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

IN RE: DI ET DRUGS ( PHENTERM NE/ ) MDL DOCKET NO. 1203
FENFLURAM NE/ DEXFENFLURAM NE) )
PRODUCTS LI ABI LI TY LI TI GATI ON

TH S DOCUMENT RELATES TO

SHEI LA BROMWN, et al .
V.

WYETH ClVIL ACTI ON NO. 99-20593

VEMORANDUM AND PRETRI AL ORDER NO,

Bartle, C. J. May 28, 2008
Before this court is the appeal of plaintiff, Nancy
Cochran (" Cochran"), chall engi ng Report and Recommendati on No. 60
of the Special Master.
Def endant Weth® filed a notion to enforce the Diet
Drug Nationw de C ass Action Settlenent Agreenent agai nst Cochran
and to enjoin her fromcontinuing a state court action she has
initiated against it. The Settlenent Agreenment was approved by
this court in Pretrial Oder ("PTO') No. 1415 (Aug. 28, 2000) as
part of our continuing jurisdiction over Multi-District
Litigation No. 1203 involving the diet drugs Pondi m n and Redux.
Pursuant to Pretrial Oder ("PTO') No. 2383 (Feb. 26, 2002) the

notion was referred to the Special Master for consideration. The

1. Prior to March 11, 2002 Weth was known as Anerican Hone
Pr oduct s.



Speci al Master has recomended to this court that we grant
Weth's notion and order Cochran to dism ss her current action
agai nst Wet h.

Cochran has sued Weth, Weth Pharmaceuticals, Inc.
f/kla Wet h- Ayerst Pharnaceuticals, Inc., Weth Pharnaceutical s
D vision of Weth f/k/a Weth-Ayerst Laboratories, Division of
Ameri can Hone Products Corp., and Wet h-Ayerst Laboratories, Co.
in the Court of Conmon Pl eas of Phil adel phia County,
Pennsyl vania. She all eges that she suffers fromprimry
pul nonary hypertension ("PPH')? as a result of ingesting
dexfenfluram ne, which was sold under the brand name Redux, from
Novenber, 1996 until August, 1997.

Cochran has undergone ten echocardi ograns since 2002.
The first was performed on August 9, 2002. The resulting
echocardi ogram report, signed by Janice Frost, MD., found that
Cochran had mtral regurgitation graded 1+, that is, mld mtral
regurgitation.® Cochran had a second echocardi ogram on
Cctober 3, 2002. Dr. Frost concluded that the echocardi ogram
showed mtral regurgitation graded 2+, that is, noderate mtra

val ve regurgitation. Cochran obtained a |egal review of the

2. Today, PPHis commonly known in the medical community as

pul nonary arterial hypertension ("PAH'). This was not the case
at the time the Settlenment Agreenent was drafted. For

consi stency, we will refer to "PPH'" throughout this nenorandum as
it is the termused in the Settlenment Agreenent.

3. There is an inconsistency in Dr. Frost's report. Page 1
states that plaintiff's mtral regurgitation was graded 1+ or
mld but page 2 states that it was graded 2. It is unclear which
is correct.
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echocardi ogram from Ti nrot hy Hanl on, M D. Dr. Hanlon opi ned that
t he echocardi ogram did not "denonstrate[] what [he] would cal
noderate mtral regurgitation” but "[u]tilizing the criteria that
you have defined, this patient would fall into the noderate
range, but it is nmy opinion that the degree of mtral
regurgitation is nore on the mld side, for what that is worth."
Pl."s Appeal, Ex. 2.

On January 22, 2003 Cochran underwent a right heart
cat heterization, which found her mean pul nonary artery pressure
to be 25 mmtHg at rest and 42 mmHg with exerci se and her nean
wedge pressure to be 15 nmHg at rest and 18 nmHg with exerci se.
After Cochran's right heart catheterization, her physician,
Jeffrey Edelman, M D., a Board-Certified Pul nmonol ogi st,
prescri bed cal ci um channel bl ockers to her "as treatnent for
system ¢ hypertension with the hope that this therapy m ght al so
be beneficial in the setting of underlying pul nonary
hypertension.™ Defs.' Mt., Ex. H Thereafter, Cochran
under went ei ght additional echocardi ograns, all of which showed
her mtral valve regurgitation to be trace or mld.

As set forth above, this court approved the Settl enent
Agreenment in PTO No. 1415. Paragraph 7 of that pretrial order
provi des:

The court hereby bars and enjoins all class

menbers who have not, or do not, tinely and

properly exercise an Initial, Intermnediate,

Back- End or Financial Insecurity Opt-Qut

right fromasserting, and/or continuing to

prosecut e agai nst [ Weth] or any other
Rel eased Party any and all Settled C ains
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whi ch the cl ass nenber had, has or nmay have
in the future in any federal, state or
territorial court.

Under the Settlenment Agreenent, PPH is excluded from
the definition of Settled Clains, and therefore PPH clains are
not subject to the release and bar provisions of the Settl enment
Agreement. Settlement Agreenent 8 VII.B. The definition of PPH
under the terns of the Settl enent Agreenment, however, is
rigorous. Plaintiffs claimng a diagnosis of PPH nust satisfy a
three part definition. Only the second and third prongs of the
definition are in controversy here. They provide:

For a di agnosis based on exan nati ons and
clinical findings prior to death:

(2) Medical records which denonstrate that
the foll owi ng conditions have been excl uded
by the follow ng results:

(a) Echocardi ogram denonstrating no
primary cardi ac di sease i ncl uding,
but not limted to, shunts,
val vul ar di sease (other than
tricuspid or pul monary val vul ar
insufficiency as a result of PPH or
trivial, clinically insignificant
| eft-sided val vul ar regurgitation),
and congenital heart disease (other
t han patent foramen oval e);

(3) Conditions known to cause pul nonary
hypertensi on includi ng connective tissue

di sease known to be causally related to

pul nonary hypertension, toxin induced |ung
di sease known to be causally related to

pul nonary hypertension, portal hypertension,
significant obstructive sl eep apnea,
interstitial fibrosis (such as silicosis,
asbest osi s, and granul onat ous di sease)
defined as greater than mld patchy
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interstitial lung disease, and fam i al
causes, have been ruled out by a Board-
Certified Cardiologist or Board-Certified
Pul nonol ogi st as the cause of the person's
pul nonary hypertension.

Settl enent Agreenent § |.46(a).
We have previously stated that PTO No. 1415 requires

"this court to decide if there is a genuine issue of materi al

fact as to whether plaintiff suffers fromPPH [If no such issue
exists, this court will enjoin the plaintiff from going forward.
O herwise, it is a matter for the trial court.”™ PTO No. 3699 at

4 (July 6, 2004); see also PTO No. 7553 at 2-3 (Nov. 30, 2007).
In its notion to enforce the injunction provision in
PTO No. 1415 Y7, Weth argued that Cochran did not satisfy Parts
2(a) and 3 of the PPH definition. Both parties fully briefed
Weth's notion. Subsequently, the Special Master held a
tel econference with the parties, after which an additional round
of briefing ensued. Nunerous argunents were raised by both sides
and ultimately the Special Master reconmended that Cochran did
not nmeet Part 2(a) of the PPH definition. |In considering the
nmedi cal record Cochran had provided, the Special Master stated:

Part 2(a) of the PPH definition is silent
with respect to the weighing of the
conflicting evidence in determ ning whether a
plaintiff has denonstrated that he or she
does not have primary cardi ac di sease. The
parties' intent, however, requires that only
plaintiffs with legitinmate PPH cl ai ns be
permtted to pursue their clains against
Weth. In ny view, under Part 2(a), this
means that it is a plaintiff's burden to
produce objective evidence proving that he or
she does not have primary cardi ac di sease.



Report and Recommendati on No. 60 at 13-14.

The Speci al Master concluded that Cochran's Cctober 3,
2002 echocardi ogram and her January 22, 2003 right heart
catheterization denonstrate primary cardi ac disease. In his
view, "[p]laintiff has failed to provide a reasonabl e expl anation
regardi ng the disqualifying tests, which would provide a basis
for allowing her clains to proceed.” 1d. at 14-15.

The Cctober 3, 2002 echocardiogramis the
echocardi ogram from whi ch Dr. Frost opined that Cochran had
noderate mitral valve regurgitation. Primary cardi ac di sease, as
defi ned under the Settl enment Agreenent, includes noderate mtral
val ve regurgitation, a type of valvul ar disease. See Settlenent
Agreenent 8 |.46(a)(2). The Special Master concluded that the
Cct ober 3, 2002 echocardi ogramtherefore prevented Cochran from
satisfying the definition of PPH under the Settl enent Agreenent,
since the PPH definition requires an echocardi ogram
"denonstrating no primary cardi ac disease.” He also noted that
t he ei ght post-Cctober 3, 2002 echocardi ograns were done after
Cochran began taki ng cal ci um channel bl ockers to treat her high
bl ood pressure. Thus, "[t]o the extent that her blood pressure
dropped after starting this new treatnment” the Special Master
believed it "would be inappropriate to allow [p]laintiff to rely
on these echocardiograns ...." [d. at 15.

In addition, the Special Master cited Cochran's
January 22, 2003 right heart catheterization as disqualifying her

fromthe definition of PPH under the Settl enent Agreenent. He
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pointed to Report and Recommendati on No. 27* in which he stated
that a nornmal pul nonary capillary wedge pressure, both at rest
and with exercise, denonstrate that a plaintiff's regurgitation
is trivial or clinically insignificant under Part 2(a). Since
Cochran's pul nonary capillary wedge pressure was el evated with
exerci se, the Special Master wote that based upon that test
"[p]laintiff's noderate mtral regurgitation cannot be deened
trivial and clinically insignificant.” Report and Recomrendati on
No. 60 at 14.

Cochran filed a tinely appeal to this court, in which
she rai ses several issues. She relies heavily on the expert
report of Harold |I. Pal evsky, MD. in which he opined that "the
mtral regurgitation does not/cannot account for the mpjority of
t he pul nonary hypertension directly nmeasured at [the January 23,
2003] catheterization.” PlI.'s Appeal, Ex. 1. Cochran also
mai ntains that there is a genuine issue of material fact whether
her COctober 3, 2002 echocardi ogram showed noderate nmitra
regurgitation because of the conflicting opinions of Drs. Frost
and Hanlon. Finally, Cochran contends that Part 2(a) of the PPH
definition does not require that her nmean wedge pressure be
normal at rest and with exercise.

I n response, Weth naintains that Cochran cannot

satisfy Part 2(a) of the definition of PPH because her Cctober 3,

4. W note that Report and Recommendati on No. 27 was never
approved by this court. The case with which it was concerned
settled before the appeal was heard here.
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2002 echocardi ogram shows noderate mitral regurgitation. Weth
al so contends that the opinions of Drs. Pal evsky and Hanl on are
unavailing. Finally, Weth argues that Cochran is not required
under the Settl enent Agreenment to denonstrate that her nean wedge
pressure is normal at rest and with exercise but nerely is
precluded fromrelying on that narrow exception to Part 2(a) of
the PPH definition as articulated in Report and Reconmendati on
No. 27 because her mean wedge pressure was el evated with

exerci se.

As stated above, the Settlenent Agreenent requires
putative PPH plaintiffs to provide "[medical records which
denonstrate that the followi ng conditions have been excl uded by
the following results ... echocardi ogram denonstrating no prinmary
cardiac disease ...." Settlenent Agreenent 8§ |.46.a(2)(a). W
agree with Weth and the Special Master that "it is a plaintiff's
burden to produce objective evidence proving that he or she does
not have primary cardi ac di sease.” Report and Reconmendati on No.
60 at 13-14.

The real nub of this appeal is determ ning the affect
of Cochran's Cctober 3, 2002 echocardi ogramon her ability to
satisfy Part 2(a) of the definition of PPH under the Settlenent
Agreenent given that her nedical records contain nine other
echocardi ograns that state her mtral valve regurgitation is
trace or mld. Cochran's nedical records present us with what is
arguably an anbiguity in the Settlenment Agreenent definition. It

is silent regarding how conflicting echocardi ograns shoul d be
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wei ghed. Weth advocates a definition where one echocardi ogram
showi ng noderate mtral regurgitation, that is, primary cardiac
di sease, disqualifies the putative PPH plaintiff fromthe
Settlement Agreenent definition. That is not, however, the plain
reading of the Settlenment Agreenent. The Settl enment Agreenent
nmerely requires a putative PPH plaintiff to provide an
echocardi ogram t hat excludes primary cardi ac di sease. Cochran
has done that here, at |least eight times over. Although Weth
argues that the eight echocardi ograns perfornmed after she began
t aki ng cal ci um channel bl ockers do not accurately depict her true
| evel of regurgitation, that is not a matter this court can
resol ve based on the record at this stage of the proceedi ngs.
Accordingly, a genuine issue of material fact renains regarding
whet her Cochran has satisfied Part 2(a) of the definition of PPH
under the Settlenent Agreenment. It is therefore unnecessary for
this court to reach the other argunents of Cochran and Weth
regarding Part 2(a) of the PPH definition under the Settlenent
Agr eenent .

The Special Master did not reach the question whether
Cochran has satisfied Part 3 of the PPH definition. Since we
have concluded that a genuine issue of material fact remains
regar di ng whet her Cochran has satisfied Part 2(a) we nust al so
consider Part 3. Weth, inits notion to enforce the Settl enent
Agreenent, argued that Cochran had not denonstrated that
"significant obstructive sleep apnea” had been ruled out as the

cause of her pul nonary hypertension by a pol ysommograph, a
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particul ar kind of sleep study. Unlike under Part 2(a) of the
definition, the Settlenment Agreenent does not specify what tests
must be used to rule out the conditions listed in Part (3). It
sinply says the listed conditions nust be ruled out by a "Board-
Certified Cardiologist or Board-Certified Pul nonol ogi st."
Settlenent Agreenment 8 1.46.a(3). Cochran submitted a PPH
Checkl i st conpleted by Dr. Edelman in which he attests that
"significant obstructive sleep apnea” was rul ed out by an
overni ght oxinmetry perforned on Septenber 26, 2002.

Weth naintains that Dr. Edelman admtted in his
deposition that he did not rule out "significant obstructive
sl eep apnea.” Weth's argunent m sconstrues Dr. Edel man's
testi nony:

Q You do have to rule out sleep apnea

don't you, for an eval uation of
pul nonary arterial hypertension?

A | think you have to consider the
di agnosis. | don't think that any of
t he gui delines say that every patient
shoul d have pol ysommogr aphy.

Q Have you ruled it out?

A Have we rul ed out sleep apnea here? Has
she had pol ysommogr aphy?

Q No.

A No. She certainly had —you know, she

had an overni ght oxinetry which showed
virtually no desaturation which would be
very uncharacteristic of the severe

sl eep apnea that is likely to be limted
but associated with pul nonary

hypert ensi on.

Weth's Mot. to Enforce, Ex. G Deposition Tr. at 144, June 21
2007.
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There is a difference between sl eep apnea and
"significant obstructive sleep apnea.” Dr. Edel man has attested
and testified that he has ruled out significant obstructive sl eep
apnea through Cochran's overnight oxinmetry. The Settl enment
Agreenment does not require that a pol ysomography be perforned,
and we will not inpose such a requirenent in contravention of its
ternmns.

Genui ne issues of material fact remain regarding
whet her Cochran has satisfied the definition of PPH as set forth
in 8 1.46 of the Settlenent. Accordingly, we will not adopt
Report and Reconmendati on No. 60 of the Special Master and wl|

not enforce PTO No. 1415 agai nst class nenber Nancy Cochran.
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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 ( PHENTERM NE/ ) MDL DOCKET NO. 1203
FENFLURAM NE/ DEXFENFLURAM NE) )
PRODUCTS LI ABI LI TY LI TI GATI ON

TH S DOCUMENT RELATES TO

KATHRYN A. DECKER
V.

WYETH ClVIL ACTI ON NO. 99-20593

PRETRI AL ORDER NO

AND NOW on this 28th day of My, 2008, for the reasons
set forth in the acconpanyi ng Menorandum it is hereby ORDERED
t hat :

(1) Report and Reconmendati on No. 60 of the Speci al
Master is NOT ADOPTED, and

(2) the notion of Weth to enforce the Settl enment
Agreenent under Pretrial Order No. 1415 agai nst class nenber
Nancy Cochran is DEN ED.

BY THE COURT:

[s/ Harvey Bartle III

C. J.



