information contained in the subject materials
could be manipulated or distorted by competitors for a businesmiage’ Id. (citing In re
Cendant Corp.260 F.3d 183, 194 (3d Cir. 2001Additionally, the chance to publish the study
in a scientific journal could be lost because journals are unlikely to publish studéestie
information has already been reledse the public in some mannédl.

Defendants’ interest in keeping this document under seal outweighs the public® intere
this record document. Defendants contend that this study is highly confidential. And, absent the
discoveryin this case, the public would not have access to this information. However, it is
important to note that the public will presumably have access to this study when it sheapli

which means the information contained within is verified and final. Ttheseliablanformation
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in this document will not always be inaccessible to the public. And importantly, Defericevst
shown a specific injuryBecause thelinical studyis ongoing, the documeégtstatements are
neither final nor completé hus the information is more susceptilitealteration and distortion
than finalized, published informatioas inBracca Finally, Defendants also contend that the
chance to publish the study in a journal could be impacted by unsealing ExHiwteRdants
have met their burden justifying that the seal remain on Exhibit P.

Defendant’s motion to seal is granted.

E. Defendants’ Motion in Limine No. 6

Defendants argue in this motion that evidence or argument related to foreitaiaggu
actions should be excluded prejudicial. Specifically, Defendants reference audits completed by
the BSI and aver that Plaintiff plans to rely on these audits to demonstrateariorajonformity”
in theVentralight ST, along with some of Defendants’ ott@rices, with European Unio(‘EU")
regulations(ECF No. 179 at PagelD #10630.) Additionally, Defendants poiatdiinical study
initiated in response to the BSI audits, titled “DWR0.” (Id.) Defendantsexplainthat anaudit
was sought so #t they would beble to bring themselves intimmpliance with new Medical
Device Regulations (“MDR”) in the EU that weteetake effect in 20201d.)8 Plaintiff responds
that Defendants “mischaracterize” the BSI evidence. (ECF No. 191 at PagelD #1H665.)
contends that the BSI is not a foreign regulator and that he will introduce the BSiceviu# to
show a lack of compliance with EU regulations, but to show that Defendants could have conducted

longterm clinical studies before the Ventralight ST was implanted in Plaantifthat Defendants

8 Defendants do not identify any other foreign regulatory evidence. Accordingly, this opinion
only addresses BSI evidencat this time, he Court declineso excluce all foreign regulatory evidence
without the benefit of the evidence in front of it ar leastmore particularity. See Yates v. Ford Motor
Co., No. 5:12CV-752-FL, 2015 WL 2189774, at *14 (E.D.N.C. May 11, 201(5Nevertheless, courts
within this drcuit have declined to grant motions broadly seeking to exclude evidence of foreign
regulatory actions when those motions, as here, lack specificity and context.”)
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were aware of certain adverse effects ofdheice—all of which was indicated in Defendants’
communicationsvith BSI. (d. at PagelD #11564-67.)

Whether BSI is a foreign regulator is a difficgliestion. BSI is a private company that
performs a host of services, including consulting, compliance audits, and standardization f
quality management systeiand it describes itself as a developer of quality control standérds.
But BSI is also a notiéd body, “an organisation designated by an EU country to assess the

conformity of certain products before being placed on the matkét.“conformity assessment”

of a device performed by a notified body is a prerequisite for placing a product du thalet.*?
Importantly, a notified body is not the equivalent of the FB#he European Medicines Agency
(“EMA”) is. 3 It appears that once a device has obtained a conformity assessment from a notified
body, the EMA provides some level of review of the assessmuedtultimately makes a
recommendation to the European Commission, which provides market authorizatienCourt

need not decide whether BSI is a foreign regulator, however, because even were the Court to

conclude that BSI is a foreign regulator, the B&&ted evidence is still admissible.

Some courts have excluded evidence related to foreign regulatory actions téxesigoy

9 BSI, Our Services https://www.bsigroup.com/etVS/ourservices/ (last visited October72
2020); BSI, Financial Information, https://www.bsigroup.coml¢®/aboutbsi/Financialinformation
(last visited October 27, 2020)

101S0, BSI, United Kingdomhttps://www.iso.org/member/2064.html (last visited October 27,
2020)

11 European CommissionNotified bodies https://ec.europa.eu/growth/singhearket/goods/
building-blocks/notifiedbodies_en (last visited October 27, 2020).

12 European CommissionConformity assessmenhttps://ec.europa.eu/growth/singhearket/
goods/buildingblocks/conformityassessment_en (last visited October 27, 2020).

¥ FDA, A Look at the European Medicines Agencyttps://www.fda.gov/animal
veterinary/animahealthliteracy/lookeuropeanmedicinesagency (last visited October 27, 2020)
(“"EMA has a similar role as FDA in theeview and approval of certain drugs for people and animals in
the European Union (EU).”).

¥ European CommissionMedial Devices https://www.ema.europa.eu/en/humeagulatory/
overview/medicaldevices (last visited October 27, 2020); European Commisdddrtaining an EU
marketing authorization, stepy-step https://www.ema.europa.eu/en/humigagulatory/marketing
authorisation/obtainingu-marketing-authorisationstepstep (last visited October 27, 2020).
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regulatorsas unduly prejudicial, time consuming, and confusing for the jdyt v. Coyne
Cylinder Co, 956 F2d 1319, 1327 (6th Cir. 1992) (concluding thaireign legal standards have
been found excludable by the 11th Circuit, and we now follow that holding” (citation omitted))
Deviner v. Electrolux Motor, A.B844 F.2d 769, 773 (11th Cir. 1988) (upholding the district
cout’s ruling that admitting evidence of Swedish law would confuse the.j@glirts have
explained that admission of foreign regulatory actions would lead to “tm@té’ regarding the
grounds for those [regulatory] decisions and the regulatory schentles oduntries involved.”
Yates v. Ford Motor CpNo. 5:12CV-752FL, 2015 WL 2189774, at *14 (E.D.N.C. May 11,
2015) (quotingn re Seroquel Prods. Liab. Litigo01 F. Supp. 2d 1313, 1318 (M.DaFMar. 11,
2009)).Most courts have reached ttecision to excludevidenceunder Rule 403 evidence of
foreign regulatory actions when the evidence is put forth to demonstpatelactdefect ora
breach of the duty of cara few courts, however, have excluded such evidence even when offered
to provefacts other thatthat Defendants violated foreign ldisuchas noticeln re Baycol Prods.
Litig., 532 F. Supp. 2d 1029, 1054 (D. Minn. 2QG8e also Katzenmeier v. Blackpowder Prods.
Inc., 628 F.3d 948, 950 n.4 (8th Cir. 2010}hers have declined tlo so, concluding that evidence
of foreign regulatory actions is not unduly prejudicial or time consuming when used to prove notice
and knowledgeSee In re Yasmin & Yaz (Drospireone) Mktg., Sales Pracs. & PMF Prods. Liab.
Litig., Nos. 3:09cv-10012DRH-PMF, 3:09cv-20021DRH-PMF, 3:10cv-10223DRH-PMF,
2011 WL 6740391, at *2 (S.D. lll. Dec. 22, 201h)re Levaquin Prods. Liab. LitigNo. 085743
(JRT), 2010 WL 46767973, at *5 (D. Minn. 2010).

The distinction between the two uses of foreign regulatory actions, one for defining the
design defect and the standard of care and the other for notice and knowledge, is persuasive. When

a foreign regulatory action is offered to demonstrate a design effect or a breacharidiaedsof
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care, the defendant manufacturer must contextualize the action and refute anye advers
determinations because evidence of foreign regulatory violations is in effdenesiof strict
liability or negligenceSee In R&eroquel601 F. Supp. 2d at 1318 (noting that “negative detssio
of three foreign regulators,” Japan, Holland, and France, would require extensive camtgidnoal
so that the jury could understand the regulatory frameworks, introducing significartriedini
concerns).This justifies the mintrial concern. But when the evidence is put forward to
demonstrate mere notice, no such contextualization is necessary. This approach e sistémt
with Hurt—the only Sixth Circuit case to addrabe admissibility of foreign regulatory actions.
The court inHurt excludedevidence of “foreign legal standards” when used to demonstrate that
an acetylene container was defective, to show the availability of an alternative safety 856
F.2d at 132627. Hurt did not address use of foreign regulatory actions to prove notice
knowledge.

Here, Plaintiff does not purport to offer this evidence to define a design defect or the
standard of car& Therefore, determining whether Defendants were on noticéhén&tentralight
ST had adverse events and had the ability to conduct additional testing does not requirga dive
the complexities of European regulatory scheamekits differences from the American regulatory
framework

Additionally, there is no risk that the juwill be tempted to defer to BSI's determination
that more clinical testing was necessary the BSI audit was not a final agencymggiermRather,

the BSI audit, which then led to the additional clinical testing of the Ventraligahh®Bepramesh,

% In Plaintiff’'s Motion in Limine No. 14, Plaintiff sought to exclude evidence of ISOhdéads
that Defendants relied upon to satisfy FDA regulations. (ECF No. 230.) HoweverS@ethndards
satisfied FDA regulatory requirements, and thus helped defieesthndard of care under Utah law
holding that state and federal regulations and statutes defirmtahdarcf care. (ECF No. 355 at PagelD
#18766.)Because Plaintiff does not offer this evidence to define the standard oftlcEsr€ourt need not
consicer whether the Supreme Court of Utah would permit foreign regulations to defirstaiheardof
care.
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was prospectivethe new MDR was not slated to go into effaatil this year.Compare In re
Levaquin 2010 WL 4676973, at *5 (emphasizing that the risk of prejudice to the defendant was
low because the plaintiff had “not presented a final regulatory action to which a jury nfght de
out of confusion”with In re Seroquel601 F. Supp. 2d at 1318 (concluding that a jury might be
more inclined to abdicate its responsibilities and defer to the negativeodeoidinree foreign
regulators”).

Defendants arguthat Plaintiff's theory that they should have conducted a clinical study
sooner because it would have better protected Plaintiff and other consumers woulddgame t
to “secondguess FDA decisions.” (ECF No 179 at PagelD #160B%a} Plaintiff will argueat
trial that Defendants should have conducted more clinical studies is beyond a doubt, but this is a
relevant point as tdlaintiff's design defect and failure to warn clainfdaintiff offers this
evidence not to demonstrate that Defendants violated foreign regulatemsvhile they satisfied
the FDCA and FDA regulations, but to shtvat Defendants had notice of certain issues and that
theycould havdeasiblyconduced longtermclinical studies on the Ventralight SWith this use
of the evidence imind, it is unclear how the jury may be tempted to second guess the FDA. Even
so, evidence of federal law violations is admissible to prove the standard ohdarmlations
thereof under Utah tort law, so long as the claims do not depend solely on 6DEBA
regulatory violations. (ECF No. 355 at PagelD #18771.)

For thesaeasons, Defendants’ motion is denied. Plaintiff will be permitted to introduce
evidence regarding the BSI audit and the subsedoegterm clinical testingto show noticeof
possble dangers and ability to conduct the studiethe Ventralight ST devic& he parties may

explain why Defendants obtained a BSI autidit Defendants were nggtin noncompliance with

18 For this reason, Defendants’ concerns that the-B$ated evidence implicateBuckman Co. v.
Plaintiffs’ Legal Committeg531 U.S. 341 (2001), (ECF No. 179 at PagelD #10632), are misplaced.
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the forthcomingMDR, and that the BSI is an organization that plegi assessments, which are
perquisites to placing devices on the market in the EU. This is a relatively narroywwydauit
should not lead the trial or the jury far afield.
IV.  Conclusion

For the reason set forth abowlaintiff's Motion in Limine No. 9 (ECF No. 245) is
DENIED, Defendants’ Motion in Limine No. 5 (ECF No. 178)GRANTED IN PART AND
DENIED IN PART, and Defendants’ Motion in Limine No. 6 (ECF No. 179)DENIED.
Additionally, Defendants’ and AHS(s motions to seal the AHSQ@report (ECF Nos. 250,
255) areGRANTED. The clerk is directed to maintain the seal on ECF N0s.2243d245-1.
Finally, Defendantsmotion to seal its internal document related to the BSI audit (ECRNO.
is GRANTED. The clerk isdirected to maintain the seal on ECF No. -P90 specifically from
PagelD #1148@83; Plaintiff has withdrawn the remaining pag&CF NO. 347 at PagelD
#18675).

IT 1S SO ORDERED.
11/3/2020 s/Edmund A. Sargus, Jr.

DATE EDMUND A. SARGUS, JR.
UNITED STATES DISTRICT JUDGE
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