IN THE UNI TED STATES DI STRI CT COURT
FOR THE EASTERN DI STRI CT OF PENNSYLVAN A

IN RE: DI ET DRUGS : MDL DOCKET NO. 1203
(PHENTERM NE, FENFLURAM NE, :

DEXFENFLURAM NE) PRODUCTS

LI ABI LI TY LI TI GATI ON

TH' S DOCUMENT RELATES TO ALL CASES

VEMORANDUM AND PRETRI AL ORDER NO. 1685

BECHTLE, J. February 1, 2001
Presently before the court are American Home Products
Corporation's (“AHP’) notions to exclude and/or limt the expert
testinony of John J. La Puma, MD., Colin M Bloor, MD., Janes
Qury, MD., John Gueriguian, MD., Arthur H Hayes, M D., Robyn
J. Barst, MD., Stuart Rich, MD. and Barry Sears, Ph.D.; the
Plaintiffs’ responses thereto; and AHP s and Plaintiffs’ Pretrial
Order No. 1468 nenoranda and acconpanyi ng appendi ces. For the
reasons set forth below, the court will grant the notions to
exclude the testinony of Drs. La Puma, Bloor and Qury. The court
will grant in part and deny in part the notions to exclude the

testinmony of Drs. Queriguian, Hayes, Barst, R ch and Sears.

BACKGROUND

Plaintiffs have offered all of these witness as generic
experts for civil actions in this MDL No. 1203. Their testinony

covers issues including the health risks and benefits, efficacy,



and | abeling of the diet drugs Pondinmn® and Redux.? AHP
chal | enges several of the opinions put forth by these w tnesses.

It should be noted that the parties were advised that all of
these witnesses’ expert opinions should be presented to this
court and articulated on the record, that it was expected that
t hese woul d be the principal opinions offered at trial, and that
this court would rule on the admssibility of those opinions.

The court believes that this process will enhance judicial
econony by di sposing of Daubert?® issues applicable to the vast
maj ority of cases within this MDL No. 1203.

Wth that in mnd, the court will: (1) address sone
practical concerns surrounding the instant notions; (2) delineate
the scope of the court’s ruling by discussing certain categories
of challenges to these witnesses’ testinony that, in the court’s
opi nion, do not inplicate Federal Rules of Evidence 702 & 703 or
Daubert, or have already been addressed by the court in prior
rulings; (3) set out the standard for adm ssibility of expert
testinony; and finally (4) discuss the specific Daubert

chal l enges to the testinony of each witness and the court’s

! Pondinmin is the brand nane for the diet drug

f enf| ur am ne.
> Redux is the brand name for the diet drug
dexf enf | ur am ne.

® See Daubert v. Merrell Dow Pharns., Inc., 509 U.S. 579,
589 (1993) (discussing standard for adm ssibility of scientific
evi dence).




rulings thereon.*

A Practi cal Concerns

The court nust revisit and address, as it did in Pretrial
Order No. 1332, the unique situation presented by the context in
whi ch these Daubert notions were presented. It is inportant that
the remand courts understand the unusual circunstances faced by
this transferee court with regard to the Daubert issues raised by
the testinony of expert w tnesses who may testify by video in
many proceedi ngs throughout the country.

First, the court incorporates by reference its discussion in
Pretrial Order No. 1332 concerning the difficulties that the
remand courts will face regarding the potential necessity of
redacting and/or nodifying the trial deposition® videos based on
evidentiary rulings. (Pretrial Oder No. 1332 at 17-19.)

Second, anot her unusual circunstance is that when a trial
deposition video is made, certain positions are taken by the
expert during direct and cross-exam nation that are intended to
cover all issues upon which the expert could be called to
testify, covering a full range of issues for many plaintiffs,
even though only excerpts of the trial deposition testinony may
ultimately be offered for specific plaintiffs at different

trials, in different places, and at different tinmes. This

4 For purposes of this Menorandum and Order, the court

not list or discuss the testinony of any of these experts to

|1
ich there is no Daubert chall enge.

Wi
wh

> These depositions are referred to by the parties as
“preservation depositions.”



ci rcunstance necessarily leads to | engthy depositions and
magni fi es Daubert concerns.

Third, unlike the usual trial wtness, events may occur
between the trial deposition and trial that affect a trial
deposition witness’'s testinony, which a remand court will be
asked to consi der

Fourth, because the expert’s trial deposition is taken many
nont hs or even years before trial, the expert nmay opine or read
from docunents, or portions thereof, that ultimtely nay not be
received into evidence by the remand court.

Finally, this generic testinony may not satisfy state | aw
requirenents that will shape issues differently in different
jurisdictions on issues driven by state |aw, such as negligence,
t he presence or absence of a defect, failure to warn, punitive
damages and the |ike.

The ultimate point is that a Daubert ruling in this ML
transferee court may ultimately be of final and uniformvalue in
many, many cases but is not likely to be an all enconpassing
ruling that provides final and clear lines of admssibility with
regard to all aspects of these witnesses’ testinony in all cases.
For this reason, simlar to Pretrial Oder No. 1332, the court’s
ruling should be expected to cover those issues that can and
shoul d be addressed in this transferee court, yet |eave open
those itens pertaining to the expert witnesses that can only be
fairly determ ned by each individual remand court.

B. Non- Daubert Chal | enges and | ssues Previously Addressed
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by the Court

AHP mekes evidentiary challenges to the testinony of a
nunber of these witnesses that fall outside the scope of Daubert
or that were al ready addressed by the court with respect Drs.
Avorn and Rubin in Pretrial Oder No. 1332. ° These include
chal l enges to: testinony concerning the intent, beliefs or
credibility of AHP personnel or FDA officials;’ the reading of
docunents into the record without rendering an opinion thereon
the use of the regulatory term“serious” in a non-regulatory
context; injection of inadm ssible hearsay into trial deposition
testinony; and testinony on topics not tinely disclosed in the
expert’s report.

The court addressed the issue of expert testinony about
corporate intent in Pretrial Oder No. 1332. The court
i ncorporates by reference its reasoning and ruling in that Order,
towt: (1) any proffered expert testinony concerning the intent
of AHP or any other entity (such as the FDA) shall be excluded on
the basis that the question of intent is to be determ ned by the
jury, not experts; and (2) the court’s ruling does not preclude
the introduction of otherw se adm ssible evidence of the intent
of AHP or FDA | eadership or personnel. (Pretrial Oder No. 1332

at 21-23.) Accordingly, AHP's notions to exclude the testinony

6 These include all of the challenges made to the

testinony of Dr. Hayes.

! The court will refer to these issues collectively as

“corporate intent” testinony.



of Drs. La Puma, Qury, Cueriguian, Hayes, Barst, R ch, and Sears
will be granted to the extent that they seek to exclude expert
opi ni ons that conclude what the corporate intent of AHP and/or
what the beliefs of FDA officials were on matters upon which they
spoke or acted.

The court has al so addressed the issue of the introduction
of docunents and other testinony into the witnesses’ tria
deposition testinony. 1d. at 20-21. The court incorporates by
reference the reasoning and ruling of Pretrial Oder No. 1332
with respect to this issue. Accordingly, the court wll deny
AHP' s notions to preclude such testinony. The remand courts are
the appropriate fora for these chall enges.

Simlarly, challenges to the use of the term“serious” and
the injection of inadm ssible hearsay into trial deposition
testinony should be left to the remand courts to rule upon at the
proper time. These challenges do not inplicate Daubert® and cal
for particularized rulings in the context of a specific trial.
For exanple, a court’s ruling on a hearsay chal |l enge obviously
depends in part on what particular point of fact that testinony
is offered to prove. Likewi se, a ruling on whether the use of
the term*®“serious” is msleading, and any correspondi ng renedy,

i s highly dependent on the context in which that testinony is

8 These chal | enges do not involve the qualifications of

the experts or the reliability of the nethodol ogi es through which
they arrive at their conclusions, even though Daubert obviously
requires that scientific evidence be adm ssi bl e under other
applicable rules, such as Federal Rule of Evidence 403.
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offered. This court cannot anticipate the specific context in

which this testinmony will be offered, or the purposes for which
it wll ultimately be offered. Accordingly, to the extent that
AHP' s notions seek to exclude this testinony, they will be

deni ed.

Lastly, the I engthy and exhaustive nature of trial
deposition testinmony makes it likely that during direct or cross-
exam nation, the witness will opine on certain issues that may
not have been disclosed in the witness’s expert report. The
court acknow edges that opinions not tinely disclosed in an
expert report may often, but not always, be barred from adm ssion
at trial. See Fed. R Civ. P. 37(c)(1) (providing that party
that wi thout substantial justification fails to disclose
information required by Rule 26(a) shall not, unless failure is
harm ess, be permitted to use as evidence any information not so
di scl osed). However, assum ng that the disputed testinony is
ot herw se adm ssible, whether it is fundanentally unfair to admt
it wll involve practical considerations shaped |largely by the
context of a particular case and is a decision best left to the
di scretion of each trial judge. Accordingly, to the extent that
AHP' s notions seek to preclude certain testinony as not tinely

di sclosed in an expert report, the notions will be denied. °

o Thus, AHP's notions to exclude certain testinony of
Drs. Hayes and Rich on this ground wll be denied. The notion to
exclude Dr. Barst’s testinony concerning obesity and the efficacy
of Pondimn and Redux, also challenged as not having been tinely
di scl osed, will be granted on other grounds. See infra 8

111 (E)(2).



C. Plaintiffs’ Proposed Experts

1. John J. La Puma, M D

Dr. La Puma is a nedical doctor and professor of nutrition
who clains to be an expert in “truth, honesty and integrity” in
the context of nedical ethics. (Tr. 12/5/00 at 202.) He has
ext ended post doctoral education in clinical nedical ethics, and
is currently a senior scholar at the MacLean Center for Cinica
Ethics in Chicago. ™ |d. at 152-53. Dr. La Puma has perforned
bet ween 700 and 800 clinical ethical consultations, which involve
the study and potential resolution of ethical issues in
i ndi vidual patient cases. 1d. at 154. Plaintiffs plan to offer
the follow ng opinions of Dr. La Puma

e AHP failed to adequately warn about the risks of primry

pul nonary hypertension (“PPH");

e AHP failed to warn about the risks of valvular heart

di sease (“VHD);

e AHP's failure to warn about the association between

t hese di seases and the use of Pondimn and Redux was in

consci ous disregard of the health and safety of its

cust omer s;

¢ AHP' s failure to provide adequate warni ngs violated

several industry standards and AHP s owmn witten code of

conduct ;

10 dinical nmedical ethics “seeks to identify and anal yze

and resolve ethical problens as they arise in health care
generally.” (Tr. 12/5/00 at 154.)
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e |n failing to warn about PPH and VHD, AHP acted in its

own best interests rather than in the best interests of

patients; and

e AHP's failure to warn about PPH and VHD nade it

i npossi ble for physicians to obtain witten infornmed consent

fromtheir patients before prescribing the drugs.
Id. at 138-39. AHP characterizes Dr. La Puna’s testinony as
addressing corporate intent and deficiencies in AHP' s corporate
conduct. 1d. at 140-41. AHP seeks to exclude Dr. La Pumm’s
testinony in its entirety on the basis that it is irrelevant,
that Dr. La Puma | acks expertise and reliabl e nethodol ogy, and
that Dr. La Puma bases his testinony on his subjective, persona
views. 1d. at 144.

2. Colin M Bloor, MD

Dr. Bloor is a pathologist who is currently Distinguished
Prof essor of Pathology at the University of California, San
Diego. (Tr. 12/12/00 at 164-65.) Dr. Bloor opines that:

e dexfenfluram ne caused a statistically significant

increase in the incidence and severity of nyocardi al

fibrosis in the hearts of rats that were part of Study 1781,

a 1988-90 dexfenfluram ne (Redux) carcinogenicity study

conducted by Servier (“Study 1781");

e fenfluram nes caused nyocardial fibrosis in human

hearts; and

® the increased incidence and severity of nyocardi al

fibrosis was a strong signal that dexfenfluram ne possesses
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cardi otoxic properties and the results of Study 1781

mandat ed further testing before the drug was market ed.

Id. at 159. AHP does not dispute that Dr. Bloor is highly
qualified in the field of pathol ogy. However, AHP seeks to
excl ude these opinions on grounds that: (1) they were arrived at
through a scientifically unreliable nethodol ogy; (2) they do not
“fit” the facts of this litigation; and (3) Dr. Bloor |acks the
requisite qualifications to render opinions regarding sone of the
subj ects about which he testifies. [d. 159-62.

3. James Qury, MD.

Dr. Qury is a cardiac surgeon who specializes in thoracic
and cardi ovascul ar surgery, with particular enphasis in the
surgi cal treatnent of valvular heart disease. 1d. at 15-17. He
practices at the International Heart Institute of Mntana, of
whi ch he was a founder, at St. Patrick Hospital in M ssoul a,
Montana. 1d. at 18. Plaintiffs propose to offer, and AHP
chall enges, Dr. Qury’s testinony that:

® reports of VHD in Pondimn users received by AHP in 1995

shoul d have triggered further testing, evaluation and

war ni ngs to physicians concerni ng Pondi m n;

® reports of VHD in Pondimn users should have triggered

further testing, evaluation and warnings to physicians

concerni ng Redux; and

e the findings of fibrosis in the hearts of rats in

Servier’s Study 1781 notified AHP of the potential for

fenfluramnes to cause simlar problens in hunmans.
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ld. at 9-10. AHP characterizes Dr. Qury’s testinony as
enconpassi ng opi nions on | abeling and regul atory issues, and

pat hol ogy. ** [d. at 5.

4, John L. Cueriguian, MD

Dr. CGueriguian is a nedical doctor, pharmnacol ogist,
endocri nol ogi st and chem st who was enpl oyed by the United States
Food and Drug Adm nistration (“FDA’) from 1978 to 1998 in the
Di vi sion of Endocrine and Metabolic Drug Products. (Tr. 12/5/00
at 281-82.) In that capacity, he reviewed drugs for safety and
efficacy; applied FDA regul ations regarding | abeling,
post mar keti ng surveill ance and approval of drugs; and
participated to sone extent in the drafting of those regul ations.
Id. at 282. Plaintiffs propose to offer, and AHP chal |l enges, Dr.
Gueriguian’s opinions that:

® drug safety surveillance is inportant to the public

because “patients thensel ves shoul d have an opportunity to

voi ce their opinion and nake a decision . . . to be able to

read and understand the | abeling, particularly when

expl ai ned by the prescribing physician”;

1 AHP al so challenges Dr. Qury’s use of the term

“unconsci onabl e” to describe AHP's conduct and his testinony that
AHP acted in conscious disregard of the health and safety of
consuners. This challenge falls within the rubric of “corporate
intent.” Accordingly, AHP's notion will be granted to the extent
that it seeks to exclude Dr. Qury’ s expert testinony that AHP

act ed unconsci onably.
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® pharmaceutical conpanies have a responsibility to
provide information in a clear and understandable way to the
FDA;
e a nedical officer, such as Dr. Lutwak of the FDA, would
have recogni zed certain adverse event information as a
signal of problenms with these diet drugs;
e AHP's failure to provide a warning regarding VHD in
Pondi mi n or Redux | abeling before 1997 resulted in nore
peopl e suffering or dying; and
® rely on the report of Dr. Bloor concerning his findings
and concl usi ons based on his analysis of the data from Study
1781.
Id. at 296-302; AHP's Reply in Supp. of Mdt. to Limt the Test.
of PIs.” Ceneric Expert John Gueriguian, MD. (“Reply re:
Gueriguian”) at 6-11. AHP challenges this testinony on grounds
that Dr. Gueriguian: (1) offers his personal opinions as if they
were expert opinions; (2) inproperly specul ates as to what others
woul d do with adverse event information; and (3) inproperly
“parrots” the opinion of another expert. (AHP s PTO 1468 Mem in
Supp. of Mdt. to Exclude the Expert Ops. of John L. Gueriguian,
MD. (“AHPs PTO 1468 Mem re: CGueriguian”) at 5-9.)
5. Robyn J. Barst, MD. and Stuart Rich, MD
Dr. Barst is a pediatrist and pediatric cardiol ogi st.
(AHP's Mot. to Exclude Expert Test. of Robyn J. Barst, MD.
(“Mot. re: Barst”) Ex. A.) She is also the Director of the New

York Presbyterian Pul nonary Hypertension Center at Col unbi a-

12



Presbyterian Hospital in New York, which follows about 3,000
patients with pul nonary hypertension (“PH) per year. (Pls.’
Qop’'n to Defs.” Mdt. to Exclude Expert Test. of Robyn J. Barst,
MD. (“Oop’'n re: Barst”) Ex. 2.) 1In that capacity, Dr. Barst
studi es the pat hogenesi s and pat hophysiol ogy of PH  1d. at 3-4.

Dr. Rich, an internist and cardiologist, is a Professor of
Medi ci ne at the Rush Medi cal Coll ege and Senior Attending
Physi cian at the Rush-Presbyterian-St. Luke's Medical Center in
Chicago. (Pls.” Opp'n to Defs.” Mdit. to Exclude Expert Test. of
Stuart Rich, MD. (“Opp’'n re: Rich”) Ex. 2 at 1.) He is also the
Director of the Rush Heart Institute’s Center for Pul nonary Heart
Di sease, and Coronary Heart D sease Detection and Treat nent
Center in Chicago. 1d. Ex. 2 at 2. Dr. Richis involved in
epi dem ol ogi ¢ research regardi ng the causes and treatnent of PH,
PPH and Secondary Pul nonary Hypertension (“SPH'). (Opp’'n re:
Rich at 3.) He has treated over 3,000 PH patients, hundreds of
whom suffered fromPPH 1d. Dr. R ch has also consulted drug
conpani es regarding the risks of PPH posed by diet drugs, and
testified before an FDA advisory commttee at hearings concerning
t he approval of Redux. 1d. at 5 & Ex. 2 at 5.

AHP chal | enges these w tnesses’ opinions concerning:

e | abeling and AHP' s non-conpliance with FDA regul ati ons;

and

® obesity and the efficacy of Pondimn and Redux for

treating obesity.

(AHP's PTO 1468 Mem in Supp. of Mdt. to Exclude the Expert Ops.
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of Robyn J. Barst, MD. (“AHPs PTO 1468 Mem re: Barst”) at 8-
11; AHP's PTO 1468 Mem in Supp. of Mot. to Exclude MDL Ops. of
Stuart Rich, MD. (“AHPs PTO 1468 Mem re: Rich”) at 9-12.) AHP
asserts as grounds for these challenges that Drs. Rich and Bar st
are not qualified to render opinions on these subjects and did
not utilize a reliable nmethodology in arriving at their
concl usi ons.
6. Barry Sears, Ph.D.

Dr. Sears is a nol ecul ar biol ogi st who researches the
nol ecul ar and hornonal bases of obesity. He has specialized for
twenty-five years in the study of lipids, lipid proteins, and
insulin, and their effects on norbidity and nortality. (Tr.
2/12/00 at 87.) Dr. Sears is the author of The Zone, a book that
addresses the potentiality of diet to reduce insulin and ot her
hornones that relate to heart disease, Type Il diabetes, and
other conditions. (Tr. 12/13/00 at 128-29.) Dr. Sears wl|

testify about, inter alia,:

e the inportance of accounting for reduction of excess fat
when undertaking clinical studies;

® the inprecise nethods of neasuring fat utilized by sone
clinical studies of anorectic agents (diet drugs);

e the inefficacy of Pondimn and Redux for reducing fat;
and

® the conparative effectiveness of diet drugs versus diet
and exercise for reducing obesity and its conordbidities.

(Tr. 12/12/00 at 88-89.) AHP characterizes Dr. Sears’ testinony
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as addressing the nmedical treatnment of obesity; whether Pondimn
and Redux net FDA efficacy standards for approval; and AHP s

mar keti ng and di scl osure obligations. (AHPs PTO 1468 Mem in
Supp. of Mdt. to Exclude the Expert Ops. of Barry Sears, Ph.D.
(“AHP's PTO 1468 Mem re: Sears”) at 1.) AHP asserts that Dr.
Sears | acks expertise in nedicines generally and in the nedical

treatnment of obesity specifically. 1d. at 90.

1. LEGAL STANDARD

The court incorporates herein its extended di scussions of
the standard for adm ssibility of expert evidence in Pretrial
Orders Nos. 1332 and 1351. Thus, the court will only briefly
review that standard here.

Federal Rule of Evidence 702 obligates judges to ensure that
any scientific testinony or evidence admtted is relevant and

reliable.' Kunmho Tire Co., Ltd. v. Carmichael , 526 U.S. 137,

147 (1999) (quoting Daubert, 509 U.S. at 589). The party
offering the expert has the burden of proving adm ssibility.
Daubert, 509 U. S. at 592 n.10. The subject of an expert's
testinony nust be grounded in the nmethods and procedures of

sci ence and based on nore than subjective belief or specul ation.

ld. at 589-590. Further, Rule 702 requires that expert testinony

2 The Rule provides: "[i]f scientific, technical, or other

speci al i zed know edge will assist the trier of fact to understand
the evidence or to determne a fact in issue, a witness qualified
as an expert by know edge, skill, experience, training, or
education, nmay testify thereto in the formof an opinion or
otherwse." Fed. R Evid. 702.
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assist the trier of fact, i.e., it nust "fit" the issues in the
case by having a "valid scientific connection to the pertinent
inquiry.” 1d. at 591-92.

In determ ning "whether the expert is proposing to testify
to (1) scientific know edge that (2) will assist the trier of
fact," the court nust assess whether the nethodol ogy underlying
the testinony is scientifically valid and whether it can properly
be applied to the facts in issue. |d. at 592-93. Furthernore,
the court nust exam ne the expert's conclusions in order to

determ ne whether they can reliably follow fromthe facts known

to the expert and the nethodol ogy used. Heller v. Shaw | ndus.
Inc., 167 F.3d 146, 153 (3d Cir. 1999).

I n Daubert, the Court identified several factors to assist
courts in evaluating whether a scientific theory or nethodol ogy
constitutes reliable scientific know edge. These incl ude:
whet her the theory or technique can be or has been tested;
whet her the theory has been subjected to peer review and
publ i cation; whether a technique has a known or potential rate of
error and whether there are standards controlling the technique's
operation; and whether the theory or nethod has general

acceptance in the scientific community. *® Daubert, 509 U.S. at

3 The Third CGrcuit has listed other factors to consider
as well. Together, these factors are:

(1) whether a nethod consists of a testable hypothesis;

(2) whether the nethod has been subject to peer review,

(3) the known or potential rate of error;

(4) the existence and mai nt enance of standards controlling
t he techni que's operation;
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593-94. These factors "are sinply useful signposts, not
di spositive hurdles that a party nust overcone in order to have
expert testinony admtted." Heller, 167 F.3d at 152.

In addition, a court should "exclude proffered expert
testinony if the subject of the testinony lies outside the
W tness's area of expertise.” 4 Winstein's Fed. Evid. 8§
702.06[ 1], at 702-52 (2000). In other words, a party cannot
gqualify as an expert generally by show ng that the expert has
speci al i zed know edge or training which would qualify himor her

to opine on sone other issue. Redman v. John D. Brush and Co.,

111 F. 3d 1174, 1179 (4th Gr. 1997); Barrett v. Atl. R chfield

Co., 95 F.3d 375, 382 (5th Cr. 1996).
Mor eover, testinony of an expert that constitutes nere
personal belief as to the weight of the evidence invades the

province of the jury. MGowan v. Cooper Indus., Inc., 863 F.2d

1266, 1273 (6th Gr. 1987); STX, Inc. v. Brine, Inc., 37 F. Supp.

2d 740, 768 (D. Md. 1999)(quotation omtted), aff'd, 211 F.3d 588
(Fed. Cr. 2000), aff'd, No. 99-1540, 2000 W. 564010 (Fed. Cir.
May 8, 2000); Sec. and Exch. Commin v. Lipson, 46 F. Supp. 2d

(5) whether the nethod is generally accepted;

(6) the relationship of the technique to nethods which have
been established to be reliable;

(7) the qualifications of the expert witness testifying
based on the nethodol ogy; and

(8) the non-judicial uses to which the nethod has been put.

Qddi_v. Ford Mdtor Co., 234 F.3d 136, 156 (3d G r. 2000) (quoting
In re Paoli RR Yard PCB Litig., 35 F.3d 717, 742 n.8 (3d Cr.
1994)).
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758, 763 (N.D. Ill. 1998).

Lastly, the court "should al so be m ndful of other
applicable rules.” Daubert, 509 U S. at 595. Federal Rule of
Evi dence 703 "provi des that expert opinions based on ot herw se
i nadm ssi bl e hearsay are to be admtted only if the facts and
data are 'of a type reasonably relied upon by experts in the
particular field in formng opinions or inferences upon the
subject.'" 1d. (quoting Fed. R Evid. 703). Under Rule 703,
"[1]f the underlying data are so |lacking in probative force and
reliability that no reasonabl e expert could base an opinion on
them an opinion which rests entirely upon them nust be

excl uded. " In re Paoli R R Yard PCB Litig., 35 F.3d at 748

(quoting In re "Agent Orange" Prod. Liab. Litig., 611 F. Supp

1223, 1245 (E.D.N. Y. 1985)).

I11. DI SCUSSI ON

The court will address the particular challenges to each
W t nesses’ testinmony, the plaintiffs’ responses and the court’s
ruling on each chal |l enge.

A. Dr. La Puma

Dr. La Puma testified that the | abeling for Redux and
Pondi m n was fal se, m sl eading, deceptive and inaccurate and that
AHP shoul d have included certain |abeling restrictions inposed by
the French Medicine Agency in its warning. (AHPs Mit. to
Exclude the Test. of Pls.’s Ceneric Ethics Expert John J. La
Puma, MD. (“Mdt. re: La Puma”) at 17-19.) AHP argues that Dr.
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La Puna has no basis for testifying about what should be in a
| abel as he has no expertise in the applicable | egal standards or
the process of determining a |label’s content. 1d.

Dr. La Puma al so testified about AHP' s al |l eged m scodi ng and
failure to report adverse drug events (“ADEs”), his
interpretation of Study 1781 and his belief that AHP failed to
warn of the risk of VHD. 1d. at 20-25. AHP clains that Dr. La
Puma has no expertise in ADE reporting and is unfamliar with the
ADE codi ng system used by the FDA and pharmaceuti cal conpani es.
Id. at 20. Also, AHP asserts that his testinony that Servier’s
Study 1781 showed focal fibrosis in rat hearts is speculation
because he is not a pathol ogi st and never reviewed the slides.
Id. at 22.

Plaintiffs respond that it is the participation of AHP s
doctors and in-house physicians in decision nmaking that
necessitates Dr. La Puma’s testinony regarding AHP s nedi ca
ethics and the issue of infornmed consent. (Pls.” Mem of Law in
Qop’'n to AHP's Mot. to Exclude the Test. of Pls.’” Generic Ethics
Expert John J. La Puma, MD. (“Cpp’'n re: La Puma”) at 9-10.)
According to Plaintiffs, nedical ethics, particularly inforned
consent, are unfamliar to a jury and are appropriate for expert
testinony. |d. at 14. Plaintiffs argue that testinony regarding
breach of ethical duties can help the jury determ ne the standard
of care and whether it was breached. |d. at 19-22. Moreover,
Plaintiffs assert that Dr. La Puma’s testinony about Pondimn and

Redux | abel s focuses on what a prescribing doctor does with a
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| abel and that doctor’s expectations regardi ng what the | abel
shoul d say. [d. at 30-32.

AHP replies that this case involves specialized issues
concerning a pharmaceutical conpany’ s conduct, not i nforned
consent. (AHP s Reply Mem in Supp. of Mdt. to Exclude the
Expert Test. of Pls.” Ceneric Ethics Expert John J. La Puma, M D
(“Cpp’n re: La Puma”) at 2.) According to AHP, “derivative
expertise,” i.e., alleged expertise about corporate conduct
derived fromexpertise in the ethics of infornmed consent or the
general practice of internal nedicine, does not make Dr. La
Puma’ s testinony admssible. 1d. at 2 & 13. AHP points out that
t he pharmaceutical industry has its own standards and custons
that differ fromthe issues that arise in a doctor-patient
setting. |d. at 6. Lastly, AHP challenges Dr. La Puma’s
qualifications to address what information should have been
provi ded to doctors because there is no scientific evaluation or

i nvestigation underlying his opinions. 1d. at 7-12.

The court concludes that Dr. La Puma’s testinony cannot
W t hstand scrutiny under Daubert.

First, Dr. La Puma’s expertise and experience in clinica
medi cal ethics are, at best, only marginally relevant to AHP s
conduct in the manufacturing and marketing of diet drugs. The
court agrees with AHP that the pertinent issues in this

litigation are the obligations of a pharmaceutical conpany in
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testing, surveying and | abeling medications. ** (Tr. 12/5/00 at
252.) Al'so, proof that a pharmaceutical conpany has fulfilled
all ethical requirenents is not an essential elenent in proving

i nformed consent. Dr. La Puma’s expertise, garnered largely from
the study of nedical ethical issues in individual patient cases,
sinply does not qualify himto render opinions concerning the
appropriate conduct of pharnmaceutical conpanies in the

manuf acture and marketing of drugs. Pharmaceutical conpany
conduct is governed by extensive regulations of which Dr. La Puma
has little or no know edge. See id. at 203-215 & 228-233
(reflecting Dr. La Puma’s |ack of experience in matters relating

to, inter alia, drug devel opnent, testing, safety surveill ance,

adverse event nonitoring, |abel drafting and eval uation, and FDA
regul ations). Furthernore, Dr. La Puma has, at best, only

i nci dental experience with pharmaceutical industry standards
regardi ng what information should be comuni cated by drug
conpani es to physicians about the risks and benefits of drugs.
See id. at 156 (reflecting Dr. La Puma’s testinony that his
under st andi ng of such standards cones primarily from experience
as practicing physician and stating generally that he
“encounter[s] drug detail people all the tinme, and actually [has]

in [his] owmn work found that the information to be provided nust

14 The court recognizes that although AHP is not a direct

participant in the infornmed consent dial ogue, its know edge could
find its way into the inforned consent equation. To that extent,
di scl osure of that knowl edge nay becone inportant in this
[itigation.
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be conprehensive and reliable and accurate and truthful”). Dr.
La Puna al so | acks expertise in the nedical specialties that
woul d qualify a witness to testify about the accuracy and
appropri ateness of warning | abels, the nedical significance of
adverse event reports, and the risks of PH PPH and VHD posed by
Pondi m n and Redux. He has no expertise in cardiology,

pat hol ogy, pul nonol ogy or toxicology. 1d. at 228-233. Neither
Dr. La Puma’ s experience as a practicing physician nor his study
of informed consent are sufficient to qualify himas an expert in

the application of pharmaceutical industry standards for warning

of the adverse health effects of drugs. See Tyler v. Sterling
Drug Co., 19 F. Supp. 2d 1239, 1245 (N.D. Ckla. 1998) (rejecting
notion that general concepts of inforned consent equate to
specific industry standards for warning | abels). Thus, he is not
qualified to offer opinions about the accuracy of |abels or the
appropri ateness of AHP' s conduct concerning its alleged failure
to warn doctors, patients or the FDA about risks of heart

mal adi es posed by these drugs.

Second, to the extent that the doctrine of infornmed consent
may be pertinent, it is neasured by a |egal standard. This
standard varies anong the nunerous jurisdictions whose
substantive | aw governs the individual cases in this MDL No.
1203. Dr. La Puma does not have the know edge or expertise
concerning the | egal standard of infornmed consent as defined by
each of these particular jurisdictions.

Third, before being retained by Plaintiffs in this
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litigation, Dr. La Puna had virtually no experience with the
interpretation or application of the various voluntary codes of
conduct that he claims AHP violated. (Tr. 12/5/00 at 224-25.)
He had never even seen a pharnmaceutical conpany’ s code of
conduct, including AHP s. |d. at 225.

Fourth, the court fails to see how Dr. La Puma’s testinony
could assist the trier of fact determine a matter in dispute.
Assum ng, arguendo, that the voluntary codes of conduct about
which Dr. La Puna testifies are relevant to a pharnaceutica
conpany’s standard of care in the context of drug devel opment and
mar keting, Dr. La Puma hinself testified that anyone who reads
and understands the English | anguage can interpret and apply
them 1d. at 227-28. Thus, his testinony on the subject is
unnecessary. See Fed. R Evid. 702 advisory conmttee s notes
(quoting Ladd, Expert Testinony, 5 Vand. L. Rev. 414, 418 (1952))
(stating that “*[t]here is no nore certain test for determning
when experts may be used than the common sense inquiry whether
the untrained | ayman woul d be qualified to determ ne
intelligently . . . the particular issue wthout enlightennent
fromthose having a specialized understanding of the subject’”).

Finally, the court has serious doubts about the reliability
of the nethodol ogy enployed by Dr. La Puma in arriving at his
conclusions. He testified that:

| read as nuch as possi bl e about the industry
standards and nedi cal codes of conduct and these
particular codes . . . and tried hard to think about

and derive what and how an ethical conpany woul d act
and then conpared it with the information |I have
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received . . . about how AHP . . . acted
(PTO 1468 App. of Materials for Consideration of AHP s Daubert
Mot. to Exclude Expert Test. of John J. La Puma, MD., Vol. |
(“PTO 1468 App. re: La Puma 17), Tr. 8/6/99 at 117.) Even if
this nmethod is inforned by his experience in the field of nedical
ethics, its reliability is dubious. Despite Dr. La Puma’'s
testinony that any nedical ethicist enploying his nethodol ogy
woul d arrive at the sanme conclusions, the court finds this nethod
to be inherently susceptible to subjective personal influence and
| acking indicia of reliability.

For all of these reasons, the court wll grant AHP's notion
to exclude the testinony of Dr. La Puna.

B. Dr. Bl oor

Dr. Bloor opines that: (1) dexfenfluram ne caused a
statistically significant increase in the incidence and severity
of nyocardial fibrosis in the hearts of rats in Study 1781; (2)
fenfl uram nes caused nyocardial fibrosis in human hearts; and (3)
the increased incidence and severity of nyocardial fibrosis was a
strong signal that dexfenfluram ne possesses cardi otoxic
properties and the results of Study 1781 mandated further testing
before the drug was marketed. The primary basis of Dr. Bloor’s
opinions is his review of cardiac tissue slides fromrats that
were part of Study 1781. AHP argues that Dr. Bloor’s nethodol ogy
is not scientific, his opinions do not fit the facts of this
litigation, and that Dr. Bloor |acks the requisite expertise to

render these opinions. The court will set forth the respective
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contentions of the parties regarding each of these issues, and
then address the adm ssibility of the chall enged opinions.
1. The Parties’ Argunents

a. Methodol oqy

Dr. Bloor visually observed the slides from Study 1781 and
recorded narrative descriptions of what he saw in each. (Br. of
AHP in Supp. of Mdit. to Exclude Expert Test. of Colin M Bl oor,
MD. (“Mot. re: Bloor”) at 12.) He organi zed those descriptions
into verbal categories and coll apsed and converted the categories
into nunerical scores. |d. Each step was done w thout
reexam ning the slides. 1d. Because the slides were not cut in
a manner that woul d best reveal heart structures, Dr. Bloor could
only coment to a reasonabl e degree of nedical certainty as to
the nyocardiumof the rats’ hearts, and not the valves. ** (PTO
1468 App. of Materials for Consideration of AHP s Daubert Mt. to
Excl ude Expert Test. of Colin M Bloor, MD., Vol. |I (“PTO 1468
App. re: Bloor 1"), Tr. 2/21/00 at 632-33 & 654-55.)

AHP asserts that Dr. Bloor’s nethodology is unreliable
because: he began his analysis with the assunption that
dexfenfluramne is cardiotoxic, rather than starting with the

nul | hypot hesi s'® that dexfenfluramine is not cardiotoxic; uses

15 The myocardiumis the middle nuscul ar |ayer of the

heart wall. Wbster’'s Third New International Dictionary 1495
(1971).
16 Technically, the null hypothesis is “a hypothesis that
there is no difference between two groups from which sanples are
drawn.” Reference Manual on Scientific Evidence 167 (Federal
Judicial Center 2d ed. 2000). Dr. Bloor hypothesized that there
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data from Study 1781 for a purpose other than what was intended;
Dr. Bloor’'s “sem -quantitative” scoring of degrees of fibrosis is
subj ective, conducted w thout blinding, and unrepeatable or
falsifiable; and his analysis failed to account for confounding
factors such as age, stress, diet or other cardiac pathol ogy.
(Tr. 12/12/00 at 159-60).

Plaintiffs assert that nmuch of Dr. Bloor’s career consists
of anal yzing histol ogical slides such as those in Study 1781.
(Pls.” Mem in Resp. to AHPs Br. in Supp. of Mt. to Exclude the
Expert Test. of Colin M Bloor, MD. (“Resp. to Mdt. re: Bloor”)
at 6.) About 40%of Dr. Bloor's tine is spent doing |ab
research, and he sees 240 to 600 rodent heart slides a year. 1d.
According to Plaintiffs, his nmethodology is utilized by other
car di opat hol ogi sts, including sone who have been retained by the
parties in this litigation. 1d. at 32. Plaintiffs contend that
the concept of a null hypothesis is inapplicable to a review of
slides from anot her pathologist’s study, particularly where the
aut hors of the study reached the sane conclusion that the slides
denmonstrated a significant increase in the level of fibrosis
found in the rats’ hearts. [d. at 31. Thus, Plaintiffs argue,
Dr. Bloor properly reasoned fromknown facts to reach a

conclusion. See id. (quoting Sorenson v. Shaklee Corp., 31 F.3d

638 (8" Cir. 1994)). Plaintiffs also assert that because Dr.

Bloor is testifying that the Servier study results should have

was a difference in cardi ac pathol ogy between the groups of
exposed rats and the control groups of unexposed rats.
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pronpted further testing, his failure to account for confoundi ng
factors does not render his nethodol ogy or ultinmate opinion
unreliable. [1d. at 50.

b. fFit”

AHP argues that Dr. Bloor’s observations of nyocardi al
fibrosis froma single rat study do not fit the distinctive heart
val ve pat hol ogy observed in sone patients who have taken
fenfluramnes. (Tr. 12/12/00 at 160; Mdt. re: Bloor at 28-29.)
According to AHP, these findings cannot be extrapol ated to humans
because of the dramatic differences in physiology and dosage
| evel s, and studies of aninmals exposed to nmassive doses of a drug
are not reliable evidence of causation in humans. (Mt. re:

Bl oor at 28 & 30-33.) Besides his analysis of the Servier study,
Dr. Bloor relies on anecdotal case reports, which are generally
recogni zed as unreliable. [d. at 33-37. Thus, AHP argues that
Dr. Bloor’s extrapolation fromaniml findings of nyocardia
fibrosis, a condition not reported in the human literature, to

t he conclusion that fenfluram ne causes endocardial fibrosis,

val vul ar thickening, and chordal changes in humans is
unjustified. 1d. at 33.

Plaintiffs respond that Study 1781 was relied on by the FDA
when it approved Redux. (Resp. to Mot. re: Bloor at 57.) They
also claimthat Dr. Bloor essentially “peer reviewd” the work of
Dr. Boivin, one of the original investigators, and relied on the
same net hodol ogy. (Pls.” PTO 1468 Mem re: Bloor Ex. D 2.)

Also, Plaintiffs note that AHP's expert, Dr. Fisher, acknow edges
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that fibrosis is scarring whether it appears in the heart wall or
heart valve - thus AHP was on notice of the fibrogenic properties
of fenfluramnes. [d.; Resp. to Mdt. re: Bloor at 56. Lastly,
Plaintiffs assert that extrapolation fromrats to humans is
proper because the purpose of Study 1781 was to determ ne whet her
dexfenfluram ne was fit for humans. (Resp. to Mot. re: Bloor at

57.)

C. Expertise to render opinions about the
fibrogenic properties of fenfluram nes and
AHP' s duty to conduct further testing before
mar ket i ng Pondi m n _and Redux

Dr. Bloor testified that fenfluram ne and dexfenfluram ne
possess fibrogenic properties and thus required further testing
before being nmarketed. (Tr. 12/12/00 at 161-62.) AHP asserts
that Dr. Bloor is not an expert on diet drugs, has never
researched diet drugs or the fibrogenic properties of any drug,
and has little if any experience with toxicity or carcinogenicity
studies. |d. at 161; Mdt. re: Bloor at 38-41.

Plaintiffs argue that Dr. Bloor’s cardi opat hol ogy expertise
and his years of experience with pathology on mce and rats
qualify himto render these opinions. (Pls.” Mem Pursuant to
Pretrial Order No. 1468 Regardi ng AHP' s Daubert Mts. (“Pls.’” PTO
1468 Mem”) Ex. D-2.) Thus, Plaintiffs claimthat Dr. Bloor is
qualified to testify that Study 1781 put AHP on notice of the

need for additional testing to determne if fibrosis would occur
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in humans. (Resp. to Mbt. re: Bloor at 59.)
2. The Court’s Analysis
The court concludes that the chall enged testinony is

i nadm ssi bl e under Daubert. The court recogni zes, as do the
parties, that Dr. Bloor is highly qualified in the field of
cardi ac pathol ogy. However, Dr. Bloor’s opinions that his review
of the slides from Study 1781 denonstrated a statistically
significant increase in fibrosis sufficient to notify AHP of
potential problens with fenfluram nes and that dexfenfluram ne
causes cardiac fibrosis in humans cannot w thstand Daubert
scrutiny because they cannot “reliably flow fromthe facts known

and the net hodol ogy used.” Heller, 167 F.3d at 153; see

also Oddi, 234 F.3d at 158 (affirm ng exclusion of opinion based

essentially on nothing nore than expert’s experience and training
in field).

Dr. Bloor’s nethodology sinply fails to satisfy many of the
factors set forth by Daubert and its progeny for the court to
consider in determning reliability. Mst inportantly, Dr.

Bl oor’s sem -quantitative scoring nethodol ogy has not been
denonstrated to have a known or potential rate of error, to be
testable, or to have any control standards.

First, both parties acknow edge that the error rate of Dr.
Bl oor’s technique is unknown. (Mt. re: Bloor at 19; Resp. to
Mot. re: Bloor at 13.)

Second, the court is not convinced that Dr. Bloor’s

nmet hodol ogy is testable. See Oddi, 234 F.3d at 156 (citing
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Daubert, 509 U. S. at 593) (enphasizing that key question in
determ ni ng whether technique is scientific know edge is whether
it can be tested). Dr. Bloor never actually assigned a nunerica
score to any of the slides. Rather, he scored his
recategorizations of the narrative descriptions of the slides
nonths after his review of the actual slides. Although Drs.

Boi vin, Fisher and Wagner al so enpl oyed vi sual anal yses of the
slides, this does not make Dr. Bl oor’s nethodol ogy, consisting of
recording of narrative descriptions, categorization of those
descriptions, and nunerical scoring of those categorizations,
testable. 1In fact, when blinded to the exposure status of each
rat during his trial deposition, Dr. Bloor could not reproduce
his own results when asked to re-score the slides using his own
met hod. (PTO 1468 App. re: Bloor I, Tr. 2/21/00 at 836-838; Tr.
12/13/00 Exs. F-4 & F-5; Mot. re: Bloor at 20-22 & Ex. 9.)

Third, as noted above, Dr. Bloor’'s re-analysis of the slides
was unblinded, i.e., he was aware of whether a particular slide
he was anal yzing canme froma rat exposed to dexfenfluram ne and
the | evel of exposure, or whether that slide canme froma rat in
one of the unexposed control groups. (Tr. 12/12/00 at 234-35.)
Thus, there were no control standards utilized by Dr. Bloor. Dr.
Bl oor hinself acknow edges that blinding is generally utilized to
renove bias, and that the possibility of bias increases wth the
subjectivity of the analysis. (PTO 1468 App. re: Bloor |, Tr.
10/5/99 at 258-59.) Dr. Bloor’'s attenpt, during his tria

deposition testinony, to reproduce his own results actually
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yi el ded an increased finding of fibrosis in the slides fromthe
unexposed control groups. (Tr. 12/13/00 Ex. F-4.)

Plaintiffs contend that Dr. Bloor’s analysis was not blinded
because, when he reviewed the slides in France, he was permtted
to look at only one slide at a tinme and that he had to request
the specific slide he wanted to see, specifying which group of
rats the slide was to cone from The court fails to see how the
fact that the conditions under which Servier required Dr. Bl oor
to operate, preventing Dr. Bloor fromblinding hinself to the
treatnment status of each particular rat, inpacts this court’s
inquiry into the reliability of Dr. Bloor’s nethodol ogy. That it
was the conduct of an adverse party which prevented Dr. Bl oor
fromblinding hinself does not nmake his testinony any nore
reliable or render the issue of blinding irrel evant.

Also, Dr. Bloor’s failure to account for the presence of
confoundi ng factors such as age, diet, stress, and other causes
of cardi ac pathol ogy casts doubt on the useful ness of his nethod
in determ ni ng whet her dexfenfluram ne caused the nyocardi al
fibrosis in the rats’ hearts and the reliability of opinions

based t hereon. See Kelley v. Am Hever-Schulte Corp., 957 F.

Supp. 873, 878 (WD. Tex. 1997) (noting that “an observed
associ ati on between exposure . . . and a condition may reflect a
true cause-effect relationship or a spurious finding . . . [and]
[t]o distinguish between these alternatives, it is necessary
first to consider the effect of confounding factors”); Reference

Manual on Scientific Evidence 369 (2d ed. 2000) (stating that
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even when associ ati on between exposure and di sease exists, it
nmust be determ ned “whet her the exposure causes the di sease or
whet her the exposure and di sease are caused by sone ot her
confounding factor”). Significantly, although Dr. Bl oor

acknow edged that the incidence of nyocardial fibrosis increases
wi th age, he assuned that all of the rats were the sane age at
the end of the study, when the facts show that over half of them
did not survive until the end of the study. (PTO 1468 App. re:
Bloor I, Tr. 10/4/99 at 223, Tr. 10/5/99 at 468 & 494-95; Mot.
re: Bloor Ex. 8.) Many of those that did not survive, and thus
did not age with the rats that survived until term nation of the
study, were included within the study. 1d. Ex. 8, { 31
According to Dr. Fisher, AHP s expert pathologist, this failure
to account for age led to Dr. Bloor’s failure to recogni ze that
the severity of myocardial fibrosis within treatnent groups
correlated to increased age. ' 1d. Ex. 15 at 346-47; Tr.

12/ 13/ 00 Ex. F-3.

Mor eover, Dr. Bl oor acknow edges that he failed to start
with a null hypothesis. Dr. Bloor began his analysis of the
slides with the presunption that dexfenfluram ne was cardi otoxic
and attenpted to confirmthat assunption, rather than starting
Wi th the assunption that dexfenfluram ne was not cardi otoxic and

anal yzing the slides to see if the data contradicted that

17 Dr. Peter Fisher, an anatonic pathol ogi st specializing
i n cardi ovascul ar pat hol ogy, was AHP' s responsi ve expert to Dr.
Bl oor.
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assunption. As Dr. Fisher testified, Dr. Bloor’s presunption
inverted the scientific nethod. (Tr. 12/13/00 at 7-9.) 1In the
court’s opinion, this further undermnes the reliability of what
Dr. Bl oor acknow edges to be a subjective nethodol ogy.

The court recogni zes that pathol ogists routinely enploy sone
form of subjective review of histological slides. However, even
assum ng that Dr. Bloor’s technique of unblinded visua
observation, recording of narrative descriptions, categorization
of those descriptions and nunerical scoring of the categories is
commonly enpl oyed by pathol ogi sts, general acceptance in the
rel evant scientific field is only one of many factors that the
court can consider with regard to reliability. For purposes of
the instant notion, this factor holds little weight in Iight of
the fact that Dr. Bloor, in enploying a nethodol ogy that he
acknow edges to be subjective, reached differing conclusions at
different times regarding the extent of fibrosis exhibited in the
sane slides. (Tr. 12/12/00 Exs. F-4 & F-5.)

Al t hough Study 1781 reported increased levels of fibrosis in
the rats’ hearts, its primary purpose was to | ook for tunor
pat hol ogy, i.e., to test for potential carcinogenic properties of
dexfenfluramne. 1d. at 216-17. Because it was not designed to
assess the potential cardiotoxic effects of dexfenfluram ne, the
court questions the reliability of an opinion, based primarily on
the data fromthis study, that dexfenfluram ne is cardiotoxic.

The court al so notes that several courts have di scounted the

reliability of experts who, |like Dr. Bloor, formed their opinions
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entirely within the context of litigation. Weling v. Sandoz

Pharns. Corp., 162 F.3d 1158 (4'" Cir. 1998) (opinion available

at 1998 W. 546097, at *3); Lust v. Merrell Dow Pharns., Inc., 89
F.3d 594, 597 (9'" Cir. 1996); Daubert v. Merrell Dow Pharns.,

Inc., 43 F.3d 1311, 1317 (9'" Gir. 1995); Nelson v. Am Hone

Prods. Corp., 92 F. Supp. 2d 954, 967 (WD. M. 2000); Metabolife

Int’l, Inc. v. Wornick, 72 F. Supp. 2d 1160, 1168-69 (S.D. Cal.
1999); Mizzey v. Kerr-MGee Chem Corp., 921 F. Supp. 511, 519

(N.D. I'l'l. 1996); see Tr. 12/12/00 at 211 (noting that Dr.

Bloor’s report was drafted entirely within [itigation context).
Lastly, Dr. Bloor’s analysis of the slides from Study 1781

was never published in the peer reviewed scientific literature.

Tr. 12/12/00 at 212; see Inre Paoli R R Yard PCB Litig., 35

F.3d at 742 n.8 (including peer review as factor to consider).

Al though Plaintiffs insist that his analysis was “peer reviewed”
because it was scrutinized by two other experts retained in this
case, Drs. Fisher and Wagner, the court does not believe that
review by experts retained by either party in the context of
litigation is the type of “subm ssion to the scrutiny of the
scientific community” contenplated by Daubert and its progeny. '

See Daubert, 509 U.S. at 594 (noting that such scrutiny increases

18 Dr. Bloor’s report was reviewed by Professor of
Pat hol ogy Dr. Grover Hutchins of the Johns Hopkins Medica
Institutions, who indicated in a letter that Dr. Bloor’s report
woul d be acceptable for publication. However, Dr. Hutchins has
been retained by Plaintiffs in connection with this litigation,
and Dr. Bloor stated that he thought that this unsolicited letter
by Dr. Hutchins was inappropriate. (Tr. 12/12/00 at 213.)
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i kelihood that substantive flaws in nethodology wll be

detected).

Plaintiffs appear to argue that because Dr. Bl oor was only
seeking to confirmthe conclusions reached by Dr. Boivin, inquiry
into many of these reliability factors is sonehowirrelevant. It
is true that in Study 1781, Dr. Boivin concluded that there was a
statistically significant increase of focal fibrosis in the rats’
hearts. To the extent that Dr. Bloor renders his own opinions
about the levels of fibrosis exhibited in the slides, an inquiry
into the nethodol ogy through which he arrives at those opinions
IS necessary and appropriate. The court fails to see how the
fact that Dr. Bloor relies on the raw data from Study 1781, i.e.
t he histol ogical slides, sonehow makes his nethodol ogy in
conducting an analysis of that data irrelevant. Dr. Bloor’s
opinion that the slides denonstrate a statistically significant
| evel of fibrosis, beyond what was reported by Dr. Boivin, cannot
wi t hst and Daubert scrutiny because his nethodol ogy is unreliable.

It follows that Dr. Bloor’s opinion concerning
dexfenfluram ne’ s causation of myocardial fibrosis in humans nust
be excluded because it is based primarily on his unreliable
anal ysis of the slides from Study 1781. The court can al so
easily preclude this testinony because Dr. Bl oor has not
adequat el y expl ai ned how or why he can reliably extrapol ate the
results of the rat study to human beings. See Pretrial O der No.

1351 at 27-29 (excluding opinion on causation of PPH and VHD in
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humans based on in vitro studies of animals injected with
phent er m ne because experts could not cite reliable support for

extrapol ation theory); Gen. Elec. Co. v. Joiner, 522 U S. 136,

144 (1997) (affirm ng exclusion of plaintiff’s experts’ opinions
on causation in humans because plaintiff never expl ai ned how and
why experts could extrapol ate their opinions fromani mal studies
far renmoved from circunstances of plaintiff’'s exposure); Hall v.

Baxter Healthcare Corp., 947 F. Supp. 1387, 1410 (D.Or. 1996)

(citations omtted) (stating that “[e]xtrapol ati ons of anim
studi es to human beings are generally not considered reliable in
t he absence of a scientific explanation of why such extrapol ation
is warranted”). Plaintiffs submt that this extrapolation is
proper because Study 1781 was relied on by the FDA when it
approved Redux for human use. However, the FDA primarily engages
in a process of risk assessnment rather than determ ning
causation, and the rel evance to causation of evidence used to

assess risk is not clear. ™ Also, Study 1781 was prinmarily

19 For exanpl e:

[NNot all would agree with [the] assunption that
what ever is relied upon in assessing risk is
automatically relevant to proving causation in a
court of law. Proof of risk and proof of causation
entail sonmewhat different questions because risk
assessnent frequently calls for a cost-benefit

anal ysis. The agency assessing risk nay decide to
bar a substance or product if the potential
benefits are outwei ghed by the possibility of risks
that are |argely unquantifiabl e because of
presently unknown contingencies. Consequently,

ri sk assessors may pay heed to any evi dence that
points to a need for caution, rather than assess
the |ikelihood that a causal relationship in a
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designed to test for, and presumably assess the risk of,
carcinogenicity from dexfenfluram ne, not the risk of
cardiotoxicity. Further, the other data relied on by Dr. Bl oor
in formng his causation opinion are anecdotal case reports that,
as AHP correctly points out, are universally recognized as

insufficient and unreli abl e evi dence of causati on. Al lison v.

McGhan Med. Corp., 184 F.3d 1300, 1316 (11'" Gir. 1999);:

Hol | ander v. Sandoz Pharms., Inc., 95 F. Supp. 2d 1230, 1237

(WD. Ckla. 2000); dastetter v. Novartis Pharns. Corp., 107 F

Supp. 2d 1015, 1030 (E.D. Md. 2000); Nelson, 92 F. Supp. 2d at

969; Brunbaugh v. Sandoz Pharm Corp., 77 F. Supp. 2d 1153, 1156
(D. Mont. 1999); Hall, 947 F. Supp. at 1411. Accordingly, Dr.
Bl oor’s testinony regardi ng causation in humans shoul d be
excl uded.
For the reasons di scussed above, the court wll exclude Dr.
Bl oor’s testinony that, based on his interpretation of the Study
1781 slides, the increased incidence and severity of myocardi al
fibrosis in the rat hearts was a strong signal that
dexfenfluram ne was cardiotoxic and warranted further testing.
However, the court perceives no Daubert problemwth
testinony by Dr. Bloor that, based on his experience in cardiac
pat hol ogy, the levels of and |ocation of fibrosis reported by Dr.

Boivin in Study 1781, if assumed to be accurate, warranted

specific case is nore |ikely than not.

Ref erence Manual on Scientific Evidence 33 (Federal Judici al
Center 2d ed. 2000).
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further investigation with regard to the potential of

20 The court believes

fenfluramnes to cause cardi ac fibrosis.
that Dr. Bloor’s extensive experience in pathology qualifies him
to render such an opinion, notw thstanding his |ack of experience
i n pharmacol ogy and toxicology. After all, it was a pathol ogi st
for the manufacturer of dexfenfluram ne, Dr. Boivin, who reported
the increased incidence of fibrosis in sone of the rats. Thus,
the court’s ruling does not preclude the adm ssibility of such an
opi nion. However, notice nmay or may not be relevant in
particul ar cases. Further, the |aw may differ anong
jurisdictions as to what is sufficient to constitute notice and
what duty may or may not result to the notified party.
Accordingly, the adm ssibility of any such opinion will be left
to each individual remand court.
C. Dr. Qury
AHP chal | enges the portions of Dr. Qury’s testinony
regarding (1) labeling and regul atory issues and (2) pathol ogy. *
1. Label i ng and Regul atory | ssues
Dr. Qury testified that AHP: 1) failed to warn physicians
about the risks of Pondimn and Redux; 2) failed to adequately

test these drugs; and 3) failed to properly report adverse events

20 The court is not aware of whether such an opinion is

being offered, and if so, whether it is being chall enged.

2 Chall enges to the adm ssibility of the videotape of
surgery performed by Dr. Qury on a patient who |ater becane a
plaintiff in this litigation should be raised and addressed in
the remand courts.
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to the FDA. (AHP's PTO 1468 Mem in Supp. of Mt. to Exclude
Expert Ops. of James H Qury, MD. (“AHP’s PTO 1468 Mem re:
Qury”) at 3.) AHP asserts that Dr. Qury is not qualified to
render these opi nions because he has no famliarity with
standards for drug | abeling, drug testing, or adverse event
reporting and has no personal know edge of adverse event reports.
Id. at 4. Furthernore, AHP argues that Dr. Qury’s opinion was
not fornmed through application of any reliable nethodology. I1d.
at 5.

According to Plaintiffs, Dr. Qury testified that, based on
hi s expertise as a cardiovascul ar surgeon, the reports of VHD in
Pondi m n users received by AHP in 1995 should have triggered
further testing, evaluation and warnings concerning both Pondimn
and Redux. (Pls.” Mem of Lawin Qop’'n to Def. AHP’s Mdit. to
Limt Expert Wtness Test. of Dr. Janes Qury and Acconpanyi ng
Exs. (“Opp’'n to Mot. re: Qury”) at 9.) Plaintiffs assert that
AHP m scharacterizes Dr. Qury's testinony as addressi ng whet her
AHP vi ol ated FDA regul ations. [d. at 8.

The court concludes that these opinions should be excluded
under Daubert. Dr. Qury admts that he has no experience or
expertise in drug testing or adverse event reporting. (Tr.
12/12/00 at 50-53 & 55.) Additionally, he testified that his
opi nion that 100 adverse event reports which AHP received in 1995
shoul d have triggered nore warnings, evaluation and testing is
based on his own personal opinion rather than any particul ar

nmet hodol ogy. 1d. at 48. Lastly, of the many hundreds of heart
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val ve surgeries performed by Dr. Qury in recent years, he
estimates that only about six involved patients who had ingested
diet drugs and that only four of those patients exhibited the
unusual val vul ar norphol ogy associated with diet drugs. 1d. at
63-65. Thus, he lacks the requisite experience and expertise to
render these opinions. Accordingly, Dr. Qury’'s testinony
concerning AHP's failure to warn about the risks associated with
Pondi m n and Redux, failure to test those drugs, or report
adverse events shoul d be excl uded.
2. Pat hol ogy- Based Opi ni ons

Dr. Qury’'s testinony is based partly on the report of Dr.
Bl oor, which concluded that Servier’'s Study 1781 denonstrated
fibrosis in the hearts of rats exposed to dexfenfluram ne. AHP
points out that Dr. Qury is not a pathol ogi st and does not
consi der hinself an expert in diagnosing abnormal changes in
heart valves, and that he never reviewed the rat heart tissue
slides hinself. (AHP's PTO 1468 Mem re: Qury at 7-8.)

Plaintiffs contend that Dr. Qury's testinony is offered to
show that findings of fibrosis in the hearts of rats in Study
1781 gave notice to AHP that fenfluram nes may cause sim|lar
problens in humans and that Dr. Qury will not testify as to the
accuracy of the study’'s findings. (Qop’'n to Mot. re: Qury at
13.) According to Plaintiffs, Dr. Qury’'s experience as a cardi ac
surgeon gives himexpert know edge of cardiac pathology as it
relates to heart valve surgery. [d. at 15.

The court concludes that the chall enged testinony concerning
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pat hol ogi cal issues lies beyond Dr. Qury’'s expertise. Plaintiffs
correctly point out that Dr. Qury has know edge of cardi ac

pat hol ogy to the extent that it relates to heart val ve surgery.
However, the court does not believe that his experience as a
cardi ac surgeon has endowed himw th sufficient expertise in

pat hol ogy to render opinions about the epidem ol ogic, pathol ogic
or pharmacol ogic significance and inplications of a finding of
fibrosis in the hearts of rats exposed to dexfenfl uram ne. The
fact that Dr. Qury regularly consults with cardi ac pathol ogi sts
in his practice, routinely sends them histological slides for
exam nation, and relies on reports received from cardi ac

pat hol ogi sts only reinforces the conclusion that Dr. Qury hinself
| acks sufficient expertise to opine on pathol ogical issues. See
Tr. 12/12/00 at 30-32 (discussing Dr. Qury’s experience with

pat hol ogi cal issues in his practice). Accordingly, AHP s notion
to exclude the testinmony of Dr. Qury will be granted.

D. Dr. QGueri qui an

AHP chal | enges Dr. CGueriguian’s testinony: (1) regarding
phar maceuti cal conpany conduct; (2) regarding what other FDA
of ficials would have done with additional information such as
certain ADEs; and (3) that Dr. Bloor’s interpretation of the
slides from Study 1781 vindi cates his concl usion that AHP shoul d
have perfornmed additional testing. The court will address each
chal | enge seriatim

1. Opi ni ons Regar di ng Pharmaceuti cal Conpany Conduct

AHP asserts that: (1) Dr. CGueriguian testified that
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consuners shoul d be warned about drugs directly although FDA
regul ations prohibit this; (2) and even though extensive
regul ati ons govern New Drug Application (“NDA”) formats, Dr.
Gueri gui an opi nes that conpanies should provide information in a
cl ear and understandable way to the FDA. (AHP's PTO 1468 Mem
re: Queriguian at 5-6.) According to AHP, Dr. Gueriguian is
inproperly testifying as to what standards should apply to AHP s
conduct. |d. at 5.

Plaintiffs respond that Dr. Guerigui an opines that users
shoul d be able to understand drug | abel s as expl ai ned by the
prescri bi ng physicians, who, in turn, can advise the users only
w th adequate labeling. (Pls.” OQop'n to Defs.” Mot. to Limt the
Expert Test. of John Gueriguian, MD. (“Opp’'n re: Cueriguian”) at
14.) As to testinony about the way conpani es shoul d comuni cate
to the FDA, Plaintiffs assert that Dr. Queriguian s experience
qualifies himto testify to the standard of care for the industry
and the FDA. |1d. at 15.

The court concludes that Dr. Gueriguian’s testinony that
drug safety surveillance is inportant to the public because
“patients thensel ves shoul d have an opportunity to voice their
opi nion and make a decision . . . to be able to read and
understand the | abeling, particularly when explained by the

prescribing physician” is inadm ssible under Daubert. See PTO

1468 App. of Materials for Consideration of AHP s Daubert Mt. to
Excl ude Expert Test. of John L. CGueriguian, MD. (“PTO 1468 App
re: Queriguian”), Tr. 10/16/00 at 23-24 (reflecting chall enged
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testinony). It does not appear to be based on an interpretation
of FDA regul ations or Dr. Gueriguian’s experience in applying
those regul ations. The court notes that the federal governnent
has identified the purposes and goals behind requiring accurate
| abel s for prescription drugs in the Food, Drug and Cosnetic Act
and the regul ati ons pronul gated thereunder.

Further, this testinony runs contrary to controlling | aw as
reflected in those regulations and the | earned internediary
doctrine, which nmandate that accurate warnings be directed to the
physician rather than to the patient. Thus, it is not an
“expert” opinion, but rather a personal opinion about what
standards Dr. Gueriguian believes should apply to pharnmaceutica
conpany conduct.

The remai nder of the challenged testinony is adm ssible
under Daubert criteria. For exanple, to the extent that Dr.
Gueri gui an opi nes about how i nformation should be communicated to
t he FDA and what information should be reflected in | abels, as
mandat ed by applicable regul ations, he is undoubtedly qualified
to do so in light of his experience as an FDA officer. |If AHP
wi shes to challenge this testinony as m sl eadi ng or confusing
under Rule 403, it can do so in the remand courts. However, to
the extent that AHP seeks to exclude it on Daubert grounds, its
notion will be deni ed.

2. Testinony as to What Gther FDA Officials Wuld
Have Done Wth Additional Information Such as
Certain ADES

AHP clains that Dr. Gueriguian testified as to concl usions
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that the FDA's Dr. Lutwak woul d have drawn had he received
certain ADEs, and that physicians woul d not have prescri bed
Pondi m n or Redux with additional warnings on the labels. (AHP' s
PTO 1468 Mem re: Queriguian at 7-8.) AHP seeks to exclude this
testinony as speculation. 1d.

Plaintiffs state that Dr. Gueriguian testifies as to what a
reasonabl e FDA official, such as Dr. Lutwak (the FDA s chi ef
nmedi cal officer), would have done with the ADEs. (Opp’'n to Mot.
re: Queriguian at 21-22.) Also, Plaintiffs assert that Dr.
Gueriguian is an expert in |labeling and can testify as to why
| abel s are required and the consequences of inaccurate |abels.
Id. at 23-25.

The court perceives only one Daubert issue in this
chal | enged testinmony - whether Dr. Cueriguian can testify as to
whet her or not physicians woul d have prescribed or patients woul d
have taken Pondimi n or Redux had certain adverse event
i nformation been discussed in the drugs’ |abeling. Dr.
Gueriguian is not qualified to opine on what decisions would have
been nmade by the nunerous physicians who prescribed di et drugs
had they been provided with different |abeling infornmation.
Unl i ke opi ni ng about what physicians in general expect to see on
a label, his surmsing as to what physicians would do with
different information is purely specul ati ve and not based on
scientific know edge. Accordingly, AHP's notion wll be granted
to the extent that it challenges Dr. Geurigian's testinony as to

whet her AHP's failure to report certain information to the FDA
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led to nore suffering and deaths of patients who were prescribed
t hese di et drugs.

On the other hand, Dr. CGueriguian is clearly qualified to
testify as to what reasonable FDA officials, in the position
occupi ed by Dr. Lutwak, would do with adverse event information
The court recognizes that Dr. QGueriguian’s testinony is sonewhat
uncl ear as to whether he is offering such testinony or whether he
is testifying as to what Dr. Lutwak woul d have done. He cannot
testify as to what Dr. Lutwak woul d have done. He can, however,
testify as to what a reasonable official in the position of Dr.
Lutwak woul d have done. Any anbiguity in Dr. CGueriguian' s
testinony in this respect may be adequately rul ed upon, and
addressed with instructions or explanations to the jury by the
trial judge. AHP's notion will be denied to the extent that it
chal l enges this testinony, without prejudice to raise the
objection in the remand courts.

3. Testinony that Dr. Bloor’'s Opinions Interpreting
the Servier Rat Slides Vindicates H s Concl usion
t hat AHP Shoul d Have Perfornmed Additional Testing

AHP posits that relying on the unexam ned opi ni ons of
anot her expert as fact is not proper. (AHP s PTO 1468 Mem re:
GQueriguian at 9.) It notes that Dr. Cueriguian is not a
pat hol ogi st and has never reviewed the slides. 1d. at 9-10.

Plaintiffs argue that Dr. Gueriguian testified that FDA
medi cal officers routinely rely on pathologists’ interpretations
of ani mal studies in making decisions regardi ng approval and

| abeling. (Opp’'n to Mot. re: Cueriguian at 25-27.) According to
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Plaintiffs, Dr. Gueriguian opined that Dr. Bloor was the type of
expert on which the FDA would rely, and that Dr. Guerigian's
interpretation of Study 1781 is the kind of analysis that nedical
officers rely on. [d. at 27-28.

Because the court has already determned that Dr. Bloor’s
report is unreliable, any opinion by Dr. Gueriguian based upon
that report is also unreliable and should be excluded. See supra
at 33-45 (concluding that Dr. Bloor’s opinion is inadm ssible
under Daubert). Accordingly, AHP’s notion will be granted to the
extent that it challenges expert testinony by Dr. Gueriguian
based on Dr. Bloor’s report.

E. Drs. Barst and Ri ch

Initially, the parties agree that both Drs. Barst and Rich
are highly qualified within their particular disciplines. Thus,
AHP does not challenge their qualifications to testify about the
origin, synptons, treatnent and other aspects of PH and PPH,

i ncl udi ng causation of these diseases by diet drugs. Many of the
opi nions rendered by these w tnesses then, presumably, are not
bei ng chal l enged. Such testinony will be admtted to the extent
that it is relevant to issues before the remand courts. However,
AHP chal l enges Dr. Barst’s and Dr. Rich's testinony regarding:

(1) regulatory matters; and (2) the efficacy of Pondimn and

Redux for treating obesity.

1. Opi nions on Regul atory Matters
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AHP argues that neither Dr. Barst nor Dr. Rich? have
expertise in FDA regulations that is derived froma non-
litigation source, and that their expertise in diagnosing and
treating PPHis irrelevant to |abeling. (AHP s PTO 1468 Mem re:
Barst at 8; AHP's PTO 1468 Mem re: Rich at 9-10.) Thus, for
exanple, AHP clains that Dr. Rich's testinony that certain ADEs
shoul d have been reported nore conpletely and nore expeditiously
to the FDA, and Dr. Barst’s testinony that AHP failed to ensure
t hat adequate information reached healthcare providers, are
i nadm ssi bl e under Daubert. (Tr. 12/5/00 at 9-10; PTO 1468 App
of Materials for Consideration of AHP's Daubert Mdt. to Exclude
Expert Test. of Stuart Rich, MD. (“PTO 1468 App. re: Rch”), Tr
7/ 28/ 00 at 83-84; Mdt. re: Barst at 13.) Further, AHP contends
that Dr. Barst’'s and Dr. Rich’s Iimted review of docunents
handpi cked for litigation is not a reliable basis for regulatory
opinions. (AHP's PTO 1468 Mem re: Barst at 8, AHP's PTO 1468
Mem re: Rich at 9.)

Plaintiffs argue that AHP m scharacterizes these opinions.
Under applicable regulations, the content of a warning nust be
nmedi cally and scientifically accurate. According to Plaintiffs,

t hese opi nions address the accuracy of AHP's warning; the state

22 Dr. Rich is both a fact witness and an expert w tness

inthis litigation. To the extent that Dr. Rich testifies as to
regul atory matters and occurrences of which he has firsthand,
personal know edge, such as his participation in FDA advisory
comrittee hearings, the court’s ruling concerning opinions on
regul atory matters is inapplicable. Any challenges to testinony
rendered in Dr. Rich’s capacity as a fact wi tness should be
addressed to the remand courts.
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of medi cal know edge then known by experts and AHP regardi ng the
ri sk of PPH posed by fenfluram ne and dexfenfluram ne; the
seriousness of PPH, and the types of information relied on by
physi cians in making risk/benefit judgnments about drugs. (Pls.’
PTO 1468 Mem Exs. A-2 & E-2.)

The court concludes that Drs. Barst and Rich are em nently
qualified to “opine on the nedical facts and science” regarding
the risks of the diet drugs in question as such testinony rel ates
to the risks of PH and PPH. (Pretrial Order No. 1332 at 27.)
Thus, Drs. Barst and Rich may opine as to the | abel s’ accuracy
and the extent to which an inaccuracy or om ssion could either
deprive or mslead a reader as to the risks of these diet drugs
at the time the |abeling was published. ® 1d. at 28.

However, testinony about whether the |abels net regul atory

standards is beyond the expertise of both Drs. Barst and Rich.

= In Pretrial Oder No. 1332, the court stated that Drs.
Avorn and Rubin could testify regarding “the risks and benefits
of the diet drugs in question.” [d. at 27. 1In doing so, the

court did not rule that Drs. Avorn and Rubin could testify about
the efficacy of these drugs for treating obesity. By efficacy,
the court neans a drug’s ability to produce the effect that the
manuf acturer represents it will have if taken properly.

Certainly, “benefits” could include a drug’s efficacy. However,
in Pretrial Order No. 1332, the court addressed testinony
concerning | abeling, and the entirely independent and i nportant
topic of efficacy was not before it. In addressing any reliance
on Pretrial Order No. 1332 to support an argunent that Drs. Avorn
and Rubin should be permitted to testify about the “benefits” of
di et drugs, the remand courts should consider the context in
which their testinony, and the challenges to it, were presented
to this court. That is to say, the court’s ruling in Pretrial
Order No. 1332 should be read as permtting Drs. Avorn and Rubin
to refer to, but not necessarily opine about, the benefits of
diet drugs to the extent that those benefits are addressed in the
drugs’ | abeling.
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Nei t her wi tness has anything nore than incidental experience with
FDA regul ati ons addressing the approval process for |abeling, the
requi site content of |abels, or any other issues concerning the
propriety of |abeling as defined by FDA regulations. See Tr.
12/5/00 at 84-85, 109-17 & 135-36 (reflecting nature of Dr.
Rich’s experience in | abel drafting and adverse event reporting);
PTO 1468 App. of Materials for Consideration of AHP' s Daubert

Mot. to Exclude Expert Test. of Robyn J. Barst, MD. (“PTO 1468
App. re: Barst”), Tr. 9/19/00 at 478-81 (adm tting that she has
no expertise in FDA regulations). Al though reading the
regulations fromtine to tinme and di scussing themw th col | eagues
on those occasions when a regul atory question arises is no doubt
hel pful in their work, this incidental experience does not
qualify them as experts in the area of interpreting and applying
the body of reqgulations that apply here. Drs. Barst and Rich
have not thoroughly reviewed, even in the context of this
l[itigation, the FDA's regul atory schenme in a manner that would
constitute a reliable nethodol ogy. Accordingly, AHP s notions
will be granted to the extent that they seek preclusion of Dr.
Barst’s and Dr. Rich’ s opinions concerning AHP's conpliance wth
FDA regul ati ons.

2. Opi ni ons Regardi ng Cbesity and The Efficacy of
Pondi m n and Redux

AHP contends that Drs. Barst and Rich | ack the expertise and
reliable bases to render these opinions. (AHP's PTO 1468 Mem
re: Barst at 9-10; AHP's PTO 1468 Mem re: Rich at 11.) Neither
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is an expert in treating obesity or in evaluating diet drug
efficacy, and Dr. R ch has never prescribed a diet drug. (Tr.
12/5/00 at 121-22; PTO 1468 App. re: Rich, Tr. 7/31/00 at 363;
PTO 1468 App. re: Barst, Tr. 9/19/00 at 481-82.) AHP notes that
Dr. Barst relies on two docunents for her opinions - one is an
FDA docunent summari zing studies that Dr. Barst did not review,
and the other is a docunent that summarizes a dexfenfluram ne
efficacy study. Dr. Richrelies on only the |atter docunent for
his efficacy opinions. According to AHP, neither Dr. Barst nor
Dr. Rich reviewed relevant clinical studies or published
literature. (AHP's PTO 1468 Mem re: Barst at 9-10; AHP' s PTO
1468 Mem re: Rich at 11.)

Plaintiffs assert that as physicians and cardi ol ogi sts, Drs.
Barst and Rich are qualified to discuss the norbidity and
nortality of obesity, to evaluate the risks and benefits of drugs
and to refer to the so called Index Study which showed little
efficacy. (Pls.” PTO 1468 Mem Exs. A-2 & E-2.) Plaintiffs
claimthat both Drs. Barst and R ch have reviewed the data
regarding the efficacy of Pondimn and Redux. 1d. Furthernore,
Plaintiffs note that the FDA gave Dr. R ch the dexfenfluram ne
study to prepare himfor a 1995 hearing, and that it was relied
upon by Dr. Rich in making his opinion in this MDL 1203. (Tr.
12/5/00 at 63-64; Pls.’” PTO 1468 Mem Exs. A-2 & E-2.) According
to Plaintiffs, any assertion that these w tnesses shoul d have
revi ewed additional docunents goes to the weight, not

adm ssibility, of their opinions. (Pls.” PTO 1468 Mem Exs. A-2
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& E-2.)

The court concludes that Drs. Barst and R ch are not
qualified to opine about the efficacy of Pondi mn and Redux for
treating obesity. Cearly, testinmony concerning the risk of PH
and PPH fromdiet drugs is within the expertise of both of these
experts. However, neither expert has sufficient experience in
treating or studying obesity to opine on the efficacy of Pondimn
and Redux in inducing weight |oss and reducing the conorbidities
associ ated with obesity. See PTO 1468 App. re: Barst, Tr.
9/19/00 at 481-82 (admtting that she is not an expert in
treating obesity or evaluating diet drug efficacy); Tr. 12/5/00
at 122-24 (reflecting Dr. Rich's testinony that he does not
consider hinself an expert in treating obesity and has never
studi ed, published or taught about subject). Although Dr. Rich
was asked by the FDA to render an opinion about Redux, he was
requested to opi ne about the risks of PPH associated wth the
drug, not its efficacy. (Tr. 12/5/00 at 123.) Put sinply,
general training and experience as physicians in evaluating the
ri sks and benefits of drugs does not translate into the specific
expertise to render expert opinions about the efficacy of a
specific class of drugs such as those at issue in this
l[itigation. Accordingly, the court will grant AHP's notions to
the extent that they seek to exclude testinony by Drs. Barst and
Ri ch concerning the efficacy of Pondimn and Redux for treating

obesity.

51



F. Dr. Sears
The court will set forth each of AHP' s chal |l enges and the
Plaintiff’s response, and then discuss the court’s analysis and
ruling.
1. AHP's Argunents
a. The Effectiveness of Pondinmn and Redux in

Treating Qbesity and Gt her Opinions Regarding
the Treatment of Cbesity with Medication

AHP argues that Dr. Sears has no nedical training or
expertise in the nedical or pharnacol ogical treatnent of obesity
or its conorbidities, and no expertise in FDA regul ati on of
nmedi cations. (AHP's PTO 1468 Mem re: Sears at 4.) It asserts
that his research on the dietary treatnent of obesity has not
been peer-reviewed. [d. at 5. AHP also clains that Dr. Sears’
nmet hodol ogy is unreliable as he: (1) failed to review the
extensive literature of published, peer-reviewed drug clinical
trials; (2) rejects weight loss as a key efficacy neasure of diet
drugs, contrary to the unani nous position of consensus expert
groups; (3) performed litigation oriented, non-peer-reviewd re-
anal ysis of a Redux study w thout understanding the underlying
cal cul ations used in the study; and (4) based his conclusions on
interpretations of secondary reviews of nedical literature that
contradict what the reviews expressly state. 1d. at 5-8.

b. VWhet her Redux Met FDA Efficacy Standards for
Approval of Anti-Qobesity Medications

AHP argues that Dr. Sears has no expertise qualifying himto

opine on this subject. 1d. at 12. It asserts that Dr. Sears did
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not research FDA approval standards or published literature on
such standards, and did not review the Redux NDA record or the
FDA' s summary basis of approval. 1d. According to AHP, Dr.
Sears’ testinony is likely to mslead the jury because he: (1)
takes the efficacy opinions of FDA officials out of context; (2)
confuses the issue of efficacy with the issue of risk/benefit
ratio; and (3) criticizes the efficacy data presented to the FDA
for failing to neet a certain criterion for average wei ght | oss
despite the fact that the criterion is invalid in Sears’ own
opinion. [|d. at 12-13.

C. AHP' s Marketing Efforts and D scl osure
ol i gati ons

Finally, AHP challenges Dr. Sears’ testinony that AHP fail ed
to fulfill its duty to fully informthe FDA and the public about
the efficacy of Pondimn and Redux. [d. at 16. AHP notes that
Dr. Sears disclaimed expertise on the issues of pharnmaceutica
conpany marketing or obligations to discourage off-1|abel
prescription of products. [d. Furthernore, it clains that Dr.
Sears’ nmethodol ogy is unreliable because he conducted no review
of AHP's marketing efforts or conmunications w th physicians, and
was unaware of rel evant “dear doctor” letters. Id. Lastly,
according to AHP, Dr. Sears inplies that the data fromhis re-
anal ysis of a Redux clinical study should have been submtted to
t he FDA because AHP shoul d have conducted such a re-analysis.

Id. at 16-17. AHP asserts that the FDA and the Advisory

Committee showed no interest in the data that Dr. Sears clains is
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critical, and that he is unqualified to opine on the type of
anal ysis appropriate in drug approval proceedings. 1d. at 17.
2. Plaintiffs’ Response

Plaintiffs respond that Dr. Sears’ extensive research
witing and | ecturing about the bases of obesity qualify himto
opi ne on the drugs’ lack of efficacy for |ong-termtreatnent,
i.e, that the efficacy of AHP s drugs has not been denonstrated
to equal diet and exercise in addressing conorbidities and
nortality associated with excess fat. (Pls.” Mem of Lawin
Qop’'n to Def. AHP's Mot. to Exclude the Expert Test. of Barry
Sears, Ph.D. (“Opp’'n re: Sears”) at 3-4.) Plaintiffs point out
that Dr. Sears’ nethodology utilizes AHP docunents, | earned
journal s, research and docunents of others, and that he need not
review all relevant literature before making an opinion. 1d. at
4. According to Plaintiffs, Dr. Sears did not review certain
literature and studies cited by AHP because he relies partly on
the “Evi dence Report,” conpiled by a governnent sponsored panel
of obesity authorities, to discuss only those articles neeting
rigorous scientific scrutiny. 1d. at 6-7. Plaintiffs note that
an expert may rely on a scientific assessnent of the published
literature. I1d. at 7. Also, Plaintiffs assert that Dr. Sears
does not reject weight |oss (as neasured by Body Mass | ndex
(“BM ")) as an efficacy neasure, but opines that fat reduction is
nore inportant. 1d. at 8-12. Lastly, Plaintiffs argue that Dr.
Sears’ re-analysis of the Redux study denonstrates that sone

patients | ost weight but gained fat, raising an issue that should
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have been investigated nore thoroughly. [d. at 13-14.
3. The Court’s Anal ysis

The court concludes that Dr. Sears’ testinony concerning the
effectiveness of Pondimn and Redux in treating obesity is
adm ssi bl e under Daubert, but that his testinony concerning
whet her Redux nmet FDA efficacy standards and AHP' s di scl osure
obl i gati ons shoul d be excl uded.

Wth regard to testinony concerning the efficacy of diet
drugs, the court notes that Dr. Sears is highly qualified in the
study of obesity and the various factors that affect that
condition, as borne out by his curriculumvitae. (Mt. of AHP
Defs. to Exclude Expert Test. of Barry Sears, Ph.D. (“Mt. re:
Sears”) Ex. A.) The fact that he is not a nedical doctor, on its
own, does not preclude himfromtestifying about whether or not
t hese drugs were denonstrated to be as effective as diet and
exercise in reducing fat. As Dr. Martin, AHP' s counter-expert to
Dr. Sears, testified, being a nmedical doctor is not a m ninmum
requi rement to discussing the issues of weight |loss or obesity. *
In fact, the National Institutes of Health Evidence Report on the
treatnent of obesity was conpiled by a panel of 24 experts, 11 of
whom wer e not nedical doctors and many of whom had Ph.D.s. (Tr.
12/ 12/ 00 at 129-30.)

Mor eover, the court is convinced that the nethodol ogy

24 Dr. Louis F. Martin is Professor of Surgery and
Prof essor of Public Health and Preventabl e Medicine at the
Loui siana State University School of Medicine in New Ol eans.
(Tr. 12/12/00 at 90-91 & Ex. M1.)
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enpl oyed by Dr. Sears is reliable. H's theory that diet and
exerci se are the nost appropriate neans of reducing conorbidities
associated with obesity, as set forth in his book The Zone, is
supported by Dr. Sears’ own research as well as the scientific
literature. (Tr. 12/13/00 at 129 & 140-41.) ©Dr. Sears’ research
and concl usi ons concerning dietary paraneters, which are laid out
in The Zone, have been peer reviewed by other researchers in the
field, such as the Departnent of Pediatric Endocrinol ogy at
Harvard Medical School. 1d. at 129-30. Furthernore, Dr. Sears
revi ewed the studies which AHP asserted he had not, and concl uded
that they had no effect on his position that diet and exercise
are the nost effective nethod of reducing fat. (Tr. 12/13/00 at
157.) It appears to the court that AHP' s chal |l enges essentially
go the wei ght accorded by Dr. Sears to certain data and his
di fference of opinion with Dr. Martin concerning the nost
appropriate factors to anal yze when studying the efficacy of diet
drugs. These challenges are best left to cross-exam nation, and
do not sufficiently undermne Dr. Sears’ qualifications or
met hodol ogy regarding his opinion on the efficacy of diet drugs
for treating obesity. Accordingly, AHP s notion will be denied
to the extent that it seeks to preclude such testinony.

On the other hand, Dr. Sears clearly |acks the
qgual i fications and net hodol ogy to opi ne about whet her Redux net
FDA efficacy criteria. He has no expertise in FDA regul ati ons.
(PTO 1468 App. of Materials for Consideration of AHPs Mdt. to
Excl ude Expert Test. of Barry Sears, Ph.D., Tr. 10/25/00 at 115.)
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Nor did Dr. Sears conduct a thorough review of FDA regul ati ons,

ef fi cacy standards for approval of diet drugs, or the Redux New

Drug Application. 1d. at 191. Accordingly, AHPs notion will be
granted to the extent that it seeks to preclude Dr. Sears’

testi nony about whether Redux net FDA efficacy standards, or any
ot her expert testinony about regulatory matters.

Lastly, Dr. Sears is also unqualified to opi ne about AHP s
mar keting efforts and disclosure obligations. As already noted,
Dr. Sears has no regul atory expertise. Nor does he have any
expertise in pharmaceutical industry standards of conduct.

There is no indication that he undertook any review of the data
concerning AHP s marketing efforts. Thus, he has no reliable
basis to say what information should have been reported to the
FDA or to physicians. Accordingly, AHP s notion will be granted
to the extent that it seeks to preclude Dr. Sears’ testinony

about marketing efforts and di scl osure obligations.

V. CONCLUSI ON

For the foregoing reasons, the court wll grant AHP s
Daubert notions concerning Drs. La Puma, Bloor and Qury, and
grant in part and deny in part AHP's Daubert notions concerning
Drs. GQueriguian, Hayes, Barst, Rich, and Sears.

An appropriate Pretrial Order follows.
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IN THE UNI TED STATES DI STRI CT COURT
FOR THE EASTERN DI STRI CT OF PENNSYLVAN A

IN RE: DI ET DRUGS : MDL DOCKET NO. 1203
(PHENTERM NE, FENFLURAM NE, :

DEXFENFLURAM NE) PRODUCTS

LI ABI LI TY LI TI GATI ON

TH' S DOCUMENT RELATES TO ALL CASES

PRETRI AL ORDER NO. 1685

AND NOW TOWT, this 1° day of February, 2001, upon
consi deration of American Honme Products Corporation's notions to
exclude the expert Testinony of John J. La Puma, MD. (Doc. #
202067), Colin M Bloor, MD. (Doc. # 201771), James Qury, MD
(Doc. # 201153), John Cueriguian, MD. (Doc. # 202165), Arthur H.
Hayes, M D. (Doc. # 202164), Robyn J. Barst, MD. (Doc. #
201797), Stuart Rich, MD. (Doc. # 201818) and Barry Sears, Ph.D
(Doc. # 202166); the Plaintiffs' responses thereto; and AHP s and
Plaintiffs’ Pretrial Oder No. 1468 nenoranda and acconpanyi ng
appendices, I T IS ORDERED that:

1. The notions to exclude the expert testinony of John J.
La Puma, MD., Colin M Bloor, MD. and Janmes Qury, MD. are
GRANTED;

2. To the extent that Drs. Cueriguian, Hayes, Barst, Rich,
and Sears proffer expert opinions as to the intent of AHP and/or
beliefs of FDA officials as evidenced by the words and conduct of
their agents, servants or enpl oyees, the notions are GRANTED
However, this ruling does not in any way preclude the
i ntroduction of otherw se adm ssible evidence of the intent or

beliefs of AHP or FDA personnel;



3. To the extent that AHP challenges: (a) the introduction
of certain docunents through the reading of theminto the record;
(b) the manner or context in which a particular wtness uses the
term“serious;” (c) the injection of hearsay into trial
deposition testinony; and (d) testinony as to matters not tinely
di scl osed in an expert report, the notions are DEN ED w t hout
prejudice to raise those challenges in the remand courts;

4. To the extent that AHP chal l enges the adm ssibility of
the videotape of surgery perfornmed by Dr. Qury on a patient who
| ater becane a plaintiff in this litigation, AHP s notion to
exclude Dr. Qury’'s testinony is DENIED wi thout prejudice to raise
the challenge in the remand courts;

5. To the extent that AHP challenges: (a) Dr. Gueriguian’s
expert testinony about the standard of care in the pharmaceuti cal
i ndustry regarding the manner in which certain information should
be communicated to the FDA; and (b) what FDA officials would have
done with certain additional information such as particul ar
adverse event reports, the notion to exclude Dr. Queriguian’s
testinony i s DEN ED;

6. To the extent that Dr. Gueriguian testifies: (a) that
patients should be able to read and understand | abeling in order
to make i nfornmed decisions; (b) about whether AHP’s failure to
report certain information to the FDA led to nore suffering and
deat hs of patients who were prescribed Pondi mn and Redux; and
(c) that Dr. Bloor's opinions interpreting the rat slides from

Study 1781 vindicate his conclusion that AHP should have
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perfornmed additional testing, AHP s notion to exclude Dr.
Gueriguian’s testinony i s GRANTED

7. To the extent that opinions are proffered by Drs. Barst
or Rich concerning: (a) the extent to which there was |ega
conpliance with any |laws or regul ati ons governing the preparation
or content of |abeling or other warnings furnished by AHP in
conjunction with the marketing of the diet drugs at issue; or (b)
the efficacy of Pondimn and Redux for treating obesity, the
nmoti ons are GRANTED;

8. To the extent that AHP chall enges opinions by Drs. Barst
or Rich concerning the nedical accuracy of Pondi mn and Redux
| abeling at a particular point intinme with regard to the risks
of developing PH or PPH, the notions to exclude the testinony of
Drs. Barst and Rich are DEN ED

9. To the extent that AHP challenges Dr. Sears’ testinony
concerning the effectiveness of Pondi m n, Redux, or other drugs
for treating obesity, the notion to exclude the testinony of Dr.
Sears i s DEN ED;

10. To the extent that AHP challenges Dr. Sears’ testinony
concerning: (a) whether Redux net efficacy standards for approval
of anti-obesity nedications; and (b) AHP s marketing and
di scl osure obligations, the notion to exclude the testinony of
Dr. Sears i s GRANTED.

| T 1S FURTHER ORDERED t hat the extent to which any matters
initens 2 through 9 above permt the rendering of opinions by

Drs. Gueriguian, Hayes, Barst, Rich, and Sears, such all owances
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shall be conditioned upon a determ nation by the trial court that
such matters are relevant and that the evidence upon which any

opi ni on stands be received into evidence at the trial.

LOU S C. BECHTLE, J.



