. IN THE UNFTED STATES DISTRICT COURT
FOR THE EASTERN DISTRICT OF NORTH CAROLlNA
. SOUTHERN DIVISION - S
No. 7:23-CV- 897 '

IN RE:

_ CAMP LBJEUNE WATER LITIGATION o :
ORDER

THIS DOCUMENT RELATES TO :

e N Nt Nt Nt ant

- ALL CASES

" On September 10, 2025, the United States of America (“defendant’*)' 'mév'ed to exclude.
certam of the'Plainti'ﬂ's’ Liﬁg’ation Group’s (“PLG”' or “plaintiﬂ's”) expert .opinions on gener'al
| causatlon for the:r reliance on the “at least as likely as not” standard [D E. 539] See [D E. 540],' o
Fed R vad. 702 704 That same day, the PLG moved to exclude certam of defendant’s expert

oplmons for failure to apply the “at least as hkely as not” standard [D. E 567] See [D.E 568],= |

- Fed. R.Evid. 702. OnNovember 10, 2025 the PLG responded in opposmon to defendant’s motion :

.;to _exclude [D.E. 690]. That san_:_le day, defendant recponded m»opposmon to the PLG_’s motion to |
 exclude [DE. 664]. On Decernber 12,2025, defendant relied o the PLG’s responSe in‘Opposition -
[DE. 767, and the PLG rephed to defendant’s response in opposmon [D E 762] "As explained
o below, Chief Judge Myers, Iudge Boyle, and Judge Dever deny w1thout prejudlce defendant’s 8:
motion to exclude and deny'the PLG’s motion to exclude. The»partxes shall ﬁle w1thm 21 daysa
- Jomt proposed order that 1dent1ﬁes expert oplmons to whlch this order apphes Judge Flanagan' ‘l

“will sepa.rately resolve these 1ssues in her cases
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L
In August 2022, Congress enacted and Presrdent Brden srgned the Camp Lejeune Justlce
Act of 2022 (“CLJA”). See Pub. L. No. 117-168, § 804, 136 Stat. 1759, 1802-04. On August 10,
2022, the CLJA became effective. The CLJA reads in relevant part: 4
(c) BURDENS AND STANDARD OF PROOF —
(H)IN GENERAL ~—The burden ofproof shall be onthe party ﬁhng E
the action to show one or more relationships between the water at
Camp LeJeune and the harm. ,
2 STANDARDS .—To ‘meet the burden of proof described in -
paragraph (1), a party shall produce evidence showing that the :
relatronshrp between exposure tothe water at Camp Lejeunc and the .
harm is— '
(A) sufficient to conclude‘that a causal relationship exists; or

(B) sufficient to conclude that a causal relatlonshlp is at least
as likely asnot, _

' CLJA § 804(c) (emphasis added). |
. The parties ‘dispute'whether an experr’S‘i use (or disuse) °f. tbe “at least as lrkely as not” .
burde'n-of-proof standard renders‘their opinion inad'missibl:e.._ In subsedl:ion 804(c) of ﬂre CLJA,
Congress “‘expressiy departed’ from the common-law prépdndeianée burden of proof standard”
.while retammg “the common-law causatlon framework.” In re Camp_ l_'..g]eune Water ng » 136F. |
Supp 3d 3 11, 323 (E D.N C. 2024) (cltatlon omltted) Thus “[t]he causal framework fora CLJA |
clarm and the burden of proof apphcable to that framework are mterlockmg parts” in thatp |
| “Congress establrshed a CLJA actlon asa modrﬁed form of toxrc tort clarm, requmng evrdence of
both geneml and specrﬁc causatron, with a modlﬁed burden of proof ” Id at 324. Yetno matter

whrch clalmant burden of proof Congress chose in the CLJA, that chorce drd not. transport CLJA

cases to “some kind of Judrcral border country, where the rules are few and the law rarely makes

~an appearar_rce.” Inre Eat’l Prescription (_)plate thlg., 956 F.3d 838, 844 (6th Cir. 2020). Thus,
) ,
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' the Federai Riﬂes of Ev1denee apply to CLJA casee | After ali the Federal Rules ot‘ Evidence are
promulgated under the Rulec Enabling Act, 28 U S.C.: §§ 2071—77 and are “in every pertment |
respect, as binding as any statute duly enacted by Congress A Bank of Nova Scotia v. Umted =
States, 487 USS. 250, 255 (1988). | |

" Federal Rule of Evidence 702 govemns the adm1ssxon of expett testlmony See Fed. R
-Ev:d. 702; Kumho Tue Co. v. CarmwhaeL 526U.S. 137, 141—42 (1999), Gen Elec. Co V. Jomer

522 US. 136, 142-43 (1997); Daubert v. Merrell Dow Pharms., nc., 509 U.S. 579, 588 (1993); -

gj;_s_ V. Monsanto Co - 151 F. 4th 1040 1046—50 (9th Cir. 2025), Umted States V. Forrest, 429 -

‘ F.3d 73, 80-81 (4th Cir. 2005); 1heon nggts, Inc. v. Epic Games, Inc., No. 5:07-CV-275, 2011
. WL 6748518, at *5-6 (E.DN.C. Dec. 22, 2011) (unpublished). Rme 702 provideS'
A witness who is quahﬁed as an-expert by knowledge, skill, expenence, training,
or education may testify in the form of an opinion or otherwise if the proponent
demonstrates to the court that it is more likely than not that:

(a) the expett’s scientific, techmcal or other speclahzed knowledge will

help the trier of fact to understand the ev1dence or to determme a fact in .

issue;

(b) the testlmony is based on suﬁcxent facts or data;

v(c) the testlmony is the product of rehahle pnnclples and methods and

(5] the expert’s oplmon reflects a rehable apphcaﬁon of the principles and
methods to the facts of the case.

Fed. R. Evid. 702 “In 2023 Rule 702 was amended to clanfy that the proponent of expert'
testlmony bws the burden of estabhshmg its adm1ss1b111ty and to emphas1ze that an expert’ |
L oplmon must stay”vhﬁthm the bomds of a rehable apphcatlon of the expett’s basis and
methodology." EcoF_aetoL Inc. v. Google LLC, 137 F.4th 1333, 1339 (Fed Cir. 2025); see also | -

- Fed. R. Evid. 702 advisory committee’s note to 2023 amendment (stating that the 2023 amendment _
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is intended “to emphasize that each expert opinion must stay w1thm the bounds of what can be .
concluded from a re1iable application of the expert’s basis and methodology”)
“Rule 702 “assrgn[s] to the trial judge the task of ensnrmg that an expert’s tesnmony both

restsona rehable foundahon and is relevant to the task at hand.” gub_;ert, 509 U.S. at 597; see

o Engilis, 151 F4th at 1046-50; Cooperv Smrth&Ngghew, Inc,259 F.3d 194, 199-203 (4thC1r =

'-2001) In other words Rule 702 requires that a tnal Judge “ensure that any and all scientific

testlmony or ewdence admitted is not only relevant, but rehable » EcoFactor 137 F. 4th at 1339

‘ (cleaned up); see _g;, 509 US. at 597—98 _gﬂg, 151 F4th at 1046—50 Determining
_adm_rssxbrhty, which falls within the gatekeepmg role of the court, is separate from determining -
“weight and credlbxhty, which are within the province of the Jury ina Jury case.” EcoFacto; 137 -
Fathat1339. | |
The proponent of expert testimony st establish its ‘admis'sibihty by a preponderance of -
the evidence, See Fed. R. Evid. 702, 104(a); Daubert, 509 U.S. at 592 n.10; E_ngms, 151 F.4th at

1048-50; Cooper, 259 F.3d at 199; see also Huddleston ¥. United States, 485 U.S. 681, 687 n.5
(1988); Bourjaily v. United States, 483 U.S. 171, 175 (1987).' Expenftesﬁmony'is appropriate

when 1t “will help the tner of fact to understand the evrdence orto determme a fact in issue.” Fed _

R vad. 702(a) A drstnct court may permlt a w1tnus quahfied by knowledge, skill, expenence, ‘. .

tammg, or educanon to testlfy and state an opmron where the testimony will help the trier of fact |

understand the evrdence or determme a fact inissue and “([ 1]) the tesnmony is based on suﬁclent o

facts or data, ([2]) the tesnmony is the product of rehable pnnclples and methods; and ([3]) the
' expert s oplmon reﬂects a reliable apphcahon of the pnnclples and methods to the facts of the
case.” Fed. R. Evid. 702(b)—(d) Courts have distilled Rule 702’s reqmrements into three crucial

inquiries: (1) whether the pr,oposed expert witness is quahﬁed, @) whether the propo_sed testimony :

| - Case 7:23-cv-00897-RJ'4 ‘Document 886  Filed 06/05/26 Page 4 of 20



is relevant; and (3) whether the pmposcd testimony is reliable See. Kuinho Tire Co. 526 U.S: at

| 141; Daubert, 509 U.S. at 589; EE , 151 F4th at 1048—50 F;ggﬂ, 429 F3d at 80. The trial
~ court must perform its specml gatekeepmg obligation concemmg these three reqmrements See, -
e.g., Fed. R. Evid. 702; Kumho Tire Co., 526 U.S. at 147; E _gggg 151 F4th at 1048-50.

When a party challenges an expert’s testimony, the court must "satxsfy itself that the:
| proffered testlmony meets the relevant standard asa precondmon to admlsslblhty » Snell V. Q
No. 22-1869 2024WL 2815061 at "'3 (4th Cir. June 3 2024) (per cunam) (unpubhshed) (cleaned |
up); see_,g;h_s_. 151 F4th at 1048—50 §ard1s v. Overhead Door Corp., 10F4th 268, 282 (4thCrr
.2021) The court must make exphclt ﬁndmgs concemmg the challenged precondmons of -
admissibility either by written order or orally on the record. §c_e_ Snell, 2024 WL 2815061, at *3;

 Sardis, 10 FAth at 283; United States v. Smith, 919 F.3d 825, 835-36 (4th Cir. 2019),

- As for qu'aliﬁcation', an expert may be qualified based on f‘knotvledg’e’, skill, experience, .

trammg, or educatron - Fed. R. Evid. 702. A court assesses quahﬁcatrons in reference to the
matter to which the witness seeks to testify. See m 509 US. at 591-93; Gladhill v. Gen. ‘

Motors Corp " 743 E 2 1049, 1052 (4th Cir. 1984) The w1mess nced not be the most well-known

or well-quahﬁed w1tness, _Sie_ Gladhlll 743 F.2d at 1052. Nonetheless,_ a v_vrtness does not become ,:' |
an expert simply hy cla:mmg to vhe an expert or because some. other court pernntted the witness to

: testlfyas anexpert §gae_g_, Thomas A f Klrne= Inc. V. Lonllarc_l_, Inc., 878 F.2d 791 799—800 (4th'~

| Clr 1989) (holdmg that a witness with an MBA was not quahﬁed to provrde cxpert opmlon‘.
t_cstlmony on _complea economlc- antitrust matters ab.out which the witness was not quahﬁed by -
training, experience, or educatlon); United sﬁ_@ v. Bahena, 223 F.3d 797, 809-10 (8th Cir. 2000)°
(holding that 2 witness who held.himself’ol:t to be an expert on voice spectrography lacked the

reqmred training, expeﬂence, o’; education). Moreover, expertise in one topic does not qualify a :
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ﬁﬁws to testify about anothet topic. &eg‘ e_g_, I_Et_lgh_g, 151 F.4th at 105.0—.54- (aﬁrminé exclusion
of oncologist’s opinion on spec1ﬁc causauon because the oncologlst faaled to follow the dlﬁ‘erentlal
etlology methodology his report purported to employ and failed to rehably rule out obesity as a o
potential cause of plaintiﬁ’s caricer); Brainchild Su_rg;’ sical Devices, LLC v. CPA Glob. Ltd., 144
F4th 238 254 (4th Cir. 2025) (aﬂirmmg exclusion of: expert with expenence in mtematlonal ;

‘busmess and contracts to opxne on patent renewal services where the expett lacked trammg or

expenence with patent renewal services); Kadel v, Folwell 100 F.4th 122, 158 (4th Cir. 2025) (en ,_
'h’anc) (affirming exclusion of medical doctors® testimony where doctors failed to demonstrate
expertise in treating the medical condition t issue in the case), vacated on other grounds by

Folwell v. Kadel, 145 S. Ct. 2838 (2025) (mem.); Sardjs, 10 F4th vat 288-90, 295 (aﬂirmmg :

exclusion of testimony about an industry standard not suﬂieienﬂy related to the product at tssue

' end'eicluding testimony that contradicts standards imposed by gove_ming' law); Zellers v. NexTech

| Ne. LLC, 533 F. App’x 192, 197 (4th Cir. 2013) (per curiam), (unpublished) (affirming exclusion’
of neurologist’s testimony ’_‘about the toxicity of : certam chextticals used for refrigeration because
the neurologist had no training in toxicology); Cooper, 259 F.3d at 200-04 (affirming exiclusion of
. medlcal doetor’e teétixhonyt hvhere-the medical do"‘cto_r basedan opinioh oo a med1ca1 devlce without |
oonductmg tests or studying th‘e medical device; Ahcho_ V. Pentek Corp., 157 F3d 512,’ 519 (7th
Cir. 1998) (eﬂirmin'g exclusion of testimory when the eioett failed to visit the éite'of the aceident
or otherwise famthanze hxmselfvnth the specific details of the accldent at 1ssue) | |
To be relevant,: the proposed expert teshmony must be helpful to the trier of fect concermng
the evidence or a fact at issue in the case. See Fed. R. Ev1d 702(a), Daubert, 509 U.S. at 591—92
Umted States v. Lesp_ler, 725F.3d 437, 449 (4th Cir. 20]3), Kgpi!jlgg. 993 F.2d 374, 377. (4th

Cir. 1993); Pcrsxnger V. Norfolk & W. Rx, 920 F2d 1185, 1188 (4th Cir. 1990), Scott V. Sears
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Rocbuck & Co., 789 F.24 1052, 1055 (4thCir 1986). To be helpfu, the proposed expert testimony -

_must fit the facts of the case. See Fed. R. Evid. 702; lhcon nghts, Inc a 2011 WL 6748518 at
: "‘6—17 “Fit is not always obvrous, and scientific vahdrty for one purpose is not necessanly |
scientific validity for other unrelated purposes.” Daubert, 509 U.S. at-591 (cleaned up). To be
helpful to the trier of fact, the proposed expert testrmony must be outside the common lmowledge_
or function of the factfinder. See e.g., Iﬁp_, er, 725 F3d at 449 (afﬁrmmg exclusron of expert
testlmony on how sleep depnvatron aﬁ'ects the rehablhty of an eye wﬁness to a cnme), Persm |
920 F.2d at 1188 (aﬂirmmg exclusron of expert testrmony about the werght an‘mdwrdual could
safely lift based ori an easily-applled industry -formula);' _thr_]l, 743 F2d at 71052 (aﬂirmmg
| decrsron thata pohce oﬂicer who had mvestlgawd 600 car accrdents and amved at the car accident
V scene 1mmed1ately after the car acerdent was quahﬁed to’ opme on the cause of the car accrdent‘.

based onh1s review of the car accident scene); ef. Umted States V. Hrll 749 F.3d 1250, 1260 (10th

Cir. 2014) (holding that an expert wrtness cannot testify about whether another witness is credible)
Nimely v. City of New Yo;L 414 F.3d 381,398 (2d Cll'..2005) (same). ,
. “[T]he test of reliability is flexible.and the law grants a district court” discretion when it

decides reliabillty | United vSta‘tes v. 'Wilsog, 484 F3d 26‘7‘ 274 (4th Cir. 20‘0‘7) (cleaned ﬁp); see

| 'Kumho TrreCo 526 U.S. at 141-42 Belville v, Ford MotorCo 919 F3d 224, 233 (4th Cir

2019) Rehabnhty focuses on the fit between the expert opmron and the facts of the case. There
is not a fit when a large analytlcal gap exists between the facts of the case and-the oplmon. ‘See,

_g_, Joiner, 522 U. S at 146—47 (aﬂirmmg exclusron of testlmony where the expert’s opmlon was‘
based on irrelevant testmg on ammals unrelated to.the caseat 1ssue), Engilis, 151 F 4th at 1050—54"
.' (afﬁnmng exclusion of oncologrst’s oprmon on specific causation because the oncolognst failed to-

follow the differential euology methodology his report purported to employ and failed to reliably .
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‘rule out obesxty asa potentlal cause of plamhﬁ"s cancer), In re Lipitor (Atorvastaun Calcmm}
Mktg., Sales Pracs. &. Prods. L1ab thlg " 892 F.3d 624, 634—35 644 (4th Cir. 2018) (aﬂinmng

S excluslon of tesumony when the expert’s testing contradicted his opinion); Nease v. Ford Motor -

Co., 848 F.3d 219, 232-33 (4th Cir. 2017) (affirming exclusion of testimony when'lexperti on
vehicle safety failed to test his own hypothesrs), Cooper, er, 259 F.3d at 200-01 (aﬂirmmg exclusion
X of testimony on what caused a medlcal mjury when the expert's testmg d1d not provxde ev1dence
_of'causanon); 1heon Kn‘xgl;ts,‘ Inc., 201_1 WL 6748518, at "'6-.17 (excludmg expert on damages |
where the opinions d1d not ﬁt the facts of the case). »5 Rule 702 tloes 'not permit or reqmre “q diStrict
| -court to admit opinion evxdence that is connected to ex1st|ng data only by the i _p__ dnut of the=
expert.” Joiner, 522 U.S. at 146 see Small v. WellDyne, Inc » 927 F.3d 169 177 (4th Cir. 2019)
(-“Without testmg, supportmg literature in the pertinent field, peer revrewed pubhcahons[,] or sor_ne
' | ‘basisto assess the level of reliability, expert opinion tésﬁrnony can easily; but improperly, devolve E
into nothing more than proclaiming an opmron is true ‘because I say so. ’”), In re Roundup Prods. |
| Liab. thlg s MDL No 2741 2023 WL 7928751, at "'2—6 (N D. Cal. Nov. 15, 2023) (unpubhshed)‘ .
(“For an expert to express an oplmon that Roundup cause[d] [Non-Hodgkms Lymphoma], thnt
expert must have engaged w1th the relevant literature enough to assess whether a study 1s credible, :‘V -’
to explain why [he] rélied on one study more than another and“to articulate how [he] reached [hrs]
.concluswn in the face of conﬂlctmg ev1dence [The expert 1n thls case] did not. do that, s0 h1s '
general causation opm10n is exclud .”), aff"d. sub nom. _g;ll_, 15 l F.4th 1040.
" In determmmg “whether proffered testimony is sufﬁcwntly rehable the court has broad |
 latitude to consider whatever factors bearing on validity that the court'finds to be usefl; the
part_lcular factors will depend upon the unique circumstances of the expert_testlmony lmvolved.".

" Westberry v. Gislaved Gummi AB, 178 F.3d 257, 261 & n.1 (4th Cir. 1999). Factors that may
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bw on the reﬁabﬂity. of the expert’s testimony include (1)-whether a theory or technique can be B
*(and has been) tested, (2) whether the theory or technique has becn subjected to peer review, and
publication, (3) whether a technique has a high known or potential rate of error and whether there
are standards controlling its application, and (4) whether the theory or te'ol_mique- enjoys general

- acceptance within the relevant comniunity. See Kumbho Tite Co. '52-6: USS. at 149-50; Daubert,

509 U.S. at 593-94; see, e.g., Engilis, 151 F.4th at 1050-54 (affirming exclusion of oncologist’s
opinion on specific- cauoaﬁoo becaﬁse' the.oncologist t’atled to follow the di&'erent_ial‘eﬁologyz |
v methodology his rei:ort purpoi'ted'to employ .and fa.iled to r‘elthbly rule;otilt ‘obesity as .a potehtié.t
Cause of plamtlft’s cancer), L__, 10 F.4th at 288—-90 (holdmg testlmony about product safety .
unrehable when expert did not ESt the product); McKlver V. Mu_rghx—Broltl, LLC, 980 F.3d 937,
960 (4th Cir. 2020) (hold.mg that a witness’s method for analyzmg the ongm of swine fecal
material was widely used-and applied reliably enough to be. adn:utted desplte not bemg subJect to
peer review); In re-Lip_itor, 892 F.3d at 64445 (Lolding that medical doctor’s testimony that
Lipitor caused certam diseases wesi excludable for not factonng mother risk:fectors, such as age,

body mass index, and family history); Baxter v. Comm’r of IRS; 910 F.3d 150, 15758 (4th Cir.

201;85 ‘(lvmld.ing: that mere disagleenient with an expert’s otheﬁise reliable economic me_thodolog_x ':

s n‘ot' prounds 'for'eiclusion) ; United St;ates v.Crisp, 324 F 3d 261, éss-io (4th Cir. 2003) (holding

| that expert ﬁngerprmt analysts was adm1ss1b1e desplte defendant’s objectlons to its general
sclentlﬁc accuraey) ‘Remlt—dnven analys1s, -or cherry-plckmg, undermmes prmclples of the

‘ sclenuﬁc method and is a qumtessentlal example of applymg methodologles (vahd or otherwise)
in an unreliable- faslnon." In re Lipitor, 892 F.3d at 634; see EE. 0 C.v. Fr_em 778 F.3d 463,

~ 468-70 (4th Cir. 2015) (Agee, J., concurring) (collecting cases).
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IL

| The parties. dispute how their experts may opine on general causaﬁon—‘speciﬁeally,-
. whether they may, or even must, incorporate the CLJA’s “at least as likely as not” standard.
“General causation esks'whether an agent increases-the incid,enee of disease in a group and not"
’ whether the agent caused any gwen individual’s dlsease " Inte De_epwater Horizon BELO Cases, i
119 F4th 937, 941 (llth Cir. 2024) (citation omxtted) “In toxm-tort actlons, plamttﬂ's provev
general causatlon through epldetmologlcal ev1denee, dose-response relahonshrp, a.nd background_ |
. nsk of disease.” Id. Relevant here, epldelmology “studles the mcrdence, drstnbuhon, and [cause] |
of disease in human populattons ? Michael D. Green et al. Reference Gmde on Epldemrology, in
Referen@ Manual on Sclentlﬁc Evrdenc 549, 55 l (Fed. Jud. Cir.,3d ed. 2011) Experts who rely
on ep1dem1010g1cal ev1dence to establish geneml causation typlca.lly apply the two-step Bradford '
Hill method to “dmtmgulsh a causal connection ﬁ'om amere assomatton.”l In re Zoloft- Sertra.hn
~Hydrochlonde) Prods; Liab. ng., 858 F.3d 787 795 (3d Cir. 2017).

- At step one, the expert must ldenttfy a statrshcally s1gmﬁcant assoctatton, whrch they doll' -
by “rul[mg] out altematlve explanattons, by asking, for example, whether a potentlal assocratlon
-tesulted from hmrtattons in the study, like chance or blas,” and by ask[mg] whether the |
-assoclatlon reﬂects a true cause-effect relattonshlp » _In_;em__ateﬂim ll9 F.4th at 941‘ h

(cleaned up). “In tlus_ eontext,_ eausatlon means somethmg akin to but-for cause: exposure toa

1 Although epidemiology usually prowdes the best ev1dence of general causation in toxic
“tort actions,” Nix v. Chemours Co. FC, 805 F. Supp. 3d 626, 654-55 (E.D.N.C. 2025) (collecting

- cases), there are other methods to show geneml causation, such as toxicological studies, scientific * -

-+ literature in peer-reviewed journals, and regulatory findings. There are also other methods to show
* specific causation once general causation has been found, such as differential diagnosis. See.&.g.,

In re Bausch & Lomb Inc. Contacts Lens Sol. Prods. Liab. Litig., 693 F. Supp. 2d 515,519 (D.S.C.
~ 2010), aff’d sub nom. Fernandez-Pineiro v. Bausch & Lomb; Inc., 429 F. App’x 249 (4th Cir. 2011)
(per curiam) (unpublished). - Here, the court focuses on briefed methods the parhes experts’

‘purportedly used. _

10
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tox1c agent is a n a_xy link in the chain of events that led to the disease.” Id. (cleaned up)
(emphasls added). 'I'hus, assocratlon findings are “consrdered ‘statlstrcally slgmﬁcant’ only when
the odds ratio is expressed with a 95% conﬁdence mterval (cons1stently) and when that interval

does not include an odds’ ratio of 1.0 or below.” Smiith v. Wye -A erst Lab’

Co,, 278 F. Supp
2d 684, 691 n.8 Ww. DN.C. 2003), see Dickson v. Nat’l Maint. & Rgpalr of Kx, Inc., No.
5 :08-CV-8, 2011 WL 12538613, at *5 (W.D. Ky Apr 28 2011) (unpubhshed) Bakerv Chevron
A, c., 680 F, Supp 2d 865, 881 n.ll (S.D. Ohro 2010) B ,
| After xdentli'ymg an assoclanon that i is statlstrca]ly srgmﬁcant, or “perfectly clear-cut and »

beyond what we would care to attnbute to the play of chance » between an. agent and dlsease, the

' expert at step two. cons1ders mne factors to determme whether that assoclatlon supports acausal

inference. Dunn v. Sandoz Phanns _Corp., 275 F. Supp 2d 672, 678 (M.DN C 2003) (quotmg

* Austin Bradford Hﬂl, The Envrronment and Dlsease Assoelanon or Causanon? 58 PROC.ROYAL .

Soc’y MED. 295, 295—300 (1965)); see In re Johnson & Johnson Taleum Powder Pmds Mktg.,
No 3 16-MD-2738, 2026 WL 161184, at "'24 ®. N J. Jan. 20 2026) (unpubhshed), Hendersonv
LockheedMartln Cog " 723 | Supp 3d 1147 1150 n3 (M D.Fla. 2024), In reDgepwater Horizon

,, Belo Cases No. 3'19-CV‘-1983 2022 WL 17734414 at *9. (N.D. Fla. Dec. 15, 2022)"

(unpubhshed), __ep__ rt and recommendatlon __op_te_d, 2023 WL 372646 (N D Fla. Jan. 24, 2023) 3
(unpubhshed) amended in p_ and y__@ m part on other gro_d_g I_JyNo 3 19-CV 2147 2023
WL 11879991 (N D, Fla. Jan. 31 2023) (unpubhshed), Hoefling v. U S Smokeless Tobacco Co., |
. 576 F. Supp. 3d 262 273 n4 (E D. Pa. 2021), Inre Llpltor (Atorvastatm Calclum) Mlctg s Sales .
Pracs. &Prods L;ab, Litig., 174 F Supp 3d9ll, 924-25 (D S.C. 2016) (colleetmg cases) (“While: .
.a causation »oplmon need not be based on epldermologlc_al studxes, it is ‘well estabhshed that the

Bradford Hill method used by epidemiologists does require that an associaﬁon'be'eStabLished -
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through studies with statistically significant results.” (citation omitted)), afFd, In ro Lipitor, 892 -

| F3d at 640—42 (“[W]e decline to. estabhsh a bright-line rule requmng experts to rely only on
ev1dence that is: statlstlcally slgmﬁcant or else have their: oplmons excluded.: The dlstnct court -
here did not hold to the contrary Instead, the court focused on the particular analysis [the expert]
performed .and determmed that in that speclfic context, the analys1s reqmres a statistician to
finda statlstlcally s1gmﬁcant assoclatlon at step one before movmg on to apply the factors at step
two. Because [the expert] Qv_la_teg M. this norm, the dlsmc_t court concl_ud_ed that he unrehably
applied the Bradford Hill methodology and thus his opizion was subject to exclusion.” (emphasxs

_added)); Fnschhettz v, SmlthKlme ﬁeechnm_Co;p., No. lO—é'l_ZS, 20"1‘2- WL 6697124, at *3 (ED |

‘La. Dec. 21, 2012) (nnpublished) (“The Bradford-Hill criteria can only be applied after a
stahsncally mgmﬁcant assocxatlon has been 1dent1ﬁed.”) Those factors are: (l) temporal
relattonshlp, ) strength of the association, (3) dose-response relanonshlp, (4) replication of the
findings, (5) b_mlogmca_l ~plaus1b1hty, ©) consldemtxon of altematlve explanahons, ()] cessatlon of

exposure, (8) specificity of the association, and (9) consxstency with other knowledge. -See, e.g.,.’

In re Deepwater Horizon, 119 Fdth at 941 (citing Hill, The Enviroment and Disease, supra, at
 295-300). - | B |

'I'he welght-of-the—ewdence method is a similar or sometlmes ovemrchmg approach to

' 'makmg causal determmatlons used alone or:in conjunctlon w1th the Bradford Hill criteria, that

| involves a series of loglcal steps used to “mfer[] to the. best explnnatlon ” In re Zoloft, 858 F3dat
795; see Damels-Feasel A Forest Pharms.; Inc. No. 22-146, 2023 WL4837521, at ‘_'2 (2d Cu'. July

28, 2023) (per curiam) (unpublished); Inre Zolg_tl, 858 F.3d at: 79‘6—97' Milward v. Acui_ty
p_ecmlg Prods Qrg i Inc ., 639 F.3d 11, 17 (1st Cir. 2011); Ine D_q_epwater Honzon Belo Cases,

No. 3 19-CV-963, 2024 WL 4349466 at "8 & n.20 (N D. Fla. Sept. 30, 2024) (unpubhshed)

12

Case 7:23-cv-00897-RJ ~ Document 886  Filed 06/05/26 Page 12 of 20



) m@g; v. One Hour Martinizing Dry Cleamng, 180 F. Supp. 2 584, 592-93, 602 (DNJ.
_ 2002), aff’d, 68 F. App’x 356 (3d Cir. 2003) (unpublished). An expert usmg this method must “M)
identify an association be_tween an exposure and a disease, (2) consider a -range _of plausible
explanations for the.a'ssociation,' (3) rank the rival explanations according to their plausibility, (4)
seek additional evrdence to separate the more plausible: fmm the less plauslble explanauons, 5)
eonsrder all of the relevant ava:lable ev1dence, and (6) mtegrate the ev1dence usmg profeesronal
udgment to come to a eonclusron about the best explanatron." '__¢ 639 F3dat 18 _
o Although the Bradford Hill and weight-of- the-ev1dence methods are “genera]ly rehable, .
| : the ‘techmques used to nnplement the analysrs must be l) reliable and 2) rehably apphed.” In 1e
_lm 858 F.3dat 796 seeDavnsv Lockheed Martin Co_r_p " 705 F. Supp 3d 1345, 1349-51 (M D =
. Fla, 2023) (excluding expert who meorporated staustlcally msrgmﬁcant assocratlon studm mto-
his welghtpof-the-evrdenee method to claim a eausal relationship andl-notrng' “not only did [the
: exnert] fail to ‘demon'st‘mbly perform a Bradford Hill analysis to'see if an identified association |
" crossed the line into cansation—he id not even relably establish an association in the irst place”);

3 of. Meade v. Parsley, No. 2:09-CV-388, 2010 WL 4909435, at *8 (S.D. W. Va. Nov. 24, 2'010)" -
(unpubhshed) (cotleoﬁng lceses) (notmg that sorne courts whouy‘rejeet ag'ency‘ detemtinaﬁons )
about the need for -hbel wammgs ‘asa basis for gene'ral' cauSation) Likeevtse' when an expert uses »

these methods to produce eonclusrons about a causal relatlonshrp, any step that renders the
analysns unrehable under [Rule 702] renders the expert 8 tesumony madmxssrble[,] whether the |

._ step completely changes a reliable methodology or merely mrsapphes that methodology » In re-
aoh R. R. Ygd PCB ngg s 35 F.3d 717, 745 (3d Cir. 1994) (emphssis omitted); see Inte Onglm_ :

Saxagliptin & Metformin .Prods Llab_ Litig., 93 F.4th 339 34748

| (6th Cir. 2024), In re Zolog, 858 F.3d at 800; Att'y Gen. of Okla. V. Iyson Foods, Inc., 565 F3d
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: 769 780 (lOth Cir. 2009), Amogg;anos v. Nat’L R.R. Passenger ng ;, 303 F3d 256, 267 (2d Cir. S

2002), In re Deepwater Honzog, 2024 WL 4349466, at *8 n.l9 Inre Zantac (Rﬂndme! Prods

Liab, Litig., 644 F. -Supp 3d.1075, 1236-37 (S:D. Fla. 2022); Cavallov Star Enter 892F. Supp :

756,762 (E.D. Va. 1995), aff'd i mp__ art and rev’d i mp__ on other groun ds, 100 F.3d 1150 (4th er

- 1996) Moreover; the court must “make certain that an expert employs in.the courtroom the .

“same level of mtellectual rigor that characterizes the practtce of an expert in the relevant field”

Kumho Tire Co., 526 U S. at 152.

| Defendant argues that the PLG’s experts ﬁmpermxssrbly relaxed the screnuﬁc standards‘
_that they would otherwrse apply in their fields” by mcorporatmg the CLJA’s “at least as likely as
not’ legal standar  into their analyses. [D.E. 540] 8 The PLG responds that Congress authonzed
precisely that move by lowering the burden of proof required to determine causation for a CLJA
claim. See [D.E. 690] 12-14, 19. Specifically, the PLG contends that “there i isno ﬁxed level of
confidence reqmred i the fields of epidemiology and toxwology before an expert can speak about
- the hkehhood of causation,” that the “pracncal effect of grantmg [defendant 8] request to

misconstrue Rule 702 as 1mposmg a herghtened level of conﬁdence would be to impose a burden

of proof inexcess of the CLJA, and nulhfy a key prov1sron of the CLIArtself"" and that “Congress )

- has cod1ﬁed in no uncertam terms 1ts consrdered policy Judgment that mJured marines, famﬂy_, .

members, and civilian workers :exposed to water at [Camp Leje_une] can  prevail under a standard

. Im support, the PLG crtes the Rules Enablmg Act, argmng rules “shall not abndge, enlarge
or modify any.substantive right.” [D.E. 690] 14 (quoting 28 U.S.C. § 2072(b)). But Congress
lowering the statutory burden of proof for a CLJA claim does not affect Rule 702’s admissibility
standard for expert opinion—and thus does not abridge any substantive right. See Fed. R. Evid.
702; Lancaster, 75 F.4th at 969 (collectlng cases). ' By msrstmg that Rule 702 cannot exclude
otherwise “accurate” tesnmony, [D.E. 690]. 14, the PLG ignores the dispositive issue in this
dispute: whether experts .in this hnganon offered ' opinions that meet the requirements of the
Federal Rules of Evrdence '

.14
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more lement than the pohcy Judgment reflected by the common law[,] [wluch] the [PLG’s)

experts here were entrtled to accept.” Id. at 13—14 19. At bottom, the PLG clatms that “Congress .

~ wrote [the ‘at least as likely as not’ standard)] mto federal law, and the experts were entitled to tailor .
their opinions to it,-”because -“Congress codified the reqmsrte level of confidence based on the
Nauon s pohcy priorities.” Id. at 19, 22 see 1d. at 7-29. |
The PLG“ xrectly charactenze[s] [t.helr] burden of proof to establlsh causation under t.h
CLJA, but the PLG “fails to apprecrate that the standards for determmmg the rehabrllty and :
'credibrllty of expert testlmony are not altered merely because the burden of proof is relaxed.”
Wills v. Amerada Hess Com » 379 F.3d 32, 47 (2d Crr 2004) (Sotomayor J ); see Lancaster V.
| BNSF Ry, 75 F.4th 967, 969 (8th Cir. 2_023). As then-Judge Sotomayo_rexplamed for the Second
Circuit, “the standard of causation.. . . and the standards for admission of expert testi_mony under
- the Federal Rules of Evidence are distinct issues and do not affect one another.” Eill_s, 379F.3d.

' at47 (citation omitted) (considering the Jones Act, which, like the CLIA, has a relared burden of

o proof to show causation) ;- Lancaster 75 F4th at 968 (‘Desprte [the Federal Employers
| Lisbility Act's (“FELA")] relaxed cavsation standard, sxpert estimony mmust still meet Daubert's

and Federal Rule 7 02’s requrrements for admrsslblhty ”), Seaman v, Seacor Marme L L C 326 F.

App’x 721, 728 n. 41 (Sth Cir. 2009) (per cunam) (unpubhshed) (same for Jones Act), Claar v
'» - urlmgt_on N. R.R., 29 Fad 499, 503 (9t.h Cir. 1994) (same for FELA), aylor A QMI le |
Corp., 114 F.3d 1189 at "'6—7 (6th Cir. June 11, 1997) (per cunam) (mpubhshed table decrsron) .
_(same and noting that “[i]t is- well established that the_[adrmssiblhty;of expert testimony] is
o controlled—even in cases aris[ing] under fELA—,—by 'tlle Federal Rules of"E\'ridence-and .th‘e E

seminal case of Dauberf’). Congress choosing a relaxed burden of proof for plaintiffs pursuing
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| CLJA claims does not rela.x admrssiblhty reqmrements under Rule 702 to permit experts to depart- _
.‘ from accepted standards in the1r field or permit courts to lgnore Rule 702’s requirements.
Rule 702 requrres that an.expert use: reliable’ rnethodology——not a htrgauon-speciﬁc_ -
standard tailored to the goveming burden of proof. See, es. 1)_&@;’ 509 USS. at 589. A
“srgmﬁcant fact wergbmg agamst admitting the tesumony 1s where .. . an expert developed [therr»

: methodology] expressly for the purposes of tesufylng » Wehlmg V. Sandoz Pharms Corp -y 162 |
F.3d 1158, at *3 (4th Cir. 1993) (per curiam) (unpublrshed’ table oprmon); seelnre Lrprtor, 174 F B
Supp 3d at 920; In reMrrena IUD Prods. Liab, _Litig' ;, l69 F. Suppt 3d 396,'440 (S.l).N._Y. 2016),
aff*’d, 713 F. App’x 11,15 (2d Cir. 2617) (mpublished)x(aﬁirmjng trial eourt’s exclusion or experts
in part because. they “developed their theories for the purposes of thrs htlgatron ). For example,
where an expert uses the. Bradford Hill method to discern a causal relatronshrp, failure to ﬁnd a
statistically srgmﬁcant assoctatron before proeeedmg is fatal to the oprmon ’s admrsrbtlrty See,
. __g_, In Te Lrgltor, 174 F. Supp 3d at 925 (excludmg eprdemrologreal expert ¢ oplmon where expert'
' used the Bradford Hr]l method but failed at step one to eonsrder whether “an association [was] |
‘ establrshed through studles with statrstrcally srgmﬁcant results”) Ultlmately, experts must
employ[] in the eourtroom the same level of mtelleetrml ngor that charactenzes the practlce of an' "

' expert in the relevant ﬁeld.” Kumho Tire Co. 526 U. S at 152

Some experts in thrs lrtrgatron may have modrﬁed therr methodologrcal thresholds to track
the CLJA's lega.l standard rather than the standards of their ﬁelds The PLG defends this move as
the natural consequence of Congress 5 decrsron to relax the common-law preponderanee standard
for a CLJA claim. Not so0. Congress altered the burden of proof for a CLJA clmm Rule 702
: govems admissibility of expert testimony as evidence to meet that burden And Rule 702 does not - |

permrt experts to adjust for lmg_atlon their screntrﬁc methodology-to mirror a legal standard. By =
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ineorporating the CLIA's burden-of-proof standard into their methodology, rather than just their )
ultiinnte eonctusion,_ an expert assumes the role of the faetﬁnder and. ignores Rule 702’s
. Tequitement that expert testhon&' must be the product. of reliable pﬁnctules and the expert’.
opinion must reflect : a reliable application of the principles and methods to the facts of the case.
Moreover desplte the PLG’s arguments otherw1se see [D.E 690] 10, 15-19, an expert may not
* cure their methodologlca.l deﬁcrency s1mp1y‘by stating 'that they hold theu' optmon “to areasonable
degree of sclennﬁc certamty” Cf iggins v. SSC Yang_eml_l Qperanng Co., 800 F.App’x 151,
155—59 (4th Cir. 2020) (unpubhshed) Rather, the proponent of expert testrmony must
_“demonstmte[] to the court that 1t is more hkely than not that: (a) the expert s scientific, techmcal
or other specla.hzed knowledge will help the trier of fact to understand the ewdence orto determme
afactin lssue, (b) the test!mony is based on su.ﬂiclent facts or data, (c) the tesumony is the product
| of rehable pnnclples and. methods and (d) the expert’s opinion reﬂects a rehable apphcatton of ‘
the pnncrplesand methods to the facts of the case.” Fed. R. Ewd. 702, 104(a); Fed. R. Evid. 702
advisory committee’s note to 2023 amendment'(noﬁng this standard lS f:‘more likely than not” and .
the prepon’dernnce standard “thdt ‘appliee to most of the. admissihility reqdir&nents set forth in the

' emdencerules’),gee;, e, aube_rt, 509 U.S. at 592 0.10; Engilis, 151 F.4th at 1043-50 Cooper,

259 F3dat 199 InrePaoh 35 F3dat 744 The courtmllholdevery expertmth:s htlganonto =

this standard as apphed to the expert’s ﬁeld and chosen method. .
At this Juncture to the extent expem in this litigation ‘premise their epidemiologieel
»'A , conclusrons ona reduced level of methodologmal ngor ‘because this is a legal proceedmg involving

a claim where the burden of proof is equipoise, their opinion wolates Rule 702 See Fed. R. Evid. -

702; Kumho Tire Co:; 526 U.S. at 152; Daubert, 509 U.S. at 589; Lancaster, 75 F.4th at 969,_ Inre

. Mitena, 713 F. App’x at 15; Seaman, 326 F. App’x at 728 n.41; Wills, 379 F.3d at 47; Wehling,

17
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| 162 F.3d at I*3 1@110_, 114 F. 3d at *6-7; Claar, 29 F3d at 503; In re Lrpltor, 174 F. Supp 3d at
920 Grano V. Sodexo Mgmt., Inc., No. 3: 18-CV-1818 2023 WL 125590 at I"18—19 (. D. Cal
Jan. 6, 2023) (unpubhshed) (excluding the same where expert used Bradford Hill method to R
determine a causal relanonshrp despite a study saymg “the source was. not determmed” because
the expert testxﬁed that “determme” typically means 99—percent probabrhty but that his
' ‘understandrng is the [lmganon] standard is a reesonable degree of epldemrologrc probabrhty, or
| - more hkely than not, and that’s 5 1 percent," addmg “what I'm saymg is lrke I’m not at the level of
99 percent, but 'm way above 5 1 percent.” (emphasrs onutted)), I_n_rgm 169 F. Supp 3d at
w0, |
| In accordance with the party-presentationprineiple and .the PLG’s request, theparties shall
| - “‘meet and confer regarding the appropnate way to rmplement [this order], mcludmg 1dent|fymg )
the oplmons to. whrch the [o]rder appllei ” [D.E. 568] 7. Each Judge mdrvrdually will then . -
,determme admrssrbrhty and an appropnate remedy where needed, mcludmg for the remaining 702 '

motlonsmeach case. g_f_, &g Fed. R. Civ. P 52,56; Nix v. ChemoursCo FC No. 7 17-CV-189,

‘-2026 WL 1129097 at %67 (E.D. N C. Apr 20, 2026) (unpubhshed) (excludmg only an expert S
estimates based on unrehable ev1dence but otherwrse allowrng the expert to opine); Houston Cas. \
FCo V. 'Ihdent Coggtr Servs i LLC, No. 2.22-CV 2037 2023 WL 8713370 at*2 (D S.C. Dec. 18
»2023) (unpubhshed) (stnkmg poruon of expert report that mappropnately opmed on pumtlve |
‘damages), In re Lipitor Atorvastatm Calcium Mkt . vSales Pracs. '& Prods Lrab. Lrtl . 227 F.
Supp 3d 452, 466 485 488—89 (D.S. C. 2017) (grantmg summary Judgment where plamt:ﬂ's
lacked causatlon evrdence after expert exclusron), __Q sub nom. In e Lrpltor, 892 F.3d 624 In re
- Lipitor, 174 F. Supp. 3d at 921-36 (excluding all the causation opinions of experts-who did not

" relisbly apply the methods of their fields); U.S. Home Corp. v. Settlers Crossing, LLC, 33 F. Supp. - ”
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3 596, 599, 619 & n.17.(D. Md, 2014) (ruhng_ on Rule 702 issues.in the court’s ﬁndings of fact .
and conclusions of aw under Rule 52 after hearing trial tésﬁmogy), aff*d, 685 F. App'x 173 (4th
Cir. 2017) (er curiam) (unpublshed). | - | |

| Defendant also argues that some of the PLG’s geneml causation experts “[i]mpermlssibly

: [o]ﬂ"ered [Jegal [o]plmons in [v]lolatlon of” Federal Rule ovardeno'e 704 by- opining on “whether‘ -

[p]lamtrﬂ‘s have met theu' ultimate legal burden of proof under the CLYA.” [D.E. 540] 7-8; see

_ Fed.R. Evid. 704 An opmron about general causahon that uses the eqmporse burden of proof is -
‘ dnot an oprmon on the ultrmate issue mthe case. Cf Inre Camg Le|eune Water ng - 736 F. Supp

3d at 318—28 (explmmng the CLJA’s causatxon reqmrement) 'I‘hus, such an oprmon would not
violate Rule 704 and the court rejects any such argument. Nonetheless, Rule 704 apphes inthis

llhgatlon, and the court will apply 1t m mdmdual cases ‘ N

As for the PLG’s motion to exclude certain of defendant’s expert oprmons for: failure to.l

apply the equrporse burden of proof in th1s case, plmntrﬂ's rdentrfy no colorable issue of rehablhty

orrelevanceatth1st1me See [D.E. 568]6—7 Destesp [DE 6641 29-34. Thus,thecourt- :

”demes the PLG’s mohon to exclude, See Fed. R. vad. 702 Kumho Tlre Co, 526 U S at 152;

 Daubert, 509 USS. at 589' Lancaster, 75 F4th at 969; In re Mirena, 713 F. App’x at 15- Seaman,

326F. App’x at 728 n41,_V_V'_l_ll_s_, 379F3d at47 “_Ieh_l_lgg, 162F3d at "‘3 _a_yjo__r, 114F3d at l'6—7
| Claar 29 F3d at 503; In. reLrpl A 174 F Supp 3dat 920 I_g_r_e_m 169 F. Supp. 3d at 440
| The court reserves further releva.nce conslderahons until trial. See Fed. R. Evid. 702, 401.
| m | | |
‘In sum, Chief Judge .Myers, Judge Boyle, and Judge Dever DENY WITHOUT .
" PREJUDICE defendant’s motion to excluce [D.E. 539], and DENY plaintiffs’ motion to exclude

[D.E. 567}, The parties SHALL file within 21 days a joint proposed order that identifies expert

v:"19
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- opinions to which this order applies, for consideration by Chief Judge Myers, Judge Boyle, and
-Judge Dever individually. Judge Flanagan will separately resolve these issues in her cases.
_ SO ORDERED. This_g “day of June, 2026.

QJ E/qu.wm-'— » W
RICHARD E. MYERS I ‘ CE W.BOYLE -

-Chief United States District Judge ' : United States District Judge

AN Dy 2A
JAMESC.DEVERIl
‘United States District Judge
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