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JONES, Judge:
l. | NTRODUCTI ON

Currently pending in this court are a nunber of silicone
breast inplant cases brought by or on behalf of the plaintiffs
agai nst various breast inplant manufacturers.: Plaintiffs seek
damages for injuries they claimto have suffered as a result of
i nplantation with silicone gel breast inplants.

Anmong ot her things, the plaintiffs assert that silicone
fromthe inplants has mgrated and degraded in their bodies and
has caused a system c syndrone or illness, which they generally
refer to as "atypical connective tissue disease” (ACID). In
essence, plaintiffs claima "unique constellation of synptons”
consi sting of hundreds of synptons commonly experienced by the

general popul ation.:?

1 The defendants involved in the present proceedings are
Baxt er Heal t hcare Conpany, Baxter International Inc.
(collectively, "Baxter"), Bristol-Mers Squi bb, and M nnesota

M ning and Manufacturing (together referred to as "defendants").
An early defendant in breast inplant litigation, Dow Corning
Corp., sought protection under bankruptcy law in May 1995. The
bankrupt cy proceedi ngs are ongoi ng.

2 The defense refers to these synptons as "di seases of
ordinary life," e.qg., headache, fatigue, joint pain, confusion,
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Thi s opi nion addresses the defendants’ notions in limne to
exclude testinony by plaintiffs’ experts concerning any causa
| ink between silicone breast inplants and the all eged systemc
di sease or syndrone.: To resolve these notions, the court, in

its role as "gatekeeper" (see Daubert v. Merrell Dow

Phar maceuticals, Inc., 509 U S 579 (1993) (hereinafter
Daubert 1), initiated proceedi ngs under Federal Rule of
Evi dence 104. The process through which the court has
endeavored to resolve the pending notions, a process the court
bel i eves to be unique in federal practice to date, is described
bel ow.
[1. FEACTS AND PROCEDURAL BACKGROUND

The breast inplant cases at issue here were either filed
initially in this court or renoved fromstate court. The cases
were then transferred to the Judicial Panel for Multidistrict

Litigation, Inre Silicone Gel Breast Inplant Products Liability

Litigation, MDL No. 926, where they have been managed

expedi tiously under the watchful eye of the transferee judge,
Chi ef Judge Sam C. Pointer, Jr. 1In 1995 and 1996, Judge Poi nter
remanded a nunber of cases to Oregon for trial.

Al breast inplant cases remanded to Oregon federa

etc.

3 Many of the plaintiffs also allege "local injuries" from
the inplants, such as rupture, contracture, and chest wall pain.
Thi s opi nion does not address the adm ssibility of plaintiffs’
W t nesses’ testinony concerning any local injuries. The scope

of what constitutes a “local” injury is discussed infra.
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district court have been assigned to this judge. After a series

of status conferences involving all interested parties and
counsel, | determned that, at least initially, simlar cases
shoul d grouped for trial. | designated the follow ng three

trial groups:

Plaintiffs Def endant ( s)
G oup 1¢ Hal | Baxt er

Pope

Stern

Pr eskey

Group 2s Andr ews Bristol -Mers Squib
Johnst on
Ei sel e
Bent | ey
Tyt !l ar

G oup 3o Sher vey Bristol - Myers and
Zi ngarel li Medi cal Engi neering
Adanson Cor p.
D. Hal
Young
M t chel

After initial trial dates were set, the court instructed
counsel for Goups 1 and 2 to provide a list of all lay and

expert witnesses to be called at trial, together with a

4 G oup 1 consists of Case Nos. 92-182 (LEAD), 94-892,
94-903, and 94-907.

5 G oup 2 consists of Case No. 94-258.

6 G oup 3 consists of Case Nos. 93-589 (LEAD), 94-260,

94- 765, 94-902, 94-949, and 94-1280. Although they were invited
to participate and attended all four days of the Rule 104
hearing, counsel for the Goup 3 plaintiffs repeatedly
requested, and the court agreed, that this decision does not

apply to them
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narrative statenent of each w tness’ proposed testinony. The
court also instructed counsel to summari ze each expert w tness’
opinion, to identify all the materials upon which each expert
woul d rely for his or her opinions, and to submt transcripts of
any testinony given by the witness in simlar cases.

Once the witness materials were duly filed, in July 1996,
defendants jointly filed a series of notions inlimne to
exclude plaintiffs’ experts’ testinony concerning causation.” To
address these notions, | schedul ed an integrated hearing under
Rul e 104(a) on the adm ssibility of the scientific evidence.

Al interested parties and counsel were invited to attend the
hearing, which I set for August 1996.

In view of the conplicated scientific and nedi cal issues
i nvolved and in an effort to effectively discharge ny role as
"gat ekeeper"” under Daubert 1, | invoked ny inherent authority as
a federal district court judge to appoint independent advisors

to the court.s See, e.g., Goetz v. Crosson, 967 F.2d 29, 37 (2d

7 The notions in limne were filed in Goup 2 (dkt. Nos. 69,
70, 72, 74, 75, 76, 77, 78, 79, 80, 81, 82, 83, 84, 85, 86, 87,
88, 89, 90, 91, 92, 93, 94, and 95). Sone of the notions
address plaintiffs’ experts’ testinony on issues other than a
general causal |ink between silicone and system c di sease.
Those portions of the above-listed notions are noot, with | eave
to refile as necessary in further pretrial proceedings.

8 To keep the advi sors i ndependent of any ongoi ng

proceedi ngs, | appointed them under FRE 104, not FRE 706, which
requires court-appointed experts, in effect, to act as

addi tional wi tnesses subject to depositions and testifying at
trial. Although certain plaintiffs (in Goup 3) noved to invoke

Rul e 706 procedures (in No. 93-589, dkt. Nos. 31 and 36), |
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Cr. 1992)(VanG aafeiland, J., concurring and dissenting)(citing
Scott v. Spanjer Bros., Inc., 298 F.2d 928 (2d Cir. 1962)); see

also 1972 Advisory Commttee Notes to FRE 702. Pursuant to that
i nherent authority, | began a search to find technical advisors
W th the necessary expertise in the fields of epidem ol ogy,

I mmunol ogy/ t oxi col ogy, rheunmatol ogy, and chem stry to assist in
evaluating the reliability and rel evance of the scientific
evidence.® Dr. R chard Jones, MD., Ph.D.,w» assisted the court
by screeni ng dozens of potential appointees and ultimtely
selecting four totally unbiased and uncomnmtted experts in the
necessary fields, which the court approved and appoi nted. The
techni cal advisors and their fields of expertise are: Merwn R
G eenlick, Ph.D. (epideniology); Robert F. WIkens, MD.
(rheumat ol ogy); Mary Stenzel - Poore, Ph.D.

(i mmunol ogy/ t oxi col ogy); and Ronald Mcd ard, Ph.D. (polyner

deni ed those noti ons.

9 Al t hough | requested federal funding for the Rule 104
experts’ fees, ny request was denied. The fees, approximtely
$76, 000, have been paid by the parties. Because | did not
appoi nt the experts under Rule 706, their fees are not "costs"
that may be awarded to the prevailing party under

Fed. R Cv. P. 54(d) and 28 U.S.C. 8§ 1920(6). See, e.g., Inre

Phi | adel phia Mrtg. Trust, 930 F.2d 306, 308-09 (3d Cr. 1991);
State of Kansas v. Deffenbaugh Indus., Inc., 154 F.R D. 269, 270
(D. Kan. 1994) ("The legislative history of 8§ 1920(6) expressly
refers to court-appointed expert witnesses ‘as permtted by

rule 706 of the Federal Rules of Evidence ").

10 Dr. Jones is the fornmer acting president of Oregon Health
Sci ences University and is the longtinme chair of the

Uni versity’s biochem stry departnent.
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chem stry).

Wth the exception of Dr. MO ard, whom | appointed shortly
after the initial Rule 104 hearing term nated, the technica
advi sors reviewed the parties’ volum nous materials in
preparation for the hearing and observed nost of the testinony
in court. After his appointnent, Dr. McCard reviewed all of
the relevant materials and the videotaped argunents of counsel,
and participated in all subsequent proceedings.

| structured the Rule 104 hearing according to subject
matter, wth plaintiffs presenting their experts in a particular
field, followed by defendants’ witnesses in the sane field. Al
participating parties stipulated to the experts’ qualifications
under Rule 702. Because in proceedings pursuant to Rule 104(a)
the court is not bound by rules of evidence, except those that
pertain to privileges | ruled that no evidentiary objections
woul d be permtted. »

At the hearing, which spanned four intense days (August

5-8, 1996), @ experts on both sides were questioned by counsel,

11  This ruling was remarkably effective, both in permtting
the parties to focus on presenting their evidence and in
expediting the proceeding. |In four days of hearings, only rare
obj ections were nmade, yet counsel and the w tnesses confined the
testinony to what, for the nost part, would be adm ssi bl e under
the rul es of evidence.

12 This court and state court Judge Nely Johnson jointly

presi ded at the hearing. Judge Johnson has been assigned all of
the Oregon state court breast inplant cases pending in Miltnomah
County Circuit Court. Judge Johnson participated extensively in

the Rule 104 hearings, and her contributions are greatly
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the court, and the technical advisors. The parties then

subm tted vi deotaped sunmati ons, which the court and al

techni cal advisors reviewed.=® The court also asked the parties
to submt proposed questions to guide the technical advisors in
evaluating the testinony and preparing their reports. After
considering the parties’ proposed questions, the court prepared

and submtted the followi ng questions to the advisors:

1. Is the expert’s opinion supported by scientific
reasoni ng and net hodol ogy that is generally accepted in the
expert’s particular scientific community or otherw se qualified
as stated in Daubert |1, as quoted above?

2. Is the expert’s opinion based upon scientifically
reliabl e data?

appreci ated. Judge Johnson has yet to rule on the adm ssibility
of the scientific evidence in the state court proceedi ngs.

13 The video presentations by plaintiffs’ counsel M ke

Wl lianms and defense counsel Mary Wells, Nathan Schachtman, and
Jane Thor pe denonstrated the highest professional skills | have
had the pl easure to observe in 33 years on first the state and
then the federal bench. The level of professionalismand
conmpet ency shown by all counsel throughout these proceedings is
appreci ated and conmended.

14 This reference is to the follow ng | anguage from Daubert v.
Merrell Dow Pharmaceuticals, Inc., 43 F.3d 1311, 1319 n.11 (9th
Cr. 1995):

[t]he focus * * * is on the reliability of the

nmet hodol ogy and in addressing that question the court
and the parties are not limted to what is generally
accepted; nethods accepted by a mnority in the
scientific community may well be sufficient. However,
the party proffering the evidence nust explain the
expert’s net hodol ogy and denonstrate in sone
objectively verifiable way that the expert has both
chosen a reliable scientific nethod and followed it

faithfully.
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3. | f epidem ol ogi cal studi es have not been done or are
I nconcl usi ve, what other data, such as ani mal studi es,
bi ophysi cal data, clinical experience in the field, nedica
records, differential diagnosis, prelimnary studies, genera
scientific know edge, and nedical literature can justify, to a
reasonabl e nedi cal probability, a conclusion concerning the
cause of the syndrone or disease at issue?

4. Do the net hodol ogy and data support the expert’s
concl usi ons?

5. Does the scientific data relied upon by the expert
apply to the syndrone or disease in issue in these cases? For
i nstance, are epidem ol ogical studies directed at other typical
or classical diseases relevant to an atypical disease?

The court also submitted alnost all of the parties’
proposed questionss to the technical advisors for their

consi deration, with this instruction:

We are al so encl osi ng suggested questi ons and
ref erences provided by counsel. Do not feel obligated
to answer all of counsel’s questions, but respond to
those that you feel are relevant and that you fee
wi Il be helpful to the court in discharging our
"gat ekeepi ng" role. For instance, the defense
contends that the record of the hearing does not
reflect the plaintiffs’ reconstruction of their
wi tness’ testinony. W |eave that issue to you.:s

The technical advisors submtted their reports to the court

i n Septenber 1996, v and on Septenber 13, 1996, the court gave

15 Only certain questions posed by one plaintiff (LeaAnn Hall)
concerni ng specific causation were w thhel d.

16 Counsel s’ questions that the court submtted to the
advi sors are appended to this opinion as Arrenoix A

17 The advisors’ reports, which were nmarked as court exhibits,
are appended to this opinion as Arrenbices B, C, D, and E (the

appended copi es do not include any exhibits that were attached
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counsel on both sides an opportunity to question them Foll ow ng
this hearing, the court expressed prelimnary concerns that
plaintiffs’ position could not be sustained and asked defense
counsel to submt proposed findings of fact and concl usi ons of
law. Plaintiffs then filed objections and proposed alternative
findings, and the defendants filed a further response.

Having fully reviewed the entire record and the reports of
the advisors, | amnow prepared to rule on the pending rULE 104
hearing notions in limne. For the reasons explained bel ow, the
defendants’ notions in limne to exclude plaintiffs’ expert
testi nony concerni ng causation of any system c di sease or
syndronme are GRANTED.

| note, however, that while this court was in the m dst of
the Rule 104 proceedi ngs, Judge Poi nter appointed a nationa
panel of experts pursuant to FRE 706 to assist in a simlar
eval uation of the scientific evidence in the MDL. As recognized
by Seni or Judge Jack B. Winstein and Judge Harold Baer, Jr., in
their recent joint opinion in breast inplant cases pending in

the Southern and Eastern Districts of New York (see In re Breast

| npl ant Cases (Anmended Prelimnary Menorandum Cct. 23, 1996)),

it wll probably be sone tine before the national pane

conpletes its inportant work. =

to the original reports).

18 Because the national Rule 706 panel has not conpleted its
wor k, Judges Weinstein and Baer determ ned that the defendants’

notions for summary judgnent on the systemc clains were not yet
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In view of the ongoing national proceedi ngs and the
potential for further scientific devel opnents during their
pendency, the court will defer the effective date of this
opinion until the findings of the national Rule 706 panel are
avai |l abl e.» Depending on the court’s evaluation of those
findings, plaintiffs in these cases may seek reconsideration, if
appropriate, of this decision. Plaintiffs’ notion to add the
nati onal Rule 706 panel nenbers to the witness lists in G oups 2
and 3> is al so deferred pending conpletion of the panel’s work.
[11. ADM SSI BI LI TY STANDARDS

A.Rule 702 and Rul e 104(a)

The Federal Rul es of Evidence govern in diversity cases,
except in the rare circunstance where a state rule of evidence
iIs "intimately bound up’ wth the rights and obligations being

asserted * * *." Way v. Gegory, 61 F. 3d 1414, 1417 (9th Gr

1995) (quoting Erie R R Co. v. Tonpkins, 304 U S. 64, 78
(1938)). Wth respect to the issues presently before the court,

no state evidence rule supplants the federal rules.=

ri pe for adjudication.

19 My decision will only be changed in the unlikely event that
new scientfic research would require such nodification. The
views of the Rule 706 panel will be carefully considered, but
this opinion is not dependent upon the testinony or concl usions
of the Rule 706 experts.

20 Docket No. 175 in No. 94-258. Plaintiff Laura Bentley
settl ed her case; accordingly, her separate notion (# 177 in
No. 94-258) is noot.

21 In any event, Oregon | aw concerning scientific evidence, as
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Rule 702 is the starting point for any evaluation of the
adm ssibility of expert testinony. Daubert |, 509 U S. at 589
(Rule 702 is the "primary | ocus" of the expert screening

"obligation"). Rule 702 provides:
If the scientific, technical or other specialized
know edge will assist the trier of fact to understand
t he evidence or to determine a fact in issue, a
wi tness qualified as an expert by know edge, skill,
experience, training, or education, may testify
thereto in the formof an opinion or otherw se.

The assessnent of whether proferred expert testinony is
adm ssi ble under Rule 702 is a prelimnary question for the
court under Rule 104(a). Daubert I, 509 U S. at 592. Rule
104(a), which provided the franework for the hearing in this

case, states:
Prelim nary questions concerning the
qualification of a person to be a witness, the

first articulated in State v. Brown, 297 O. 404, 687 P.2d 751
(1984) and explicated in State v. O Key, 321 O. 285, 899 P.2d
663 (1995), does not significantly differ fromfederal |aw as

outlined in Daubert I and II. As the author of State v. Brown,
a unani nous deci sion that predates Daubert | by 10 years, | w sh
to assure Judge Nely Johnson, who will be facing these issues in

the state cases, that the Brown court was the first court in the
nation to adopt the Wi nstein/Berger thesis, which Justice

Bl acknmun utilized in witing Daubert I. In United States v.
Downi ng, 753 F.2d 1224 (3d G r. 1985), Judge Becker utilized the
sanme procedures as set forth in Brown for federal litigators.

Judge Becker has since anplified Downing and Daubert | in ln re
Paoli R R Yard PCB Litigation, 35 F.3d 717 (3rd Cr. 1994)

(hereinafter Paoli 11). By |like token, Justice Richard L. Unis,
witing for the Oregon Suprene Court in O Key, anplified Brown
wi t hout any fundanental changes. | do not interpret Justice Van

Hoom ssen’s recent opinion for the Oregon Suprene Court in State
V. Lyons, 324 O. 256, 924 P.2d 802 (1996), as altering the

message of Brown, O Key, or Daubert.
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exi stence of a privilege, or the admssibility of

evi dence shall be determ ned by the court, subject to
the provisions of subdivision (b). In making its
determnation it is not bound by the rules of evidence
except those with respect to privil eges.

The Ninth Circuit recently enphasized that the proponent of
the expert testinony bears the burden of proving admissibility

under Rule 104. Lust v. Merrell Dow Pharnmaceuticals, Inc., 89

F.3d 594, 598 (9th G r. 1996)("[i]t is the proponent of the
expert who has the burden of proving adm ssibility"); see also

Daubert v. Merrell Dow Pharnaceuticals, Inc., 43 F.3d 1311, 1316

(9th Cir. 1995) (hereinafter Daubert 11)("the party presenting
the expert nust show that the expert’s findings are based on
sound science"). In this case, the plaintiffs, as proponents of
t he evi dence, have the burden of establishing adm ssibility by a
preponderance of the evidence. Daubert I, 509 U S at 592 n. 10.
In determ ning whether the plaintiffs have net their burden
of establishing the adm ssibility of their expert evidence, the
court is guided by Rule 702 and the recent Suprenme Court and
Ninth Crcuit decisions interpreting it, particularly Daubert |
and Daubert [1. In Daubert |, the Suprene Court clarified that
adoption of Rule 702 displaced the traditional Fryez test, which

made "general acceptance” in the relevant scientific conmunity

22 See also FRE 1101 ("The rules (other than with respect to
privileges) do not apply * * * [to] [t]he determ nation of
questions of fact prelimnary to adm ssibility of evidence when
the issue is to be determ ned by the court under rule 104").

23 Frye v. United States, 293 F. 1013 (D.C. GCir. 1923).
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the prerequisite to admssibility. Daubert I, 509 U S. at 589.
I nstead, under Daubert 1, which focused closely on the | anguage
of Rule 702, expert scientific opinion is admssible if it
qualifies as "scientific know edge" and is therefore
sufficiently "reliable.” Daubert I, 509 U S. at 589-90; see also
Lust, 89 F.3d at 597.

According to Daubert |, "the adjective ‘scientific’ inplies
a grounding in the nethods and procedures of science," and "the
word ‘ knowl edge’ connotes nore than subjective belief or
unsupported speculation.” 509 U S. at 590. The Court expl ai ned

t hat
in order to qualify as "scientific know edge," an
i nference or assertion nust be derived by the
scientific nethod. Proposed testinony nust be
supported by appropriate validation--i.e., "good
grounds, " based on what is known.

Ld. The requirenent that an expert’s testinony pertain to

"scientific know edge" "establishes a standard of evidentiary

reliability," i.e., trustworthiness. 509 U S. at 590 and n.9.
The Supreme Court charged district courts with the duty to

act as "gatekeepers," to ensure that any and all scientific
testinmony or evidence admtted is not only relevant, but
reliable. Daubert I, 509 U S. at 597-98. Thus, the court nust
determ ne at the outset, pursuant to Rule 104(a), "whether the
expert is proposing to testify to (1) scientific know edge that
(2) will assist the trier of fact to understand or determ ne a

fact in issue." [1d. at 592-93. This determnation "entails a
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prelimnary assessnent of whether the reasoni ng or nethodol ogy
underlying the testinony is scientifically valid and of whet her
t hat reasoni ng or nethodol ogy properly can be applied to the
facts in issue." 1d.

The task before this court, then, is two-pronged. First,
the court nust determ ne whether plaintiffs’ experts’ testinony
reflects "scientific know edge," constitutes "good science,"” and
was "derived by the scientific nmethod." Daubert |1, 43 F.3d at
1316. Second, the court nust ensure that the proposed testinony

"fits," that is, that the testinony is ""relevant to the task at

hand’ " in that it "logically advances a material aspect of the
proposi ng party’s case." 1d. at 1315 (quoting Daubert |, 509
U S at 597).

1.
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Reliability.

Daubert | and Daubert |1 |ist several factors to guide

federal courts in deciding the first prong, whether the expert
testinony is scientifically valid and therefore reliable. These
factors, which may or may not apply in a particul ar case,
I ncl ude:
1. Whet her the theory or techni que enpl oyed by the
expert is generally accepted in the scientific
communi ty;
2. Whet her the theory has been subjected to peer
revi ew and publication;
3. Whet her the theory can be and has been tested;
4. Whet her the known or potential rate of error is
accept abl e; and
5. Whet her the experts are proposing to testify
about matters growing naturally or directly out of
research, or whether they have devel oped their

opi ni ons expressly for purposes of testifying. =

24 Bias is nore inportant at trial than at the Rule 104 | evel,
where the focus is on the expert’s nethodol ogy. Even if an
expert is a highly paid trial expert or the expert’'s research is
litigation-driven, the expert’s testinony nmay nonet hel ess
reflect valid nethodol ogy and sound science. Because of this, |
did not allowthe parties to raise bias in their questioning.
Interestingly, only the plaintiffs objected to this ruling -- a
curious fact given that the notions in limne were directed
solely to plaintiffs’ experts, sone of whom are paid

extraordinary suns for their testinony. | assune that both
plaintiffs’ and defendants’ experts were fully conpensated for
their present and past services. | have not relied, however, on
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Daubert 1, 509 U. S. at 593-94 (first four factors); Daubert 11,

43 F.3d at 1316-17 (adding fifth factor). The list is

illustrative, not exhaustive. Daubert 1, 43 F.3d at 1317.

As nentioned earlier, with respect to the first listed
factor, whether the expert’s theory or nethod is generally

accepted, the Ninth Grcuit explained in Daubert Il that in

certain circunstances it nmay be sufficient if a mnority in the
scientific community accepts the nethods enployed, but only if
t he proponent denonstrates in "sone objectively verifiable way
that the expert has both chosen a reliable scientific nethod and

followed it faithfully." Daubert 11, 43 F.3d at 1319 n. 11.

2.Fit.
Even if the proponents neet their burden of establishing

that an expert’s testinony qualifies is scientific know edge,

the court nust still exclude the evidence if it does not "fit"
the nmatters at issue in the case. Daubert |, 509 U S. at 591.
As the Ninth Grcuit in Daubert Il, explained, to "fit,"

testinony nust "logically advance a material aspect of the

proposi ng party’'s case." Daubert |1, 43 F.3d at 1315; see also

In re Paoli R R Yard PCB Litigation, 35 F.3d 717, 743 (3d Cir

1994) (hereinafter Paoli I112»). 1In Paoli 11, Judge Becker

any of the defense experts in deciding the Rule 104 issues, but
have restricted ny evaluation solely to the validity of the
plaintiffs’ experts’ presentations.

25 The Paoli litigation involved two trips to the Third
Crcuit. Inlnre Paoli RR Yard PCB Litigation, 916 F.2d 829
(3d Gr. 1990), conmonly referred to as Paoli 1, the Third
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described the "fit" requirenent as foll ows:
For exanpl e, animl studies nmay be net hodol ogically
acceptable to show that chenical X increases the risk
of cancer in animals, but they may not be
nmet hodol ogi cal |y acceptable to show that chem cal X
I ncreases the risk of cancer in humans. Daubert
explains that, ""[f]it’ is not always obvious, and
scientific validity for one purpose is not necessarily
scientific validity for other, unrelated purposes.”
* * * Thus, even if an expert’s proposed testinony
constitutes scientific know edge, his or her testinony
will be excluded if it is not scientific know edge for
pur poses of the case. "Rule 702's ‘ hel pful ness’
standard requires a valid scientific connection to the
pertinent inquiry as a precondition to admssibility."
* * * For exanple, in order for animl studies to be
adm ssi ble to prove causation in humans, there nust be
good grounds to extrapolate fromanimals to humans,
just as the nethodol ogy of the studies nust constitute
good grounds to reach concl usions about the aninals
t hensel ves. Thus, the requirenent of reliability, or
"good grounds," extends to each step in an expert’s
analysis all the way through the step that connects
the work of the expert to the particul ar case.

Paoli Il, 35 F.3d at 743 (citations omtted; enphasis in
original).
As the defendants correctly point out in their proposed

findi ngs and concl usions, the issue before the court, as in the

Bendectin litigation considered in Daubert 11, is causation. In

Daubert 11, the Ninth Grcuit concluded that the plaintiffs in

Circuit, under pre-Daubert analysis, reversed the district
court’s exclusion of certain expert w tnesses pursuant to FRE
702 and 703 because the district court’s analysis was no

sufficiently detailed. Paoli |, 916 F.2d at 853-54. After
remand, the Third Crcuit again reviewed the district court’s
exclusion in Paoli 11, this tinme pursuant to the standards

el uci dated i n Daubert |.
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that case failed to nake any objective showing of admssibility
under the first prong of Rule 702. Because the plaintiffs had
submtted their expert materials while Frye was the | aw of the
circuit, however, rather than remand the case to permt the

plaintiffs to augnent the record, the court proceeded to reach

the second prong, or "fit" requirenent, of the Daubert |

anal ysis. Daubert Il1, 43 F.3d at 1320. |In doing so, the court

expl ained that in assessing whether proferred expert testinony
"Wl assist the trier of fact"” in resolving the causation
I ssue, the court nust | ook to the substantive standard -- in

that case, California tort law. The court commented:
California tort law requires plaintiffs to show

not nmerely that Bendectin increased the |ikelihood of
injury, but that it nore likely than not caused their
injuries. * * * |n terns of statistical proof, this
nmeans that plaintiffs nust establish not just that
their nothers’ ingestion of Bendectin increased
somewhat the |ikelihood of birth defects, but that it
nore than doubled it--only then can it be said that
Bendectin is nore likely than not the source of their
injury. Because the background rate of Iinb reduction
defects is one per thousand births, plaintiffs nust
show t hat anong children of nothers who took Bendectin
the incidence of such defects was nore than two per
t housand.

Id. at 1320 (citation omtted). >

26 The court did note that, in certain circunstances, “[a]
statistical study showing a relative risk of less than two could
be conbined with other evidence to showit is nore |likely than
not that the accused cause is responsible for a particular
plaintiff’s injury.” Daubert Il1, 43 F.3d at 1321 n.16. At the
very | east, however, plaintiffs nmaking use of this exception
must denonstrate that they differ in some significant way from

the subjects of the statistical study, so as to elimnate
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The substantive standard under Oregon tort lawis quite
simlar to the California standard. Under Oregon |aw, the
plaintiffs in this litigation nust prove not nerely the
possibility of a causal connection between breast inplants and
the all eged system c di sease, but the nedical probability of a

causal connection. See Harris v Kissling, 80 O. App. 5, 9, 721

P.2d 838 (1986); see also Giffin v. KE MKay's Market of Coos

Bay, Inc., 125 O . App. 448, 451-52, 865 P.2d 1320 (1993), in

whi ch the court stated:
[ The plaintiff] nust introduce evidence which affords
a reasonabl e basis for the conclusion that it is nore
i kely than not that the conduct of the defendant was
a substantial factor in the result. A nere
possibility of such causation is not enough * * *,
(Gtation omtted.)

Under this substantive standard, if an expert cannot state
the causal connection in terns of probability or certainty, the
expert’s testinony nust be excluded under the second prong of

Rule 702. In Daubert |1, for exanple, the Ninth GCrcuit

affirmed the district court’s exclusion of certain of

plaintiffs’ experts’ opinions, reasoning that:

As the district court properly found below, "the
strongest inference to be drawn for plaintiffs based
on the epidem ol ogi cal evidence is that Bendectin
coul d possi bly have caused plaintiffs’ injuries.”

anot her, higher relative risk cause. Id.

27 Plaintiffs argue that all they need to prove at the Rule
104 hearing level is “possibility” and that the “probability”
test is to be reserved for trial. As wll|l be denonstrated,
infra, the probability test is relevant in deciding the

causation issue at the Rule 104 stage of the proceedings.
23 - OPI NI ON AND ORDER



* * * The sane is true of the other testinony derived
from ani mal studi es and chemical structure anal yses--
these experts "testify to a possibility rather than a
probability." * * * Unlike these experts’ explanation
of their nethodology, this is not a shortcom ng that
could be corrected on remand; plaintiffs’ experts
coul d augnent their affidavits wth i ndependent proof
that their nmethods were sound, but to augnent the
substantive testinony as to causation would require
the experts to change their conclusions altogether.
Any such tailoring of the experts’ concl usions woul d,
at this stage of the proceedings, fatally underm ne
any attenpt to show that these findings were ‘derived
by the scientific nethod.” Plaintiffs experts nust,
therefore, stand by the conclusions they originally
proffered, rendering their testinony inadm ssible

under the second prong of Fed.R Evid. 702.

Daubert 11, 43 F.3d at 1322 (citation omtted; enphasis added).z
3. Met hodol ogy v. Concl usi ons.
The plaintiffs insist that this court nust focus solely on

the expert’s nethodol ogy and may not consider the experts’

28 The question of whether expert testinony is adm ssible
under Rule 702 is separate fromthe question of whether the
testinmony is sufficient to subnmit the case to the jury. The
“adm ssibility” and “sufficiency” of scientific evidence
“necessitate different inquiries and involve different stakes.”
In re Joint Eastern & Southern Dist. Asbestos Lit., 52 F.3d
1124, 1132 (2nd Gr. 1995)(“Admi ssibility entails a threshold
I nquiry over whether a certain piece of evidence ought to be
admtted at trial. * * * A sufficiency inquiry, which asks
whet her the collective weight of a litigant’s evidence is
adequate to present a jury question, lies further down the
litigational road”). Although Daubert 11’'s discussion of the
"nmore likely than not" standard at first glance could be
interpreted as a discussion of sufficiency, the enphasized
portion of the quoted | anguage nakes it quite clear that the
Ninth Crcuit was anal yzi ng the expert evidence agai nst
substanti ve | aw under the second prong, or "hel pful ness”

requi renent, of Rule 702.
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conclusions in any respect. Certain |anguage in Daubert |
be read, superficially, to support plaintiffs’ position. T

Daubert | Court wote:
The inquiry envisioned by Rule 702 is, we enphasize, a
flexible one. |Its overarching subject is the
scientific validity--and thus the evidentiary
rel evance and reliability--of the principles that
underlie a proposed subm ssion. The focus, of course,

can

he

nust be solely on principles and net hodol ogy, not on
the conclusions that they generate.

Daubert 1, 509 U. S. at 595 (enphasis added).

Since Daubert | was deci ded, however, courts and
commentators have westled with the nethodol ogy/ concl usi on
distinction, concluding that the distinctionis of limted
practical inport. |In Paoli 1I, for exanple, Judge Becker

of fered the followi ng cogent anal ysis:
Plaintiffs are correct, of course, that Daubert
requires the judge’s admi ssibility decision to focus
not on the expert’s conclusions but on his or her
principles and net hodol ogy. * * * But we think that
this distinction has only linmted practical inport.
When a judge disagrees with the conclusions of an
expert, it will generally be because he or she thinks
that there is a mstake at sone step in the
i nvestigative or reasoning process of that expert. |If
the judge thinks that the conclusions of sone other
expert are correct, it will likely be because the
judge thinks that the nmethodol ogy and reasoni ng
process of the other expert are superior to those of
the first expert. This is especially true given that
the expert’s view that a particular conclusion "fits"
a particular case nust itself constitute scientific
know edge--a challenge to "fit" is very close to a
chal l enge to the expert’s ultimte concl usion about
the particular case, and yet it is part of the judge's
adm ssibility cal cul us under Daubert.
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35 F. 3d at 746 (enphasis added). 1In a footnote, Judge Becker

added that:

The net hodol ogy/ concl usi on di stinction remains of
some inport, however, to the extent that there will be
cases in which a party argues that an expert’s
testinmony is unreliable because the conclusions of an
expert’s study are different fromthose of other
experts. In such cases, there is no basis for hol ding
the expert’s testinony inadm ssible.

35 F.3d at 746 n.15 (citations omtted).

In Caar v. Burlington Northern R Co., 29 F.3d 499 (9th
Cir. 1994), the Ninth Crcuit enphasized that a district court

is "both authorized and obligated to scrutinize carefully the
reasoni ng and net hodol ogy" underlying the expert’s proffered
testinmony. 29 F.3d at 502 (enphasis added). According to the

court in Caar:
This requirenent neans that the court had to determ ne
that [the experts] arrived at their conclusions using
scientific methods and procedures, and that those

concl usions were not nere subjective beliefs or
unsupport ed specul ati on.

29 F. 3d at 502 (enphasis added).

More recently, in Lust v. Merrell Dow Pharmaceuticals,

Inc., supra, the Ninth Crcuit acknow edged that a district

29 One of plaintiffs’ counsel, Linda Eyerman, insists that
Claar prohibits the court from scrutinizing the experts’
conclusions in any respect, but C aar does not permt that
reading. Claar itself nmakes clear that the court nust
scrutinize the validity of the reasoning leading to the experts’
conclusions, if not the conclusions thenselves. 29 F.3d at 502.
Anbrosini_v. Labarraque et al, No. 95-7270 (D.C. Gr. 1996),
recently cited by Ms. Eyerman, is consistent with this court’s

anal ysis under relevant Ninth Grcuit |aw
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court need not ignore an expert’s anonmal ous conclusions in

determ ning adm ssibility under Rule 702. 1In Lust, plaintiff’'s

expert, Dr. Done, proposed to testify that ingestion of the drug
Clom d causes a substantial increase in the probability of al
birth defects on the ground that human epi dem ol ogi cal studies
and ani mal studi es show an associ ation between the drug and a

wi de variety of problens. Uncontradicted testinony from

def endant’ s expert, however, indicated that Done’s chief prem se
-- that if there is evidence of a positive association between
an agent and a wide variety of birth defects in human

epi dem ol ogi cal and ani mal studies, then the agent substantially
i ncreases the probability of all types of birth defects -- was
not espoused by a relevant mnority of teratol ogists. Lust, 89
F.3d at 596.

The Ninth Crcuit held that the district court properly
excl uded Done’s testinony. Responding to Done’s contention that
the district court "violated Daubert’s conmand that "'[t]he
focus . . . nust be solely on principles and net hodol ogy, not on

the conclusions that they generate,’" the court stated:
Done’ s conclusions did arouse the district court’s
suspicion, but that is to be expected. Wen a
scientist clains to rely on a nethod practiced by nost
scientists, yet presents conclusions that are shared
by no other scientist, the district court should be
wary that the nethod has not been faithfully applied.
It is the proponent of the expert who has the burden
of proving admi ssibility. To enforce this burden, the
district court can exclude the opinion if the expert
fails to identify and defend the reasons that his
concl usi ons are anomal ous.
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Lust, 89 F.3d at 598 (enphasis added; citation omtted).

In a recent law review article evaluating the adm ssibility
of scientific evidence after Daubert, the author suggests the

foll om ng approach to the nethodol ogy/ concl usi on debat e:
Rul e 702 seeks to ensure that there is a valid
scientific connection to the pertinent inquiry, and
scientific validity for one purpose is not necessarily
scientific validity for other purposes. * * * |n a
case where a plaintiff alleges personal injury from
exposure to a substance, the issue at hand is not
whet her the agent can potentially cause that injury.
Rat her, the issue is whether the agent caused the
particular plaintiff’'s injury.

To return to the ani mal study hypothetical, the
court should not sinply ask whether the type of ani nal
study relied on by the expert can be validly used to
determ ne whet her Bendectin is a teratogen, but should
al so ask whether scientists reasonably rely on that
type of animal study to prove that Bendectin is a
teratogen in humans. |f the answer is yes, the court
shoul d ask whet her the animal study provides
sufficient information to allow a scientist to
reasonably rely on it to prove that Bendectin caused a
birth defect in a particular individual.

Finally, assum ng those questions are answered to
the court’s satisfaction, the court nust determ ne
whet her the expert’s principles and net hodol ogy are
sound. In other words, has the expert properly
extrapolated fromthe animal study at issue, or is her
reasoni ng flawed? Sone have argued that Daubert
forbids courts to ask this question. * * *

Thi s reasoning i s wong-headed. Wen Daubert
forbids courts to exam ne an expert’s conclusions, it
i's obviously alluding to the Frye rule. Sone courts
used Frye to exclude novel expert testinmony if it
conflicted with the established viewin the scientific
community, regardless of the soundness of the expert’s
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nmet hodol ogy and reasoning. That is no | onger
perm ssi bl e after Daubert.

But Daubert does demand that courts assess the
scientific validity of the expert’s testinony.
Daubert demands that in reviewi ng the expert’s
princi pl es and net hodol ogy, a court shoul d determ ne
whet her "the principle supports what is purports to
show. " * * * Daubert therefore not only allows, but
requires, courts to determ ne whether an expert’s
extrapol ations fromunderlying studies or data are
proper, or whether the expert has commtted scientific
or mathematical errors.

David E. Bernstein, The Adnmissibility of Scientific Evidence

After Daubert v. Merrell Dow Pharnaceuticals, Inc., 15 Caroozo L.

Rev. 2139, 2165-66 (1994) (enphasis added; footnotes omtted).

In Paoli 11, 35 F.3d at 745, Judge Becker noted that
Daubert’s requirenment that the expert testify to
scientific know edge--concl usi ons supported by good
grounds for each step in the anal ysis--neans that any
step that renders the analysis unreliable under the

Daubert factors renders the expert’s testinony
inadm ssible. This is true whether the step

conpletely changes a reliable nethodol ogy or nerely
m sapplies that nethodology. (Enphasis in original;
footnote omtted.)

There appears to be no clear demarcati on between scientific

nmet hodol ogy and the conclusions it generates. Daubert |

acknow edged this much, recognizing that science is a process,
not "an encycl opedi ¢ body of know edge." 509 U S. at 590
(citation omtted). This court need not and should not ignore
any step in that process, but nust ensure that in each step

frominitial premse to ultimte conclusion, the expert
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faithfully followed valid scientific nmethodol ogy. |In other
words, this court need not accept, as scientifically reliable,
any concl usion that good science does not permt to be drawn
fromthe underlying data but which, instead, constitutes
"unsupported speculation,” or, in the words of Dr. Stenzel -
Poore, a "leap of faith." The Ninth Grcuit requires no |ess.
See Caar, 29 F.3d at 502; see also Lust, 89 F.3d at 598.

Accordingly, in resolving the pending issues before ne,

this court will exam ne the evidence to ensure, as Judge Becker
noted in Paoli Il, that every step in the expert’s reasoning

process, including the expert’s formnul ation of conclusions, are

grounded i n good science.

I V. FI NDI NGS AND CONCLUSI ONS
Physi ci ans have used siliconex»“Silanols” are silicone

30 The term nol ogy surrounding silicone can be confusing.
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nol ecul es containing a silanol group. |In silanols, a silicon
atomin the chain bonds to an -OH, or hydroxyl, group instead of
to a carbon atomand its attached hydrogens, collectively
referred to as a -CH3, or nethyl group. Hydroxyl groups, which
are the defining group for alcohols, are generally nore reactive
t han met hyl groups. products in the human body for various

pur poses since the 1950s. Medical devices made from hard
silicone include shunts, finger joints, hip joints, and heart
valves. In addition, the United States and Japan experi nented
with injecting liquid silicone directly into the human body in
the 1950s and 1960s. However, the FDA eventually classified
silicone liquid directly injected as a drug and has approved it
only for experinmental investigations. The silicone gel breast

i nplants involved in this litigation consist of 80 to 90 percent
liquid silicone conbined with 10 to 20 percent silicone gel,
contained in a silicone rubber shell

Plaintiffs’ theory of causation -- or, as they refer
toit, bioplausibility -- begins with the prem se that
silicone frombreast inplants is released into a woman’s

body, either through inplant rupture or through “ge

bl eed,” the slow but continuous rel ease of very snal

“Silicon” is an elenent, chemcally very simlar to carbon.
“Silica” is any conbination of elenental silicon with el enental
oxygen. Silicas occur in nature and either have a nore ordered
structure, referred to as “crystalline silica,” or a less
ordered structure, referred to as “anorphous silica.” Both
crystalline and anorphous silicas are solids, but they differ in
structure nuch as a dianond (crystalline carbon) differs from

gr aphi te (anorphous carbon).

“Silicone,” by contrast, is a human invention, the
conmbi nation of elenental silicon with el enental carbon.
Silicone nol ecul es are chains of carbon and silicon atons, with
hydrogens attached to the sides, and can be nade to al nost any
| ength. The chains can al so be cross-linked to form sponge-|ike
networks. Shorter chains are fluid, formng liquid silicone;
| onger, cross-linked chains formsilicone gels. Different
configurations can also formsilicone rubber or a hard silicone
“plastic.”
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droplets (“mcrodroplets”) of silicone gel through the
silicone rubber inplant cover. Once released into the
body, plaintiffs assert, silicone mgrates throughout the
body, either by diffusing through cell nenbranes or by
bei ng carried by macrophages, the cells in a person’s body
that devour and elimnate invading foreign bodies and
wastes. In the process, the silicone degrades, or is
chem cally converted, into nore reactive nol ecul es such as
silanols. The rel eased silicone and the reactive products
of silicone degradation purportedly elicit an autoi nmune
response fromthe woman’s i nmune system essentially
turning her immune system agai nst her. The result,
plaintiffs conclude, is general, system c di sease and
particul ar signs and synptons such as nuscle and joint
pai n, headaches, rashes, and an inability to concentrate.
Plaintiffs’ theory of causation thus brings four
general areas of science into play: epidem ol ogy;
r heumat ol ogy; i mmunol ogy/ toxicol ogy; and pol yner
chem stry. As has been described, the Rule 104 heari ngs
and many of the parties’ argunents have been generally
structured around these scientific fields. Thus, while I
am m ndful that the notions in |imne actually address the
exclusion of particular expert wtnesses, ny findings and
conclusions wll track the various disciplines at issue.

A Atypi cal Connective Tissue D sease
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Plaintiffs prem se many of their clains on the
exi stence of a variously-titled atypical connective tissue
di sease (ACTD).3 This “disease” allegedly manifests itself
through a constellation of various synptons® and is
al l egedly caused by an autoi nmune response to silicone from
breast inplants. Plaintiffs have offered Dr. Eric Gershw n
and Dr. Kip Kenple as experts in rheunmatology to testify
that silicone exposure is the probable cause of plaintiffs’
atypi cal constellation of synptons.

By definition, ACID is not one of the cl assical
aut oi mmune di seases, such as |upus, scleroderm, or
rheumatoid arthritis. |In addition, plaintiffs expert Dr.
Goldsmith testified that ACTD does not exist even as a
hypot hesi s yet. “Epidem ologically, the question that you

have asked ne twice is where we are with these atypica

31 The parties have referred to the atypical, silicone-caused
di sease or disorder variously as “systemc silicone rel ated

di sorder,” “system c silicone-rel ated di sease,” “silicone-

rel ated di sorder,” “silicone-induced disorder,” and
“siliconosis.” For purposes of this opinion, “ACID refers to

any postul ated, non-cl assical, autoi mune di sease that exposure
to silicone can allegedly cause.

32

According to plaintiffs, this constellation of synptons

al l egedly always includes fatigue, nyal gias (nuscle pain),
arthralgias (joint pain), and a sicca conplex of dry eyes and
dry nmouth. Cognitive dysfunction, such as nenory | oss or
concentration problens, is al nost always present. O her
synptons and signs can, but do not always, include hair |oss,
ski n changes, headaches, elevated |evels of antinuclear

anti bodi es (ANAs), elevated SED rates, chronic inflanmation, and
“ot her signs of imrune system di sturbance.”
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diseases. And | amtelling you we are back at the

begi nni ng of fornmul ating studi abl e hypotheses to test. W
are really at the beginning of that.” Trans. O PretrAL Hear NGs
BerorRE THE HonoraBLE Rosert E. Jones (herei nafter Porriano Trans. ),  Aug.
6, 1996, at 164:23 to 165:2. A silicone research group has
proposed criteria for this alleged di sease, but these
criteria have not yet been tested, nor does the

r heumat ol ogy conmmunity generally accept the existence of
ACTD. Dr. Gershw n has acknow edged that he would not rely
on these criteria as authoritative for his nedical opinion.
PortLanp Trans. , Aug. 5, 1996, at 78:25 to 79:23. He also
admtted that there is no specific diagnostic test for this
al l eged di sorder. Poriano Trans., Aug. 5, 1996, at 88:1-4,
15-19. Finally, wonen who all egedly have ACTD do not
uniformy exhibit the sane signs and synptons, and there is
no “signature” disorder to suggest either that the cause is
silicone exposure or that the cause is the sane for al

wonen showi ng this constellation of synptons.: |nstead, the
asserted constell ation of synptons conprising ACTD overl aps
significantly with those conprising chronic fatigue

syndrone and fi bronyal gi a.

33 A signature disease is one so associated with a particul ar
cause that the presence of the di sease presunes that cause. For
exanpl e, malignant nesothelioma is a signature di sease for
asbestos causation. |In re Joint Eastern & Southern Asbestos
Litigation, 52 F.3d at 1130.

34 Fibronyalgia is a condition of pain in the connective
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Because ACTD is at best an untested hypothesis, there
Is no scientific basis for any expert testinony as to its
causes and presence in plaintiffs. Therefore, defendants’
noti ons are GRANTED as regards any expert testinony
relating to the existence and causati on of any atypical,
silicone-caused, autoi mune di sorder.

Wth the possible exception of plaintiff LeaAnn Hall
noreover, plaintiffs have not been di agnosed as havi ng
cl assi cal autoi mune di sorders. Therefore, the rest of
this opinion will address expert testinony in regards to
plaintiffs’ individual signs and synptons.

B. Epi dem ol ogy

Plaintiffs offer Dr. David Goldsmth as an expert to
testify that there is epidem ol ogi cal and other scientific
data showi ng that wonen with silicone breast inplants have
significantly elevated probability of suffering from
cl assi cal di seases when conpared to wonen w thout breast

inplants.3» |In contrast, plaintiffs offer Dr. Shanna Swan

tissue and nuscles near joints. The plaintiffs’ proposed
constellation of synptons overlaps significantly even with the
not ori ously subjective “sick building syndrone.”

35 Plaintiffs also offer Dr. Goldsmith to testify that there
I's epidem ol ogi cal and other scientific data show ng that wonen
with silicone breast inplants have a significantly el evated
probability of suffering fromACTD t han wonen w t hout such

I npl ants. However, as was di scussed above, no expert testinony
regarding ACTD wi I | be all owed because, given the pre-

hypot heti cal state of ACTD, there is no scientific basis for

such testinony. Therefore, this proffered testinony is excluded
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through transcripts of her previous testinony in other
cases, to testify that no valid epidem ol ogi cal studies
regarding the relationship of silicone breast inplants and
di sease have been conpleted as of August 1996.

Epi dem ol ogy is the nedical science devoted to
determ ni ng the causes of disease in human beings.
Epi dem ol ogi sts conpare control groups of unexposed
I ndi viduals to groups of individuals exposed to a
hypot heti cal cause of the di sease being studied to
det erm ne whet her exposed individuals have a greater risk
of manifesting that disease. |In epidemological terns, any
difference in risk of getting the di sease between the two
groups is the exposed individuals’ relative risk. The
exi stence or nonexi stence of rel evant epidem ol ogy can be a
significant factor in proving general causation in toxic

tort cases. Daubert 11, 43 F.3d at 1320-21; Brock v.

Merrill -Dow Pharmaceuticals, Inc., 874 F.2d 303, 311-13

(5th Gir. 1989).

To support adm ssi bl e expert opinions, epidem ol ogica
evidence nust fit the legal as well as the substantive
I ssues of the case. Because this is a diversity action,
Oregon substantive standards of |aw nust apply. Erie

Railroad Co. v. Tonpkins, 58 S. . 817 (1938).*x As

on that basis.

36 As is discussed el sewhere, however, the federal standards

of evidence under Daubert is applicable to this litigation
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di scussed above, under Oregon law, a plaintiff seeking to

(13}

prove causation nust I ntroduce evidence which affords a
reasonabl e basis for the conclusion that it is nore likely
than not that the conduct of the defendant was a

substantial factor in the result.’”” Giffinv. K E.

MKay’'s Mt., 125 O . App. at 451-52 (quoting Eitel v.

Tinmes, Inc., 221 Or. 585, 594, 352 P.2d 485 (1960)). This

burden requires plaintiffs to denonstrate that exposure to
breast inplants nore than doubled the risk of their all eged

injuries. Daubert |1, 43 F.3d at 1320.

In epidem ol ogical terns, Oregon’s standard of proof
nmeans that plaintiffs nust be able to show a relative risk

of greater than 2.0:

The threshold for concluding that an agent was nore
likely the cause of a disease than not is relative
risk greater than 2.0. Recall that a relative risk of
1.0 neans that that agent has no effect on the

I nci dence of disease. When the relative risk reaches
2.0, the agent is responsible for an equal nunber of
cases of disease as all other background causes.

Thus, a relative risk of 2.0 inplies a 50% i kel i hood
t hat an exposed individual’s disease was caused by the
agent .

Bailey, et al., Reference Guide on Epidem ol ogy, Rererence ManuaL ov
Scentiric Evioence at 168. The Ninth Grcuit has reached a sinmlar
concl usion under California s standard of proof, which is very

simlar to Oregon’s, holding that “[f]or an epidem ol ogi ca

because screeni ng of evidence under FRE 104 is a procedural, not
a substantive, matter. |In contrast, the standard of proof in a

toxic tort case is a substantive issue and Oregon | aw appli es.
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study to show causati on under a preponderance standard, ‘the
relative risk of [the condition at issue] arising fromthe
epidem ological data . . . wll, at mninum have to exceed

“2"."” Daubert 11, 43 F.3d at 1321 (quoting DelLuca v. Merrel

Dow Pharnmaceuticals, 911 F.2d 941, 958 (3d Gr. 1990)).
Al t hough, as di scussed above, epidem ol ogi cal studies showi ng a
relative risk of less than 2.0 m ght be rel evant under sone

ci rcunstances, here, as in Daubert 11, “plaintiffs’ experts did

not seek to differentiate these plaintiffs fromthe subjects of
the statistical studies. The studies nust therefore stand or
fall on their own.” [|d. at 1321 n.16.

Plaintiffs experts base their proffered expert opinions on

t he sixteen epidem ol ogi cal studies® assessing the relationship

37 These studi es are:

Dugowson, C.R, et al. Silicone Breast |Inplants and
Ri sk for Rheunatoid Arthritis. ArmrTis RieEUM 35[ 9]

(Supp.) Abstract 192:566 (Sept. 1992).

Englert, HJ., et al. Scleroderma and Augnentation

Manmopl asty -- A Causal Relationship? Aust. NZ J. Mo
24:74-79 (1994).

Gabriel, S E., et al. Ri sk of Connective-Tissue
D seases and O her Disorders After Breast

[ npl antation. MPJM 330[24]:1697-1702 (June 1994)
(“Mayo Cinic Study”).

Gltay, Eric J., et al. Silicone Breast Prostheses
and Rheumatic Synptons: A Retrospective Foll ow Up
Study. Awas o ReEuwatic Diseases 53: 194-196 (1994).

ol dman, J. A, et al. Breast Inplants, Rheunatoid
Arthritis, and Connective Tissue D seases in a
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of silicone breast inplants to classical connective tissue
disease. In addition, plaintiffs have called this court’s
attention to the 1996 Liang-Schottenfeld abstract recently
presented at a neeting of the Anerican Coll ege of Rheunat ol ogy

that reports a relative risk of 2.27 for Undifferentiated

Cinical Practice. J. Cun Epoema. 48[4]:571-582
(1995).

Hennekens, Charles H., et al. Self-Reported Breast
| npl ants and Connective-Ti ssue Di seases in Femal e
Heal th Prof essionals. JAMA 273:8 616-621 (February
28, 1996).

Hochberg, B., et al. Association of Augnentation on
Manmopl asty with Systemic Sclerosis Prelimnary
Results froma Case-Control Study. Awr Cotece o REWm ,
Abstract 1249 (Cctober 26, 1994).

McLaughlin, et al. Correspondence Re: Breast

| npl ants, Cancer, and Systemic Sclerosis. J. O 1He NaT.
Cancer | nsT. 87[ 18] (Sept. 20, 1995).

Sanches-CGuerrero, J., et al. Silicone Breast Inplants
and the Ri sk of Connective-Ti ssue D seases and
Synptons. NEJM 332[ 25] : 1666- 1670 (June 1995)
(“Harvard Nurses Study”).

Schollenfield, D., et al. The Design of a Popul ation-
Based Case-Control Study of Systenmic Sclerosis
(Scleroderma). Conmmentary on the University of
M chigan Study. J. Cun Epipbema. 48[ 4]:583-596 (1995).

Schusterman, Mark A., et al. | nci dence of Aut oi mune
Di sease in Patients After Breast Reconstruction with

Silicone Gel Inplants Versus Autogenous Tissue: A
Prelimnary Report. Aw. Puastic Swre. 31[1]:1-6 (1993).

Strom P.L., et al. Breast Silicone Inplants and Ri sk
of System c Lupus Erythematosus. J. Cun Eripema.
47[ 10]:1211-1214 (1994).
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Connective Tissue D seases (UCTD).

Dr. Goldsmth testified in the proceedings before this
court that he was not willing to testify, based on the 16 then-
avai |l abl e studies, that silicone nore likely than not could

cause di sease in wonen. That testinony was as foll ows:
DR. GREENLI CK: You were asked a question if you
had an opi nion on causality based on whatever other
evi dence was | eft, case studies, other aninal
evidence. | think there is a sense that when you
tal ked about there was a suggestion fromsone of the
t hings that woul d nmean you had a very | ow certainty of
causality and that causality could go from saying, “W
don’t know if there’s any link at all,” all the way to
saying, “W are really quite certain, short of
random y i nplanting wonen, we are very certain.”

G ven the fact that there is no epidem ol ogi ca

data on this, where would you say your sense of
certainty of your causality is? How close to zero as

Wei sman, M chael H., et al. Connective Tissue D sease
Foll ow ng Breast Augnentation: A Prelimnary Test of

the Human Adjuvant Di sease Hypothesis. Puastic &
ReconsTrucTi VE Surcerv82[ 4] 1 626- 630 (1988) .

Wells, Karen E., et al. The Health Status of Wnen

Fol | owi ng Cosnetic Surgery. Piastic ReconstR.  Sureery 93[ 5] ¢
907-912 (1994).

WIlllianms, Janes, et al. Silicone Based Inplants in
Patients with Undifferentiated Connective Tissue

Di sease. Awer Colece o ReEum , Abstract 1562.

Wl fe, P. Silicone Breast Inplants and the Ri sk of
Fi bronyal gia and Rheumatoid Arthritis. ArmrTis CR &
Unv. O Kansas, Wchita, KS USA 87214.

38 The court notes that Dr. Goldsmth has admtted that UCTD
IS not the sanme disease as the ACTID plaintiffs claimthey have.
Trans. O Heari N Berore THE HonorasLe Jack B. Wainstein, Nyitray v. Baxter

Heal t hcare Corp., No. 93-159 (E.D.N. Y.) (hereinafter New York
Trens. ), at 130:16-20, 133:19-24 (Cct. 7, 1996).
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opposed to 100 percent are you? Are you in certainty
with your opinion that there is a causal relationship
Wi th breast inplants and atypical connective tissue
di sease?

DR. GOLDSM TH: Let me al so make sure that | give you

an answer that | think is reflective of the -- of the
question in front of us. | don't believe it should go
fromzero to -- to fully sure. | think it’s also

possi bl e that breast inplants could, in fact, be
negatively related to those atypical syndronmes as well.

DR, GREENLICK: Right. | was just starting froma
zero, yes, could you have gone all the way fromthey
are highly protective through no relationship, all the
way to certain causality.

But let’s just -- | assune you don’'t -- you are
not suggesting that the current data would tell you
they are protective against atypical disease. So
let’s start fromzero at “lI have no certainty whatever
there’s a relationship,” all the way to “I am
absolutely certain there’s a relationship fromthe
exi sting data given no epidem ol ogical data.” | was
wondering where you would --

DR GOLDSM TH: At the nmonent, | nmust suggest to you
that the evidence |looks to ne as if it’s just that,
that it’s a possibility, and I would have to
characterize it as |less than 50 percent. That would
be where | am at the nonment.

But where the new evidence is going to show t hat
there is or is not an association, | think we have to
wait for the science to tell us. W have to wait for
t he epi dem ol ogy.

Porriano Trans. , Aug. 6, 1996, at 241:14 to 243:4 (enphasis added).
Wth the rel ease of the Liang-Schottenfeld abstract,
Dr. Goldsmith nowindicates a willingness to testify that such

causation is “nore likely than not.”®» This court cannot accept

39 I ndeed, he did so testify in the proceedi ngs before Judge

Weinstein in the District Court of New York, on the basis of the
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his proffered change in testinony because it finds the

nmet hodol ogy supporting this changed testinony unreliabl e under

Daubert 1 and Daubert I1. First, none of the 16 epi dem ol ogi ca
studi es found that wonen with silicone breast inplants faced a
relative risk of classical diseases or disease signs and
synptons of anywhere near 2.0. |[Indeed, only one study -- the
Hennekens study -- found any statistical relationship between
the presence of silicone breast inplants and di sease, and there
the relative risk was only 1.24. Therefore, these studies
cannot support expert testinony that silicone “nore |ikely than

not” causes di sease or signs and synptons of disease in wonen.
Second, the Liang-Schottenfeld abstract cannot in itself
support Dr. Goldsmith's change in testinony. The abstract is
not yet published, nor is a full wite-up of the study,

i ncl udi ng the supporting data, yet available. Indeed, Dr.
Goldsmth admtted in his New York testinony that his only

know edge of the details of the study cane froma tel ephone
inquiry. New Yok Trans., at 71:17-24. According to the abstract,
noreover, the study included only three wonen wi th breast

inplants, calling its epidem ol ogi cal significance severely into

question. In addition, the abstract explicitly concl udes that

new Li ang- Schottenfel d abstract. New Yok Trans., at 75: 8-22,
122:22 to 123:3. | find this change in so-called “scientific
opi ni on” not only suspect, but shocking, with no scientific
basis to support it. This is exactly the type of “junk science”
that the Suprene Court in Daubert | conmanded courts to excl ude.
However, this is not to say that at sone future date new studi es

may justify what is now unjustifiable.
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“silicone breast inplants were not significantly associated with
UCTD, ” suggesting that silicone gel breast inplants are not
associated with disease. |In contrast, the abstract concl udes
overall that, “[a]lnong all types of inplanted devices, including
breast inplants, both those containing silicone * * * and those
that did not contain silicone * * * were significantly
associated with UCTD.” This apparent internal contradiction
Wi thin the abstract’s conclusions calls the value of this study
further into question. [In light of these shortcom ngs+« and in
the face of the other 16 studies, which Dr. Goldsmth has
al ready admtted do not support expert testinony that silicone
“nore likely than not” causes di sease in wonen, this court
GRANTS defendant’s notion to exclude Dr. Goldsmth’s
epi dem ol ogi cal testinony.«

As for defendants’ notion to exclude Dr. Swan’s proffered
testinony, the notion nust be GRANTED because Dr. Swan’s
testinony is unreliable and no | onger “fits” plaintiffs’ theory

of the case. | first note that several courts have rejected Dr.

40 I concur in Judge Weinstein s assessnent that the Liang-
Schottenfeld abstract is not “in the formthat scientists would
want” and that Dr. Goldsmith “can’t get information like this

over the phone that is critical.” Like Judge Wi nstein,
noreover, “l'mvery uninpressed by this.” New Yok Trans., at
80: 2- 6.

41 During the course of these proceedings, plaintiffs accused
def endants of inproperly concealing the Liang-Schottenfeld
abstract, to the plaintiffs’ prejudice. | find these

accusati ons to be unfounded.
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Swan’ s testinony and her “reanal ysis” approach as unreliable. «
Dr. Swan’s reanalysis of the silicone epidem ol ogy has never
been subjected to peer review.  MmriN Hearine Trans. , at 73-76.
Mor eover, her theory has not been espoused by any ot her
sci enti st whose work has been subjected to the peer review
process. MmriN Hearing Trans., at 73-74.  Peer review and
publication weigh heavily in the calculus of the reliability of
expert testinony because such peer review “increases the
i keli hood that substantive flaws in nethodology will be
detected.” Daubert I, 509 U S. at 594. Thus, the |lack of peer
review for Dr. Swan’s theories weighs heavily against the
adm ssibility of Dr. Swan’s testinony.

In addition, Dr. Swan’s testinony involves only her
opinions and criticisns of others’ work; as such, it is not

based on any technique that can be scientifically tested.

42 See Lynch v. Merrell-National Laboratories, 646 F. Supp.
856 (D. Mass. 1986) (noting that “this Court still could not

accept result-based reanal ysis of epidem ol ogi cal studies and
criticisms of others’ nethodol ogy, such as that perfornmed here
by Dr. Swan, as reliable data upon which to base an opinion on
causation”); Lynch v. Merrell-National lLaboratories, 830 F.2d
1190, 1195 (1st Gr. 1987) (“Swan’s study has never been
refereed or published in a scientific journal or el sewhere * * *

On the basis of what we have, it could not formthe
foundation for an expert opinion challenging the scientific
consensus * * * [ "): Ealy v. Richardson-Merrell, Inc., 897 F.2d
1159, 1162 (D.C. Cir. 1990) (“the plaintiff’s epidem ol ogy
expert, Dr. Shanna Swan, tried to refute the validity of the
publ i shed epi dem ol ogi cal data through her own unpubli shed
reanal ysis”); Lee v. Richardson-Merrell, Inc., 772 F. Supp.
1027, 1030 (WD. Tenn. 1991); Turpin v. Merrell Dow

Phar maceuticals, Inc., 736 F. Supp. 737, 743 (E.D. Ky. 1990).
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Moreover, her criticisns of the existing epidem ology for
silicone gel breast inplants have not been generally accepted.
In fact, they have not been accepted at all. Mmrun Hearine Trans.
at 92-93. In contrast, Dr. Swan admts that no studies have
established a causal link of any scientific significance between
silicone breast inplants and di sease, MrLN Hearing Trans., at 82,
and this is the recogni zed consensus of the relevant scientific
communi ty. As the Suprene Court stated, “w despread
acceptance can be an inportant factor in ruling particular

evi dence adm ssi ble, and a known techni que that has been able to
attract only mniml support within the community may properly
be viewed with skepticism” Daubert |, 509 U S. at 594. Many
courts have recogni zed that an unexplained conflict with the
general ly accepted nethodol ogy or theories in a given scientific

field can be a basis for excluding proffered expert testinony.

See Turpin v. Merrell Dow Pharmaceuticals, Inc., 959 F.2d 1349,
1360 (6th Cr.), cert. denied, 113 S. . 84 (1992) (finding no

scientific basis for testinony of a causation expert who did
“not testify on the basis of the collective view of his
scientific discipline, nor [did] he take issue with his peers

and explain the grounds for his difference”); QO Connor V.

Commonweal th Edi son Co., 807 F. Supp. 1376, 1398 (D. IIl. 1992),

aff’d 13 F.3d 1090 (7th Gr.), cert. denied 114 S. . 2711
(1994) (holding that “an expert opinion that actually
contradicts directly the scientific consensus in inadmssible”);
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Conde v. Velsicol Chem Corp., 804 F. Supp. 972, 1024 (S.D. Chio

1992), aff’d 24 F.3d 809 (holding that “when an expert expresses

an opinion which is not generally accepted within the nedica
and scientific communities, he has an obligation to provide a
reasoned expl anati on of why his nethodol ogy and opi ni ons
differ”). In addition to not being peer-reviewed and to being
untestable, Dr. Swan’s proffered testinony inexplicably
conflicts with the general consensus of the epidem ol ogi ca
community. Thus, it is unreliable and hence i nadm ssible.

In addition, Dr. Swan’s testinony has no “fit.” As
di scussed above, even if the proponents of expert testinony
establish that that testinony is reliable scientific know edge,
the court nust still exclude the evidence if it does not fit the
I ssues to be decided in the case. Daubert I, 509 U. S. at 591.
In the Ninth Grcuit, testinony only “fits” a case if it
| ogi cal |y advances a naterial aspect of the proponent party’s

case. Daubert 1, 43 F.3d at 1315. Here, Dr. Swan seeks to

testify that current epidem ol ogy regarding the relationship of
silicone breast inplants and cl assical disease is invalid.
However, this court has already determ ned that the proffered
testi nony based on that epidemology is inadm ssible, and it

wi ||l determ ne, see discussion below, that plaintiffs cannot
base their entire case on differential diagnosis. In addition,
to the extent that plaintiffs intended to use Dr. Swan’s
testinony to support their argunent that silicone breast
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i npl ants can cause ACTD, | have already rul ed that no testinony
regarding ACTD will be permtted. Therefore, Dr. Swan’s
testinony is now a stepping stone that | eads nowhere; it no
| onger “fits” plaintiffs’ case.

There is no doubt but that Dr. Swan has i npressive
credentials, as Justice Blackmun hinself recognized in Daubert
I. 509 US at 583 n.10 (noting that Dr. Swan has “a naster’s
degree in biostatics from Col unbia University and a doctorate in
statistics fromthe University of California at Berkeley, is
chief of the section of the California Departnent of Health and
Sci ences that determ nes causes of birth defects, and has served
as a consultant to the Wrld Health Organi zation, the Food and
Drug Adm nistration, and the National Institutes of Health.”)
However, as Judge Weinstein noted in the Agent O ange

litigation, the jury should “not be permtted to be msled by
the glitter of an expert’s acconplishnments outside the
courtroont if the expert opinion is based on “untrustworthy”

data or is otherwise not reliable.«s |n re “Agent Orange” Product

43 Judge Weinstein was relying on FRE 403 as he nade this
assessnent. In re “Agent Orange Products Liability Litigation,
611 F. Supp. at 1245. Nevertheless, his coments are
apppl i cabl e here because Rule 403 remains in play during a
Daubert hearing. Daubert 1, 509 U S. at 595. See also United
States v. Powers, 59 F.3d 1460, 1471 (4th Cr. 1995) (“In
determ ni ng whet her the evidence wll be helpful to the trier of
fact, the Suprene Court warned that throughout an admssibility
determ nation, a judge nust be m ndful of other evidentiary

rul es, such as FRE 403, which permts the exclusion of rel evant
evidence ‘if its probative value is substantially outweighed by

t he danger of unfair prejudice, confusion of the issues, or
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Liability Litigation, MDL No. 381, 611 F. Supp. 1223, 1245

(E.D.N Y. 1985) (citations omtted). As in that case, “‘the
specul ati on and unfounded assunptions underlying [the] testinony

[of Dr. Swan] decrease its probative value, perhaps to the |eve

of the gossaner.’” 1d. at 1256 (quoting Anerican Bearing Co. V.
Litton Indus., Inc., 729 F.2d 943, 950 n. 14 (3d Cr. 1984)). 1In

this litigation, Dr. Swan’s well-travel ed opi nions are no nore
t han educat ed guesses dressed up in evening clothes. Therefore,
for all of the above reasons, | GRANT defendants’ notions to
exclude Dr. Swan’s testinony.
C. | mmunol ogy and Toxi col ogy

Plaintiffs have offered Dr. Eric Gershwin as an expert in
I mmunol ogy to testify that silicone is capable of causing
plaintiffs’ constellation of synptons because (1) silicone in
contact with human tissue results in chronic inflamuation
t hrough i mune activation and cellular reactions; (2) silicone

I's an i mune adjuvant and thus can produce enhanced i nmmune

m sl eading the jury.” (quoting FRE 403 and citing Daubert, 509
U.S. at 595)); Robinson v. Mssouri Pacific Railroad Co., 16 F.
3d 1083, 1088 (10th Cr. 1994) (observing that, under Rule 403,
“trial judges should carefully and neticul ously exam ne proposed
ani mation evidence for proper foundation, relevancy, and the
potential for undue prejudice.”). Therefore, the relevance and
probative value of Dr. Swan’s testinony, as well as its
scientific reliability, is an issue currently before this court.
Dr. Swan’s testinony woul d be excl udabl e pursuant to FRE 401
402, and 403 because it is now, in light of ny other rulings,

irrelevant and potentially prejudicial. However, because | find
Dr. Swan’s testinony to be scientifically unreliable and to |ack
“fit,” I do not base its exclusion on these grounds.
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responses when in the presence of a triggering condition and
exacerbate existing i mune-nedi ated conditions; and (3) the
surface of silicone changes or degrades in vivo into silanol
groups and/or silica. He relies on the epidem ol ogi cal studies
di scussed above, his own clinical experience, bionmarker, inmune

activation, and toxicol ogical studies,« and the work of the

44 These studi es incl ude:

Abeles, M An Evaluation of Silicone Breast |Inplants
for Silicone Associated Di sease. ACR 38[9], Supp.
(Sept. 1995).

Baker, M Treatnent of Silicone Inplant Associated
Synptons. Abstract presented at the Anerican Coll ege
of Rheumat ol ogy Annual Meeting (1996).

Baldwin, C. Silicone-Ilnduced Human Adjuvant D sease.
Awais o Piastic Swre. 10[4]:172-175 (April 1983).

Bar-Meir, E., et al. Miltiple Antibodies in Patients
with Silicone Breast Inmplants. J. O AuramwniTy 8: 267-277

(1995).

Bernstein, M A Miltiple Sclerosis Like Syndrone

Associated with Silicone Breast Inplants. Abstract
presented at the Anerican Col | ege of Rheunat ol ogy

Annual Meeting (1996).

Borenstein, D. Siliconosis: A Spectrumof Il1lness.
SEMNARS IN ARTHRITIS AND RHeuwvaTism 24: 1, Supp. 1 (Aug. 1994).

Bridges, A.J., et al. Autoantibodies in Patients wth
Silicone Inplants. Potter, M, and Rose, N., Current
Torics IN Mcrosiaosy anp | mvunoLogy - - | vunoLogy o SiLi cones

210: 277-290 (1996).

Bridges, A.J., et al. dinical and |Inmmunol ogica
Eval uation of Whnen with Silicone Breast |nplants and
Synptons of Rheumatic D sease. Swp. ARTHRITIS AND RHEUMATI sM
35(90): S46: 184 (Sept. 1992).
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Harvard NMR Center on the degradation of silicone as the bases
of his proffered opinion.

Plaintiffs also offer Dr. Kip Kenple to testify that
silicone can produce an i mmunol ogi cal response i n wonen.

Dr. Kenple relies on i munol ogi cal studies show ng that

Bridges, A. A dinical and Inmunol ogical Eval uation
of Winen with Silicone Breast Inplants and Synptons of
Rheumatic D sease. Awas o | nterval Mep. 118[12] (June 15,
1993).

Brozena, S. Human Adjuvant Di sease Foll ow ng
Augnent ati on Mammopl asty.  Arct Derwatocor 124: 1383- 1386

(Sept. 1988).

Cl aman, H. N., Robertson, A D., Antinuclear Antibodies
in Apparently Healthy Wonen with Breast |nplants.
Potter, M, and Rose, N., eds., Current Topics IN M crosl oLoay
AND | mnoLoey - - | mwnalosy oF Sittoones 210: 265- 268 (1996) .

Cuellar, M dinical Qutcone of Silicone Breast
| npl ant Wbnen Fol | owi ng | nmpl ant Renoval . Awr ColL.
Reeuvatacoey 38[ 9], Supp. (Sept. 1995).

Davis, J. dinical Characteristics of 343 Patients
with Breast Inplants. ACR 38[9], Supp. (Sept. 1995).

Gutierrez, F. Progressive System c Sclerosis
Conplicated by Severe Hypertension: Reversal After

Silicone Inplant Renoval. Awr J. Mwb. 89: 390- 392
(Sept. 1990).

Kai ser, W Human Adj uvant Di sease: Rem ssion of
Silicone Induced Autoi mmune Di sease After Explantation
of Breast Augnentation. Awas o Reeuwatic Diseases
49:937-938 (Nov. 1990).

Kenple, K., and Pestronk, A Antiglycolipid
Antibodies in Synptomatic Winen with Silicone Breast

| npl ants. Abstract presented at the Anerican Coll ege
of Rheumat ol ogy Annual Meeting (Sept. 1995).
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aut oanti bodi es are elevated in wonen with breast inplants+s and

his own study of antiganglioside antibodies in wonen with breast

I npl ant s.

The court subm tted i mmunol ogi cal /toxicol ogical issues to

51 -

Lugowski, S., et al. Silicon Levels in Blood, Breast
M Ik, and Breast Capsules of Patients with Silicone
Breast Inplants and Controls. FirtH WRD BiowTer ALS

Coveress, Toronto, Canapa (11996)

Mease, P. dinical Synptons/Signs and Laboratory
Features in Synptonatic Patients with Silicone Breast

[ npl ants. ACR 38[9], Supp. (Sept. 1995).

Peters, W, et al. Silicon and Silicone Levels in
Patients with Silicone Inplants. Potter, M, and
Rose, N., Current Torics IN Mcorosiocosy anp | munoLosy - - | mvunoLosy

oF Sitioone 210: 39-48 (1996).

Peters, W, et al. Do Patients with Silicone Ge
Breast |nplants Have El evated Levels of Blood Silicon
Conpared with Control Patients? Awas o Piastic Sure
34[ 4] : 343-347 (April 1995).

Romano, T.J. dinical Characteristics of Silicone

Breast Inplant Patients. Awr J. O Pan Mwcvent 6] 1] :
13-16 (Jan. 1996).

Rowe, MJ., et al. Antibodies to Coll agen:
Conparison Epitope Mapping in Wnen with Silicone

Breast Inplants, Systemi c Lupus, Erythenatosus and
Rheunmatoid Arthritis. J. O AuraomwniTy 7:775-789 (1994).

Sahn, E. Scleroderma Foll owi ng Augnent ati on
Mamopl asty.  ArcH. Derwataosr 126: 1988- 1202 (Sept. 1990).

Sanchez-Roman, J., et al. Miltiple dinical and
Bi ol ogi cal Autoi mune Manifestations in 50 Wrkers
After Qccupational Exposure to Silica. Awas o THE

Reeuvati ¢ Diseases 52: 534-538 (1993) .
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its expert, Dr. Mary Stenzel - Poore, s who specifically |ooked at
the adjuvant potential of silicone gel inplants, the potenti al
for inmmune stinulation of T cells by silicone gel inplants,
altered natural killer cell activity, and inmune system cancer

formation in rodents. She opined that the studies relied upon

Seleznick, M 1Is Silicone Associated with Connective
Ti ssue Di sease? 78[2]:85-87 (Feb. 1991).

Shons, A. Silicone Breast Inplants and | nmune
Di sease. Awas o Puastic Swre. 28[ 5]:491-501 (May 1992).

Silver, R Denonstration of Silicon in Sites of
Connecti ve-Ti ssue Disease in Patients with Silicone-

Gel Breast Inplants. Arcd Derwataocsr 129[ 1] : 63-68 (Jan.
1993).

Solomon, G dinical and Serologic Features of 639
Synptonmati c Wnen with Silicone Gel I nplants: Evidence

for a Novel Disease Siliconosis. Awr CoaL. ReEmroosr
(1994).

Solonobn, G A dinical and Laboratory Profile of

Synptomatic Wonen with Silicone Breast |nplants.
SeM NARS IN ARTHRITIS AND Reeuvatism 24[ 1], Supp. 1 (Aug. 1994).

Solonon, G dinical Features of a Subset of
Synptomatic Wonen with Silicone Breast |Inplants and
Extrenme El evations of SerumIGM Abstract presented
at the Amer. Coll. Rheum Annual Meeting (1996).
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by plaintiffs’ experts justified the follow ng concl usi ons

regardi ng silicone gel adjuvant potential:

la. Silicone gel emulsified wth antigen may act as
an adjuvant in hunoral and cell-nedi ated i mune
responses in rodents.

1b. Silicone oils that are both linear and | ow
nol ecul ar weight, emulsified with antigen do not act
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as adjuvants in rodents.

lc. Silicone oils that are | ow nol ecul ar wei ght and

cyclic (D4) emulsified with antigen nay act as

adj uvant s.
Arpenoix D, at 2. However, “[d]irect attenpts to denonstrate that
i mruni zation with these agents enulsified with ‘auto-antigens’
or given in the absence of antigens failed to show evi dence of
aut oi nmune di sease despite obvious di sease induction by Freund's

adj uvant,” except in a genetic strain of rat devel oped to have a
hi gh susceptibility of developing arthritis. 1d. Thus, in_

rodents only, “enhanced i mune responses are not found if the

antigen is not enulsified with the silicone agents * * * .7 ]d.
at 2-3 (citations omtted).

Dr. Stenzel-Poore further stated that “[f]orm ng the
conclusion that elicitation of autoinmune and/or inflamrmatory
di sease occurs in wonen with SBI based on the evidence that
silicone gel acts as an adjuvant when enulsified with antigen is
unsupported by the data since peer-reviewed studies failed to
show evi dence of any autoi mune- nedi ated di sease.” Arpenoix D, at
3. Although “[t]he scientific methodol ogy used in the

af orenenti oned studies is generally sound,”

Young, V.L., et al. HLA Typing in Wonen wi th Breast
| npl ants. Puiastic & Reconstr. Sure. 96[ 7] : 1497- 1520 ( Dec.
1995) .
45 The studies Dr. Kenple relies on are essentially the sane
as those Dr. Gershwin relies upon

46 See generally Dr. Stenzel -Poore’s Report at Aepenoix D
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Dr. Gershwin’s opinion regardi ng the adjuvant
properties of silicone gel requires a substantial |eap
of faith since it is undeterm ned fromthese studies
whet her silicone gel breast inplants would lead to
adj uvant actions, nmuch | ess autoi nmune responses or
system c i nflammtion; indeed, studies designed to
test this hypothesis argue against such an outcone.
Thus, the position of Dr. Gershwin is not well-
supported by the data available in the published
scientific literature nor is it derived fromvalid
concl usi ons of the studies cited above.

Ld. (enphasis added).

Wth regard to T-cell stimulation, Dr. Stenzel - Poore opined
that “[t]he view that SBIs stinulate antigen-specific T cel
medi ated responses in vivo is not well substantiated by the
experimental studies reported in the literature.” Aprenoix D, at
4. Moreover, although “[s]everal studies have been perforned
attenpting to establish a |ink between silicone breast
i npl antation in wonen and silicone-specific T-cell responses,”
“these studies have a nunber of nethodol ogi cal shortcom ngs and
t hus should not formthe basis of an opinion.” Id. at 5. As a

result,
t hose opinions of Dr. Gershwin regarding the role of
silicone gel breast inplants in stinulating specific
T cell immunity and thereby providing a plausible
mechani sm of aut oi nmune i nducti on are not upheld by
the literature di scussed above. The position of Dr.
Gershwin is sinply not well-supported by studies
avai l able in the published scientific literature nor
Is it derived from appropriate concl usions regarding
t he studies cited above.

ILd. at 8.
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Dr. Stenzel -Poore also examned the literature regarding
changes in natural killer cell function. She noted that
“[c]hanges in natural killer (NK) cell function have been
reported to be associated with silicone gel exposure in rodents
and humans.” Aepenbix D, at 9. Such an association could be
significant because “changes in NK cells have al so been
associated with increased susceptibility to pathogens and tunor
formation.” 1d. However, “[g]iven the concerns raised by the
degree of irreproducibility and fluctuations in tine and dose-
dependency [in the silicone gel/NK cell studies], conclusions
made regardi ng the suppressive effect of silicone gel on NK
function based on these studies are premature.” 1d. Moreover,
“al though the data indicate that 50% of synptomatic wonen with
i nplants had lower NK activity prior to renoval of the inplant,
it is msleading since the degree of variation is not shown in
the i nplanted wonen, or in wonen without inplants. It is
invalid to conclude that silicone-gel breast inplants in wonen
lead to a depressed NK cell activity that is reversible with
explanation.” 1d. at 10.

Finally, in evaluating the studies evaluating the

devel opnent of imune system cancer in response to silicone,
Dr. Stenzel -Poore stated that “Dr. Gershwin’s opinions regarding
t he devel opnent of i nmmune system cancers in wonen with silicone
breast inplants is unwarranted” fromthe current studies, which
are all animal studies. Aerenbix D, at 11. “There is no
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concl usive evidence to date that this nodel of tunor formation
in mce has any human correlate.” 1d.

| agree with and accept Dr. Stenzel -Poore’s assessnents of
Dr. Gershwin’s scientific nmethodology in light of |ega
standards for Daubert hearings. As a prelimnary matter, | note
that nost if not all of the studies that Dr. Gershwin and Dr.
Kenpl e rely upon are animal studies (generally involving
rodents), case reports or collections of case reports, and/or
studies involving crystalline silica. Extrapolations of aninal
studies to human beings are generally not considered reliable in

the absence of a scientific explanation of why such

extrapolation is warranted. See Viterbo v. Dow Chem cal Co.
826 F.2d 420 (5th G r. 1987) (excluding the evidence where there
was only a single animl study of picloramand it showed a |ink

to a disease conpletely different than plaintiff’s di seases);

Ri chardson v. Richardson-Merrell, Inc., 857 F.2d 823, 830 (D.C
Cir. 1988) (excluding aninmal studies of Bendectin because of the
overwhel m ng body of contrary epi dem ol ogi cal evidence and the
adm ssions of the expert that aninmal studies nerely raise a

suspi cion of causation in humans); Lynch v. Merrell-Nationa

Laboratories, 830 F.2d at 1194 (excluding ani nal studies of

Bendectin where they stood in the face of significant contrary

epi dem ol ogi cal data); Turpin v. Merrell Dow Pharmaceuticals.
Inc., 959 F.2d at 1360 (excluding testinony where the record
failed to make clear how the animal studies were sufficient to
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show t hat Bendectin causes birth defects nore probably than
not). Plaintiffs offer no explanation of why extrapol ati ons
fromthe rodent studies their experts rely upon to hunans are
war rant ed here.

Simlarly, case reports and case studies are universally
regarded as an insufficient scientific basis for a conclusion
regardi ng causati on because case reports lack controls. Casey

V. Ohio Medical Products, 877 F. Supp. 1380 (N.D. Cal. 1995);

Miuzzey v. Kerr-MGee Chemical Corp., 921 F. Supp 511, 519-20

(N.D. Ill. 1996); Inre Three Mle Island Litigation Cases

Consolidate 11, 911 F. Supp. 775, 795-96 (M D. Penn. 1996);

Ginmes v. Hoffman-lLaRoche, Inc., 907 F. Supp. 33, 35 n.2 (D.NH

1995). Therefore, these cannot be the basis of an opinion based
on scientific know edge under Daubert.

Third, as will be discussed bel ow, studies based on
crystalline silica cannot support the testinony of plaintiffs’
experts because plaintiffs make no showi ng that silicone breast
i npl ants are associated with the presence of crystalline silica
i n wonmen. | n other words, the purported di sease-causi ng agent
in the silica studies has not been show to be scientifically
rel evant regardi ng the purported di sease-causi ng agent --
nanmely, silicone gel -- in these cases.

Finally, Daubert’s establishnent of the court as gatekeeper
requires that proffered scientific expert opinions that nmake too
great a leap of faith fromthe scientific know edge currently
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avai |l abl e be excluded. As discussed above, an eval uation of
whet her scientific nmethodology is valid for Daubert purposes
shoul d i ncl ude an exam nati on of how the proffered concl usions
relate to the bases upon which the expert relies. The court’s
neutral technical advisor has advised that Dr. Gershwn -- and,
by inplication, Dr. Kenple, who relies on nost if not all of the
sane studies as Dr. Gershwin -- has nmade too great a |leap from
the underlying data to his conclusions. In other words, those
concl usions are thenselves not the result of the faithful
application of valid scientific nethodol ogy. Therefore,
defendants’ notions to exclude Dr. Gershwin's and Dr. Kenple's
testi nony on these issues i s GRANTED.

D. Chem stry

Plaintiffs offer Dr. Christopher Batich as an expert in
chem stry to testify that: (1) silicone mgrates out of breast
i npl ant capsules; (2) there is an increase in surface area of
silicone fromgel breast inplants to which the body reacts over
time; (3) silicone changes in the body and forns bioreactive
silanol groups on its surface; (4) silicone degrades into silica
in the body; and (5) there is simlar surface chemstry in al
siloxics (silicones, silicates, and silicas) that nmake the
siloxics reactive in humans. |In addition, plaintiffs offer
Dr. Harold Al exander, a biomaterials engineer, to testify that:
(1) silicone mcrodroplets and/or particles are released from
breast inplants through gel bleed or rupture and have a high
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potential to cause inflanmmtory reactions in body tissues, and
(2) the small size of silicone mcrodroplets and/or particles
allows themto mgrate through the body via m crophages and
other mgrating cells, and their |ow nol ecul ar weight allows
themto diffuse through tissue.

The court’s technical advisor for polyner chemstry,
Dr. Ronald Mcd ard, carefully reviewed the question of whether
the scientific evidence supports Dr. Batich’s and Dr.
Al exander’s proffered testinony that silicone degrades to silica
in vivo. In reviewwng the plaintiffs’ main scientific support
for silica-induced biological reactions, a paper published by B.

Razzaboni and P. Bolsaitis in Environnental Health Perspectives,

Dr. McClard stated that:
The Razzaboni article * * * clearly attenpts to offer
a bi ochem cal explanation for the silica-caused
henol ytic process. This article seens scientifically
sound. |If silicones are converted to silica then this
article seens relevant to the issue at hand. | am

unaware that any of the papers that | reviewed clearly
denonstrated the conversion of silicone to silica

nost |ikely anorphous fornms thereof), though the
process seens possible given the known cheni stry of
silicon. The link between silicones and the Razzabon
article is a prospective one.
Arrenpi x E, at 11 (enphasis added). |In other words, the
opinions plaintiffs’ experts proffer regarding the in_
vivo degradation of silicone to silica are currently
unsupported by the scientific literature. As with the
I mmunol ogi cal / toxicol ogi cal concl usions discussed

47 See generally Dr. MC ard s report at Aepenbix E

48 Razzaboni, B., and Bolsaitis, P. Evi dence of an Oxidative
Mechani sm for the Henolytic Activity of Silica Particles. EnrL.

HeaLtH Perspectives 87: 337- 341 (1990).
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above, plaintiffs’ experts again nmake too great a |eap
of faith in their proffered testinony that silicone
gel from breast inplants degrades to silica. This is
especially true for any testinony that silicone gel
degrades in vivo to crystalline, as opposed to

anor phous, silica. Therefore, | hereby GRANT

def endants’ notions as pertains to such testinony.

In addition, because there is no scientifically
val id evidence to support the conclusion that silicone
gel degrades to silica in the human body, any other
i mmunol ogi cal or toxicological studies involving the
i nhal ati on, ingestion, or absorption of crystalline
silica cannot “fit” the issue of whether silicone
breast inplants can cause signs or synptons of disease
in wonen. Therefore, as discussed above, | nust also
excl ude testinony based on this evidence under the
“fit” prong of Daubert | and Daubert 11.

Dr. McCl ard al so had several strong reservations
about the other chem cal studies upon which Dr. Batich
and Dr. Al exander rely. Nevertheless, Dr. Mdard
consistently reported that these studies are supported
by valid scientific reasoni ng and net hodol ogy.
Moreover, while plaintiffs’ experts’ opinions are, in
his view, “controversial,” he concluded that those
opinions are generally scientifically valid in that
they properly may be derived fromthe chem cal studies:
It’s a bit Iike two doctors |ooking at a chest X-ray
(havi ng both agreed that a chest X-ray was the correct
di agnosti c procedure to use) and di sagreeing,
sonetimes heatedly, over the interpretation of a
shadow on the fil mand perhaps how | ong the exposure
shoul d have been. | have no doubt that all of the
chem cal studies exam ned in these hearings are based
on appropriate nmethods, whether or not there are
serious questions about fine points of technique or
far-reaching conclusions. |Indeed sonme of the work is
i nadequat el y docunented and of clearly debatable
value, but that is really not for me to decide, to be
sure.

ArpEnDix E, at 12.

| find Dr. McC ard s exposition of the nunmerous
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nmet hodol ogical flaws in the other chem cal studies troubling.
Neverthel ess, | need not decide whether this evidence is

adm ssible on the basis of valid scientific nethodol ogy because
the evidence now does not “fit” plaintiffs case, as Daubert 1,

509 U. S. at 594, and Daubert 11, 43 F.3d at 1315, require.

Testinony as to how silicone behaves chem cally inside the human
body cannot, in itself, establish that silicone gel breast

i npl ants cause signs and synptons of disease in wonen in the
absence of any epidem ol ogi cal, rheumatol ogi cal, or

I mmunol ogi cal / t oxi col ogi cal evidence |inking those breast
inplants to disease. Thus, such testinony no |longer logically
advances a material aspect of the proponent party’s case.

Daubert 11, 43 F.3d at 1315. Therefore, | hereby GRANT

def endants’ notions to exclude the testinony of Dr. Batich and
Dr. Al exander.

E. Differential D agnosis

Plaintiffs have offered Dr. Robert Bennett, MD., both to
testify that silicone gel breast inplants can cause disease in
wonen and to testify as a case-specific expert in LeaAnn Hall v.

Baxt er Heal t hcare.“Case No. 92-182-JO Dr. Bennett is plaintiff
Hal |’ s treating physician and is prepared to testify, on the
basis of differential diagnosis, that plaintiff Hall suffers
fromsystem c sclerosis sine sclerodernma, mani fested by her

pul monary fibrosis, as a result of having silicone gel breast

i mpl ant s.

As has been noted, the issue before ne in this Daubert
hearing is silicone gel’s ability to cause disease in wormen with

breast inplants. Courts, however, have recognized two | evel s of

49 LeaAnn D. Hall v. Baxter Heal thcare Corp.
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causation: general causation (i.e., whether silicone gel can
cause di sease in anyone) and specific causation (i.e., whether
silicone gel breast inplants caused disease in this plaintiff).

In Re: Silicone Gel Breast Inplants Products Liability

Litigation, 887 F. Supp. 1469, 1477 (N.D. Ala. 1995); Jones v.

United States, 933 F. Supp. 894, 900 (N.D. Cal. 1990); DeLuca v.
Merrell Dow Pharmaceuticals, Inc., 911 F.2d at 958; Rutigliano

v. Valley Business Fornms, 929 F. Supp. 779, 783 (D.N. J. 1996).

Differential diagnosis is a patient-specific process of
elimnation that nedical practitioners use to identify the “nost
i kely” cause of a set of signs and synptons froma |ist of
possi bl e causes. However, differential diagnosis does not by
itself prove the cause, even for the particular patient. Nor
can the techni que speak to the issue of general causation.

I ndeed, differential diagnosis assunes that general causation

has been proven for the |ist of possible causes it elim nates:
The process of differential diagnosis is undoubtedly
i mportant to the question of “specific causation.” |f
ot her possi bl e causes of an injury cannot be rul ed
out, or at least the possibility of their contribution
to causation mnimzed, then the “nore likely than
not” threshold for proving causation nmay not be net.
But, it is also inportant to recognize that a
fundanental assunption underlying this nethod is that
the final, suspected “cause” remaining after this
process of elimnation nust actually be capabl e of

causing the injury. That is, the expert nust “rule
in” the suspected cause as well as “rule out” other

possi bl e causes. And, of course, expert opinion on
this issue of “general causation” nust be derived from
scientifically valid nethodol ogy.
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Cavallo v. Star Enterprise, 892 F. Supp. 756, 771 (E.D. Va.

1995) (enphasis added), aff’d on this ground, rev’'d on other

grounds --- F.3d ---, 1996 W. 670142 (4th Gir. 1996).
Testinony regarding specific causation in a given patient
Is irrelevant unless general causation is established. DelLuca,

911 F. 2d at 958; Jones, 933 F. Supp. at 900; Rutigliano, 929 F.

Supp. at 783; Gines, 907 F. Supp. at 38. Hopkins v. Dow

Corning Corp., 33 F.3d 1116 (9th Cr. 1994), does not require a

different conclusion for differential diagnosis. First, nothing
I n Hopkins indicates that any witness used differentia

di agnosis to establish any | evel of causation, |et al one both
general and specific causation. s Second, even if the expert’s
nmedi cal exam nation of the plaintiff in Hopkins were a
differential diagnosis (and that is far fromclear), it was not,
as woul d be the case here, the only evidence of causation
proffered. Although the court concluded “that Hopkins' experts

based their opinions on the types of scientific data and

50 Indeed, it is difficult to discern fromthe Hopkins opinion
how exactly the causal connection was made. |In March 1979, one
of Hopkins’s treating physicians, Dr. Stephen Gospe, “diagnosed
plaintiff with m xed connective tissue disease (MCTD)."

Hopkins, 33 F.3d at 118. However, neither Dr. Gospe nor
plaintiff’s physician, Dr. Pelfini, could provide information to
her regarding a causal connection between silicone breast

i npl ants and her disease. 1d. at 1119. |ndeed, “[n]one of
plaintiff’s physicians inforned her that the ruptured inplant
coul d be responsible for the connective tissue disease from

whi ch she suffered.” 1d. Apparently, plaintiff initially nade
t he causal connection herself after she “learned from her nother
that a possi bl e connection between the ruptured inplants and the

i mmune di sorder mght exist.” I1d. at 1119, 1121.
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utilized the types of scientific techniques relied upon by

nmedi cal experts in making determ nations regarding toxic
causation where there is no solid body of epidem ol ogical data
to review,” id. at 1124, this data was collective and i ncl uded:
t oxi col ogi cal experience; reviews of nedical records; reviews of
Dow s studies; “general scientific know edge of silicone's
ability to cause i mune di sorders as established by ani na
studi es and bi ophysical data”; published scientific studies;
personal research; “participation in a prelimnary

epi dem ol ogi cal study involving over 200 wonen”; ani mal studies;
clinical experience; “prelimnary results of an epi dem ol ogi ca
study”; nedical literature; and an exam nation of the plaintiff.
Id. at 1125. Most of this information, as this Daubert hearing
has denonstrated, would have been offered to establish genera
causation -- that is, the issue of whether silicone gel breast

I npl ants can cause di sease i n anyone.

Finally, the Hopkins court, because of the timng of the
case, was review ng a pre-Daubert district court decision to
admt the expert testinony. As a result, the district court had
reached that decision on a record not shaped by Daubert’s
el uci dation of the court’s gatekeeping function, nor did the
Ninth Crcuit delve into the nethodol ogy underlying the
scientific data upon which Hopkins’ experts relied. Because |
have done so and have excluded all proffered testinony regarding
general causation, Dr. Bennett’s testinony now stands in
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i solation -- an evidentiary predi canent substantially different
fromthat in Hopkins.

Plaintiffs have consistently clained that this court has
junped the gun in stating that plaintiffs cannot nake out a
prima facie case. Plaintiffs assert that they have nore
evidence to present at trial in the nature of differentia
di agnosis as well as pursuing their theory of “bioplausibility.”
The fact of the matter is that plaintiffs cannot resort to these
purported additional arrows in their |egal quiver because
neither differential diagnosis nor their bioplausibility theory
can nmake out a prima facie case to prove specific causation of a
system c disorder or particular signs and synptons absent proof
of general causation. Mreover, plaintiffs cannot use Dr.
Bennett’s testinony, by itself, as part of their proof of
general causation because a single differential diagnosis is a
scientifically invalid nethodol ogy for such a purpose.

Therefore, | nust exclude Dr. Bennett’'s testinony for all cases
to the extent that plaintiffs proffer it to prove genera
causati on.

Nor is Dr. Bennett’'s testinony adm ssible to prove specific
causation in LeaAnn Hall’s case, and for two reasons. Genera
causation issues aside, an expert nust rule out other potenti al
causes of the patient’s condition in order for differentia

di agnosis testinony to be adm ssible. H . nes v. Consolidated

Rail Corp., 24 F.3d 809, 814 (3d. Gr. 1991); Paoli 11, 35 F. 3d
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at 759. Here, Dr. Bennett has not testified as to how he

el imnated other potential causes of Ms. Hall’s disease.
Moreover, his conclusion is inconsistent wth the epi dem ol ogy
for classical diseases. Therefore, his testinony is unreliable
and exclusion of it is warranted on that basis. See Conde v.

Vel sicol Chem cal Corp., 24 F.3d at 814 (upholding the district

court in excluding doctors’ opinions purporting to link
plaintiff’s health problens to chl ordane exposure when they
failed to exclude other potential causes for the synptons and
their theories were inconsistent with the scientific literature).

In addition, in the absence of proof of general causation,
Dr. Bennett’s testinony regarding his differential diagnosis
does not “fit” LeaAnn Hall’s case because there will be no
evidence that silicone gel breast inplants are a legitinmate
possi bl e cause of Ms. Hall’s disease.ss Therefore, for all of the
above reasons, | hereby GRANT defendants’ notions to exclude the
testinony of Dr. Bennett.

V. CONCLUSI ON

For the reasons stated above, those portions of defendants’
notions in |imne (## 69, 70, 72, 74, 75, 76, 77, 78, 79, 80,
81, 82, 83, 84, 85, 86, 87, 88, 89, 90, 91, 92, 93, 94, and 95
(filed in Goup 2)) that seek exclusion of any expert testinony

concerning a general causal |ink between silicone gel breast

51 Thi s concl usion would hold for any proffer of differential
di agnosis plaintiffs may offer in the future w thout supporting

proof of general causation.
67 - OPI NI ON AND ORDER



i npl ants and ACTD or any systemi c illness or syndrone are
GRANTED. The remai ning portions of the above-listed notions are
MOOT, with leave to refile as necessary in further pretrial
proceedi ngs.

In light of these rulings, the court will sever plaintiffs’
| ocal injury clainsss fromtheir clainms for ACID or any system c
i1l ness or injury. The cases that do proceed to trial wll do
so on a nuch nore restricted basis than Judges Wi nstein and
Baer may even contenplate in the New York litigation.ss
Specifically, I wll exclude as irrel evant any testinony or
evidence of the follow ng: ACTD, any systemc illness or
syndrone or autoi nmune di sorder of any kind; any enotional
distress clains arising out of any alleged fear of devel oping
any system c disease or injury or fear of cancer.s

Finally, as stated earlier, | wll defer the effective date
of this decision pending the reports of the national Rule 706
panel, and likewise will defer plaintiffs’ notion to incorporate
the panel nenbers as witnesses. Nonetheless, | wsh to nake it
abundantly clear that while I wll evaluate the Rule 706 pane

reports before finalizing ny decision, I amunlikely to anend

52 In addition to what is explicitly excluded here, see al so
di scussi on supra note 3.

53 See di scussi on above.

54 This list is not exhaustive. To the extent any plaintiff
clains injuries that are not plainly local in nature, the court
Will rule on the adm ssibility of evidence of those cl ai ned

injuries as the need ari ses.
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these findings and concl usi ons absent substantial and conpelling
devel opnents in the scientific arena.

I am m ndful that this opinion goes farther in evaluating
and in elimnating plaintiffs’ clainms than any other opinion in
breast inplant litigation pending in this country. However,
litigation over the ability of silicone gel breast inplants to
cause di sease in wonen has been chaotic in its results, in part
because, as Hopkins denonstrates, the interjection of the Daubert
standards into the screening process for proposed scientific
evi dence has substantially heightened the scrutiny through which

such evidence nust pass. In ny opinion, Daubert | and Daubert 11

and their progeny command this disposition.

DATED this 18th day of Decenber, 1996.

/s/ Robert E. Jones
ROBERT E. JONES
U S District Judge
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