 ALLCASES

- INTHE UNITED STATES DISTRICT COURT
FOR THE EASTERN DISTRICT OF NORTH CAROLINA
' u . SOUTHERN DIVISION -
- No. 7:23-CV-897 '

IN RE: )

- - CAMP LEJEUNE WATER LITIGATION ). ' . =
] I ) .. ORDER -
THIS DOCUMENT RELATES TO: ) ’

)

" 'The United States of America (“defendant”) appeals a non-dispositive order (“Order”) of
United States Magistrate Judge" Robert B. Jones, Jr: [D.E. 829)- On December 15, 2025, the

| iplmnuﬂ‘s’ Leadership Group (“P ” or "plainﬁﬁs") move& to smkecertam of Dr. Lisa Baﬂey’s

eausauon oplmons as untlmely general causatron oplmons [DE 787] On March 5 2026 g

'Magrsnate Judge Jones granted the PLG’s motron [D E. 821] On March 19 2026 defendant |
: appealed Magrsuate Judge Jonee S Order [D E. 829] On Aprll 2 2026 the PLG responded in

opposmon [D. E 836] OnApnl 9 2026 defendant moved for leave to ﬁle a reply [D E, 849] and B |

» attached the reply [D E. 849-1] As explamed below, the court grants defendant’s motron for leave “
to filea reply and afﬁrms Maglstrate Judge Jones s Order.

‘I.- _

This appeal arises' in connection with the Carnp Lejeune Iustice Act of 2022 (‘CLIA").

_SeePub L. No 117-168 §804 136 Stat 1759 1802—04 The CLJA authonzes mdrvrduals

exposed to conmmmated water at Marine Corps Base Camp Lejeune between August l 1953 and

December 31 1987 to seek appropnate rehef See id. § 804(b)

To promote eﬂiclent resolutrou of th1s consohdated htrgatron, the court entered schedulmg

E "orde_rs govermngipha_se_d expert discovery. &gu [D.E.IZ’IO, 312, 332, 414, 630]. Expert: |

1
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dmcovery has proceeded in three phases Phase 1 (water contam;matron), Phase 2 (general‘
causatlon), and Phnse 3 (specrﬁc causatlon, damages, and resrdual 1ssues) Each phase has:,
deadlines for expert dlsclosures and expert reports. In relevant part, the court ordered defendant v
“d:sclose its experts relaung to the General Causation Phase” by February 7, 2025.- [D.E. 312]. |
Lsee rd. at3. OnApnl 8, 2025, defendant designated Dr. Batley as a Phase 3 expert for all Track
1 plamhﬁ's See [D E 487-4] OnApnl 26, 2025 defendant ﬁled Dr Barley S speclﬁc causauon'
reports See Bailey Reps (Bladder Cancer) ju E 490-6, 490-9 0 490-12); (Kldney Cancer) [DE. -

. 4946 to 494-10]; (Leukerma) [D E. 497-1 to 497-5], (Non-Hodglnn s Lymphoma) [DE. 490-8 -

500-6 o 500-9); (Parlnnson s Dlsease) [D.E. 503-6 to 503-10]
OnDecember 15 2025, the PLG moved to strike certam of Dr. Barley s causation opmrons, ’

argmng that Dr. Barley s reports violated defendant’s Phase 2 deadline by mtroducmg a “new ;

. general causation analysxs” not provided in Phase 2 [D.E. 787] 4; see rd. at 5. On March 5, 2026,

Magtslrate Judge Ione’s;granted the.PIJG’s motron [D.-E..8_21]. Defendant-appealed [D.E. 829]. .
| R oL o
| The court may refer drscovery dispute‘s.to a Umted States rnaglslrate judge for resolution.. ,
.. See 28US. C. §-636(b)(1)(l&); Fed. 111 Civ. P. 72(a); -Local Civ. R.72. 3(b) A pa.rty may obje'ct to |
| » the magmtrate Judge s order wnhm 14 days after bemg served w1th a copy See Fed. R. Civ. P

.72(a), Local Civ. R. 72 4(a) The court shnll “eonsrder tunely objectxons and modlfy or set as1de :

I any part of the order that is clearly ermneous or 1s confrary to law ” Fed.R. Civ. P 72(a) Afactual _

| ﬁndmg is clearly erroneous when the court is “left wrth the deﬁmte and ﬁrm conv1cuon that a o

mrstake hns been eommltted.” Anderson \'A Bessemer City, 470 U.S. 564, 573 (1985) (cxtatlon |
omitted); see United States v. !J.S».-Gypsum Co.,333U.8. 364, 395 (1948); T_FWS, Inc. v. Franchot, |
572 F3d 186, 196 (4th Cir. 2009). A magistrate judge’s order is contrary to law when “the
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magistrate judge has misinterpreted' or misapplied appl,icable-law.” Cape Fear Pub. Util, Auth.v. . -

Chemours Co. FC, No. 7:17-CV-195, 2025 WL 899327, at *3 (E.D.N.C. Mar. 24, 2025) |
. (unpublished) (citation omitted); see Tradell Med. Tnt'l v. D R Burton Healtheare, LLC; No.

4:18-CV-9, 2021 WL 684200, at *3 (ED.N.C. Feb. 22, 2021) (unpublished); Kounelis v. Sherrer,
529 F. Supp. 24 503, 518 (D.N.J. 2008). “Although the contrary to law standard permits plenary
review of legal oonclusxons, declslons related to dlscovery dlsputes and schedulmg are accorded: |
-greater deference Q_ape Fear Pub Uul Auth., 2025 WL 899327 at "‘3 (crtahon omrtted), see
Ldeﬂ, 2021 WL 684200 at "'3 Johnson V. Cm[ of Fayettevrlle, No. S 12-CV-456 2013 WL'
'4039418 at *3 (E.D N C. Aug 6 2013) (unpubhshed), Inre Outsldewall T1re ng » 267 F R.D.
466, 470 (E D. Va. 2010) _
L

" Defendant argues that Maéistrate Judge Jones’s Order is clearly erroneous and contrary to
law i in its conclusion that Dr Ba.lley 8 reports contam untlmely general causation methodologres
See Deﬁ s App. [D E 829] 4—5 Thus, this court reviews the Order by determining whether Dr.
Bmley employed a general causation methodology in her reports and if so, whether the
methodology was txmely dlsclosed

Defendant argues that Dr Bmley s use of regulatory tox1c1ty cntena and pomts of departure

: does not quahi‘y as a general causatron methodology See id. at 4—8 Because causahon isa
queetlon of law, the eourt Teviews a causation determmatwn und_er the “c ontrary to law” standard..
Sec Fed, R Civ. P. 72(s); Cape Fear Pub, Ut Auth, 2025 WL 899327, at *3; Trudell, 2021 WL

684200, at *3; Kounehs 529 F. Supp. 2d at 518.
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The CLJA requires each plamtrff to eetabhsh that it ls least as'likelyas not" hisorher
| mjm'y was “caused by exposure to the water at Camp Lejeune » CLJA§ 804(b)—(c) To carry that '

burden of proof, each “plaintiff must demonstrate the levels of exposure [to a specified substance]

that are hazardous to human beings generally as well as the plam’nﬁ"s actual'level of exposure.”
- Westbm v. Gislaved Gummr AB, 178 F.3d 257, 263 (1999) (cleaned up), see also Mrtchell V.

Gencorp Inc., 165 F 3d 778, 781 (10th Cir. 1999), anl_:tv Willamette Indus Inc., 91 F 3d 1105 "
1106 (8th. Crr 1996) In all, CLJA plaintiffs must prove three components of causatron mdmdual )

exposure, general causatlon, and speclﬁc causatron. See In Ie Camp Le_|eune Water Litig., 736 F '

Supp. 3d 311, 319(EDNC 2024) ‘ » '
~Expert wrtness analyses can help establish these components In an exposure analysis, an

expert opines on the identity and level of toxic substanees present at the relevant locatron. See In

' C;__amp Le]eune Water ng., No. 7.23-CV-897 2025 WL 3565850, at *2 (E.D.N.C Dec. 12,

2025) (unpubhshed) In a general causation analysrs, “an expert demonstrates that'a partrcu.larl

type of harm can be caused by the exposure to a degree of sclennﬁc certainty.” In re Camp Lejeune

Water ng ., 736 E Supp 3d at 319 In a specific causahon analysrs “an expert opmes that thrs'

- pla.mhﬁ[’]s exposure was a cause 1n fact of his or her harm.” Id.

Defendant desrgnated Dr Bailey as a specrﬁc causatron expert for each Track 1 drsease

See [D.E. 487-4] 3, 8 13, 18, 24 Ordmanly in a toxic tort actlon, a speclﬁc causahon expert B
rmght compare the plamtlﬂ"s exposure level to the threshold level that a general causation expert

bhas opmed can cause the clalmed d1sease See Davrd L Eaton et al,, Reference Guide on_

+ Toxicology, in R eference Man@ on Scientific Eﬂdence 1074-75 (Fed. Jud. Ctr. 4th ed. 2025)

(“An expert who opmes that exposure to a compound caused a person s drsease engages in

. deductive chmcal reasoning. . . . The opinion is based on an assessment of the individual’ s
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exposure Thls mformanon is then compared with sclentlﬁc data.on the relatronshlp between .

exposure and disease: ”) Dr. Balley relied on the analysis of Phase 2 geneml causation expert Dr.
Good_man, who opined that the avaxlable sclentrﬁc studies do not support a causal connectlon. -
between the irelevanbt toxins and E'I'r_ock 1 diseases. - See, e.g., Bailey Reps.-(Cagiéno)'(Bhdda'
 Cancer) [D.E. 4‘90-6] 13-15, 32-34; (Downs) (Kidney Cancer) [D.E. 494-6] 12-13; 30-32;
(Amsler) (Leukemia) [D.E. 497-1] 13-14, 33-35; (Kidd) (Non-HodgErls VLymphoma) [DE.
soo-s] 13-14, 32-34; (Welch) (Parkmsonlesease) [D.E. 503- 10] 13, 29-30 Dr. Bailey then )

performed regulatory “nsk evaluatrons” or “nsk assessments” for cach plamtrﬁ' See, e _g_, Barley\ o |

Rep (Amsler) [D.E 497-1] 43—47

_To produce each risk evaluatlon, Dr Bmley compared the plmntlff’s estlmated chemlcal' v
exposure level to EPA and ATSDR regulatory toxlclty cnterm and pomts of departure for those "
chemicals. See id. As Dr. Bmley explained, tox1c1ty criteria are

quantitative estimates of risk of the adverse ,health effects associated with a given
_ chemical exposure level. Toxicity criteria are typlcally derived from observations.
“of chemical exposures and health effects reported in epidemiology or animal -
studies, and are conservauvely based on the most sensitive endpomt reported in the
health effect studies (i.e., the health effect occurring at the lowest exposure level).
- They are also designed to be protective of the most sensitive populations (e.g.,
. children and the elderly). Therefore, . . . toxicity criteria reflect conservative
- estimates of the relationship between exposures and health effects (ie., overly
protective assumptions about exposures and health effects), parucularly for short
' ﬁexposure duratrons for healthy i individuals in a population.

* k%

US EPA and ATSDR apply standard risk assessment methodologies to estimate the
dose-response. relationship between chemical exposures and. health effects in
epidemiology or animal studies. Then, based on that relationship . . . these

. regulatory agencies derive an exposure concentration or dose that is pred1ctedto be
associated with no (or a very low) response This exposure concentration or dose
is referred to ‘as the point of departure . . . , from which . . . toxicity criteria are
typically derived. - S ’
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Bailey Re;t. (Welch): [D.E. 503-10] 11, is. Thus, lnstead of only,cornoaring each plaintif’'s - -
exposure level to a general causation threshold level_demonstr,aterl to cause the claimed disease, -
Dr. Bailey also compared each plaintiﬁ"s exposure levels to the levels that certain agencies report =
are assoclated with an “adverse health effect” in the “most sensitive populations.” Id,

'Defendant correctly observes that regulatory risk assessments and tort causatlon opmrons

serve different purposes Courts have rejected attempts to use- regulatory sw.ndards sereemng | X

' levels, or risk-assessment _outeomes, without more, to estabhsh eausatton in toxic tort htlgatlon.

Ses, e.g., Mitchell, 165 F.3d at 783 n.3; In re Johnson & Johnson Talcum Powder Prods. Mitg,
No. 3:16:MD-2738, 2026 WL 161184, a *220-22 (DNJ. Jan. 20, 2026) (vmpublished); Ytes v.
Ford Motor Co, 113 F. Supp. 34 841, 847 (EDNC 2015) Yates v. Ford Motor Co., No.

5:12-CV-752, 2015 WL 2189774, at ‘23 (E D.N.C. May 11,2015) (unpubhshed), § v. Peri ‘
Grp. of Am. Inc,, 986 E. Supp. 655, 664-65.(D. 'Mass. 1997). Regulatory reference values
generally are eonservatlve, health-protecuve values . desngned for regulatory decision-making,
often under uncertamty and with protecuon of sensitive populatlons in mmd See Yates, 20 15 WL .
_ 2189774 at *23. Thus, an exposure above or below a regulatory reference value does not 1tself
estabhsh whether the exposure can cause the disease in humans generally or whether 1t caused
dJsease ina partleular plamtrﬂ‘ | | |
Tlmt dJstmcnon does not resolve this appeal. The questlon 1s not whether toxrclty criteria
~or points of departure standmg alone, sufﬁce to prove causation at tnal Instead, the eourt must
| determme whether Dr Balley used those regulatory values as an undtsclosed general causatton
‘met.hodology in her Phase 3 reports, The court ﬁnds that she de.
Dr. Batley characterized her role in the litigation as follows: “1 have been asked . . . to

develop opinions related to whether there is scientific support for the plaintififs’] claim[s] that - |
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exposure to .chemicals in tap water .at Camp LeJeune is causally assoclated w1th the plamtlﬂIs’]

. . diagnosfe]s.” Ba.lley Rep. (Dyer) [D.E. 490-10] 10. To aceomphsh that dlreotlve Dr. Balle'y
compared each plamtrﬁ"s exposure levels to regu.latory toxicity cntena. See id. She expla.med
her rationale for doing so:

.- In contrast to risk assessments performed for regulatory or.guidance purposes,’
assessing the likelihood of a chemical exposure causing health effects for an
individual requires a risk evaluation speclﬁcully'for that individual . . . . This type
of evaluation can include a risk calculation, using regulatory toxicity cntena, based
on the individual’s exposure information, ag a screening-level conservative first
step in a causation analysis. . . . [T]f the conservative régulatory risk estimates fall
at or below [the regulatory] acceptable risk range, those results provide. strong

- support for the conclusion that the exposures of concern are not likely to be causallyp
associated wrth the health effect of concern.

Bﬁley Rep. (Cagiano) [D.E. . 490- 6] 28 (emphases added) Thus, Dr. Ba.lley used regu.latory
 toxicity criteria as rnore thnnbuekground scientific literature or plmnuﬂ'-sp_ecxﬁc exposure context. -
‘She treated the regulatory t:omparison as a “first Step ina causation a’najysis” and-stnted that results '
falling at or below the regulatory range provrde “strong support” that the exposures are “not likely
E to be causally associated” with the disease at 1ssue Id. She then used that ﬁ-amework to opine .'
that plaintiffs’ modeled exposures were msuﬂicxent to support causatmn for theu' claimed dxseases'.
" See, e.g., Bailey Rep. (Dyer) [D.E. 490-10] 39, 49, 53; Bailey Rep. (Mousser) [D.E. 494-9] 43,
‘45’48_ 4: _ _ _
The court recogmzes that Dr Ba:ley 5 reports use plamhﬁ‘-specxﬁc exposure estlmates and _ )
'that she d1d not conduct an mdependent epxdermologlcal apalysis. ordmanly assocxated w1th'
general causatnon Indeed, a Phase 3 expert may apply general causauon expert: opmrons to
plmnttﬂ"-specrﬁc exposure facts But a Phase 3 expert may not mtroduce a new dose—based 3

framework for deciding whether a class of -exposures is causally associated with the alleged

disease. Dr. Bailey used EPA and ATSDR toxicity criteria and points of departure to supply such
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. a ﬁ'amework. Under her analysrs, ifa plamhﬂ"s modeled exposure fell below those regulatory”
values, or produced a sufﬁcrently large margm of exposure from the underlymg point of departure |
it supporied that the exposure was not causally assoclated with the disease. That benchmark
addresses the same questron that this court assigned to general causation: the level of exposure at-
which a substauce is.eapahle or' causing the type of harm alleged. SeeInre Cat'np l..eierme Water ;
L_g_, 736 F. Supp 3d at 319, A methodology for ruhng out causal capabrlrty based on dose isa
general causation methodology | |
The court does not hold that toxrclty entena and pomts of departure are eategorwally '
unavailable to a Phase 3 expert Nor does the eourt hold that every compansou ‘between plamtrﬁ"s |
- exposure and a regulatory value constitutes general cau_satro_n.1 The court holds only that Dr.
- Baﬂey used EPA and ATSDR toxicity criteria and points of departure- as a causation rule-out
methodology by treating th‘ose values as benchmarks for coneluding:thatvexposures below them |

were not likely causally associated with phnntrﬁ‘s’ diseases.z. Magistrate Judge Jones's:

! Courts have 'permrtted'experts o use risk assessmient, exposure modelmg, regulatory

values; or related dose-comparison tools in specific causation analyses. See, ¢.¢.,InrePacliRR.

Yard PCB Litig., 35 F.3d 717, 793-94 (3d Cir. 1994); Feindt v. United States, No. CV 22-397,
2024 WL 1532747, at *6-8 (D. Haw. Apr. 9, 2024) (unpublished); O’Byme v. Weyerhaeuser Co., -
No. 2:19-CV-2493, 2022 WL 4133219, at *10 (S.D. Obio Sept. 12, 2022) (unpublished); Rhyne v. -
U.S. Steel Corp., 474 F. Supp. 3d 733, 75860 (W.D.N.C. 2020); Yates, 113 F. Supp. 3d at 847-48;
Bd. of Cnty. Comm’rs v. Brown Grp. Retail, Inc., 768 F. Supp. 2d 1092, 1105 (D. Colo. 2011); In
re W.R. Grace & Co., 355 B.R:'462, 491-93 (Bankr. D. Del.. 2006). The admrssibrhty of such
testimony turns on how the expert uses the materials. Here, the court’s holding is limited to the
use of undisclosed causation methodologies used to establish general causatlon thresholds after
the deadline has passed for general causation disclosures, - ‘
2 Defendant cites cases holding that regulatory screening levels and. standards do not
estabhsh actual risk to human health or prove causation. See [D.E. 829] 6 (citing Hall v.
ConocoPhillips, 248 F. Supp. 3d 1177, 1186 (W.D. Okla. 2017), aff’d sub nom. 886 F.3d 1308
(10th Cir. 2018); Burst v. Shell Qil Co., No. 14-109, 2015 WL 3755953, at *8 (E.D. La. June 16,
2015) (unpublished), afi"’d, 650 F. App’x 170 (5th Cir. 2016) (per curiam) (unpublished); and. Bd.

of Cnty. Comm’rs, 768 F. Supp. 2d at 1105). The court agrees that regulatory risk assessmentand = ' .

tort causation are distinct. But the disputed issue is not whether such a distinction exists. The
court must determine whether Dr. Bailey used EPA and ATSDR toxicity criteria and points of
' ' 8
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determination that Dr. Bailey employed a general causation methodology in her Phase 3 reports is

not contrary to law.
B.
Having 'detetmined that Dr. Bailey employed a general causation tnethodology-in her Phase
3 report, the court addresses whether defendent timely disclosed that methodology. Because
timely disclosure is a schedu]mg issue, the court accords greater deference to Magxstrate Judge

Jones’s dete:mmatmn and will only overtum if clearly efroneous. See Cape Fear Pub. Utll Auth,,

2025 WL 899327 at ‘3, Trudell, 2021 WL 684200, at "‘3 1 hns g 2013 WL 4039418 at *3; Inv -

Ie Outsxdﬂ Tire Litig., 267 F R.D. at 470.
 The court has ah'eady determined that Phase 3 spemﬁc causation experts “may reference

. generel causation ev1dence, mcludmg Phase [2] opinions and published hterature, as part of their

- specific causation methodology.” In re Camp Lejeune Water Litig., No, 7:23-CV-897, 2025 WL _

2054353, at *4 (BD.N.C. Jul. 22, 2025) (unpublished). But “Phase [3] experts may not introduce

new, independent general cnus'ation enalyses, including bu’t'no't limited to fresh literature reviews,

novel threshold calculatlons, or any genera.l causation methodologles that were not timely
: .dlsclosed” bya Phase 2 general causation expert. Id.

- Defendant concedes that none of the lese 2 general causation experts relied on Dr.

Bailey S m_ethodology_ to .conduct thelr analy_ses. See Def’s App. 5. Nevertheless, defenda_nt

argues that the methodology was timely disclosed because the basis for it—i.e., regulatory toxicity

criteria and points of departure—can be extracted from the same 'studies .disclosed by Phase 2 ‘.

departure as a causation rule-out benchmark after the disclosure deadline for general causation

- methodologies. A regulatory value may be insufficient to-prove causation and still function as a

general causation methodology when an expert uses it to determme whether a class of exposures

is likely causally associated with a disease.”
9
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, experts Dr. Lipscomb and Dr. Goodina_n. Seeid. at8-9.3 Maglstrate Judge J ones’s Order rejecte:d
this argument. Seg [D.E. s 12] 73-74 (questioning defendant whether the “ATSDR and EPA studies
on which Dr. Bailey relied on [werej disclosed in [d]efendants’ Phase [2]:-dtsclosure” and whether
“any Phase [2] expert :diseuss[ed] points of departure or toxicity in Phase [21); see also Def’s |
' Notice [D.E. 815] (providing the requested information). Dr. Goodman referenced different -
portlons of one study, and for dlﬁ‘erent reasons than Dr Baﬂey __e& Goodman Rep [D E.463-14]
28, 45 66, 69. Dr. Llpscomb only referenced the stud1es to opme that agency reference values are
: mappropn_ate for causatxon ana_lySes._ See Llpscon_zb Rep'.v [DE 468-12] 12—13, 25-21, 60. Thus,
the Phase 2 experts' did not cite the same portions:of hterature as Dr. Balley, and more mportantly,
- they. dld not use agency tox1c1ty cnterla or pomts of departure in theu' methodology or analysxs
. The court finds no clear error in Maglsu'ate Judge Jones s determmatlon that Dr Bailey’s :
, general causation methodologles were not timely dlsclosed in Phase 2. To rule othervnse would | -
- frustrate the stated purpose of the court’s schedulmg orders. See In re Camp Le]eune Water ng -
2025 WL 2054353, at *3 (_“Each Phase informs the next—like building b_locks in the parties’ cases
in chief”), | ' o |
C.
| BeeaUSe the parties do not dispute the proper sanction'for v"iolaﬁngga sehedulrng order, the
| court' does not reyiew the‘ Order’s remedy to strike the porttons of Dr. rBa..iley’s reports that oﬁ'er or

1-'rciy on toxicity criteria or points of departure asa g'eneral«causation methodology in her Phase 3

, 3 The PLG contends that defendant waived this argument by impermissibly filing itasa
“Notlce of Disclosure.” See P1.’s Resp. [D.E. 836] 9 n.2; Def.’s Notice [D.E. 815]. But counsel
for defendant réceived leave of court to file the requested information as a notice. See [D.E. 812]
73; [D.E. 849-2]. Thus, defendant’s notice was properly before Magistrate Judge Jones and
defendant’s argument is now properly before this court on appeal.

10
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reports See Pl. S Resp [DE 836] 11 & n.3; Order [D.E. 821] 45 (cmng Inre Camg Lelelm

Water thlg a 2025 WL 2054353 at "‘2)

In sum, the courtGRANTS defendant’s motion for leave to file a reply [D.E.“849] and

AFFIRMS Magistrate Judge Jones’s Order granting the PLG’s motion to strike as untimely Dr,

Eailéy’s gene:al causation mcthdaéiogy in her Phase'3 reports [DB 821]. :

SO ORDERED This_S~_day of June, 2026.

@lw/z/mwm—

RICHARD E. MYERS II
Chief United States District Judge

EW. VFLANAG:ﬁ .

United States District Judge.

1
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