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

I N RE: DI ET DRUGS ( PHENTERM NE/
FENFLURAM NE/ DEXFENFLURAM NE)
PRODUCTS LI ABI LI TY LI TI GATI ON

MDL NO. 1203

TH' 'S DOCUMENT RELATES TO

SHEI LA BROMWN, et al .
ClVIL ACTI ON NO. 99-20593
V.

AMERI CAN HOVE PRODUCTS
CORPCORATI ON

2:16 NMD 1203

VEMORANDUM | N SUPPORT OF SEPARATE PRETRI AL ORDER NO

Bartle, C. J. August 31, 2010
Lorilee A. GII ("Ms. GII"™ or "claimant"), a cl ass

menber under the Diet Drug Nationw de Cl ass Action Settl enment

Agreenent ("Settlenment Agreenent”) with Weth,! seeks benefits

fromthe AHP Settlenent Trust ("Trust").? Based on the record

devel oped in the show cause process, we nust determ ne whet her

cl ai mant has denonstrated a reasonabl e nedi cal basis to support

her claimfor Matrix Conpensation Benefits ("Matrix Benefits").?

1. Prior to March 11, 2002, Weth was known as Anerican Hone
Product s Cor porati on.

2. Rck A GIlI, Ms. GIl"'s spouse, and Paige D. GII,
Ms. GIll's child, also have subnmtted derivative clains for
benefits.

3. Matrix Benefits are paid according to two benefit matrices

(Matrix "A" and Matrix "B"), which generally classify claimnts

for conpensation purposes based upon the severity of their

medi cal conditions, their ages when they are diagnosed, and the
(conti nued. . .)



To seek Matrix Benefits, a claimant nust first submt a
conpleted G een Formto the Trust. The G een Form consists of
three parts. The claimant or the claimant's representative
conpletes Part | of the Geen Form Part Il is conpleted by the
claimant's attesting physician, who nust answer a series of
guestions concerning the claimant's nedical condition that
correlate to the Matrix criteria set forth in the Settl enment
Agreenent. Finally, claimant's attorney nust conplete Part 11
if claimant is represented.

I n Decenber, 2003, clainmant submtted an anmended G een
Formto the Trust signed by her attesting physician, Pierre P
Lei ngruber, M D.* Based on an echocardi ogram dat ed
January 16, 2002, Dr. Leingruber attested in Part Il of

Ms. Gll's Geen Formthat she suffered from npderate mtra

3. (...continued)

presence of other nedical conditions that al so may have caused or
contributed to a claimant's val vul ar heart disease ("VHD'). See
Settlenment Agreenent 88 IV.B.2.b. & IV.B.2.d(1)-(2). Mtrix A1
descri bes the conpensation available to Diet Drug Recipients with
serious VHD who took the drugs for 61 days or |onger and who did
not have any of the alternative causes of VHD that nade the B
matrices applicable. In contrast, Matrix B-1 outlines the
conpensati on available to Diet Drug Recipients with serious VHD
who were registered as having only mld mtral regurgitation by
the close of the Screening Period or who took the drugs for 60
days or less or who had factors that would nmake it difficult for
themto prove that their VHD was caused solely by the use of

t hese di et drugs.

4. Cdaimant originally submtted a G een Formto the Trust
signed by Lorne E. Goldman, M D. Based on the echocardi ogram
dated January 16, 2002, Dr. CGoldman attested in Part Il of

Ms. Gll's Geen Formthat claimnt suffered fromnoderate mtral
regurgitation, a reduced ejection fraction in the range of 50%to
60% and New York Heart Association Functional Cass Il synptons.
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regurgitation and a reduced ejection fraction in the range of 50%
to 60%° Based on such findings, claimnt would be entitled to
Matrix A-1, Level Il benefits in the amount of $556, 216.°

In the report of clainmant's echocardi ogram the
reviewi ng cardi ol ogist, Darren C. Hol |l enbaugh, MD., F. A C C
stated that clainmant had noderate mtral regurgitation, which he
nmeasured at 35% Under the definition set forth in the
Settl ement Agreenent, noderate or greater mtral regurgitation is
present where the Regurgitant Jet Area ("RJA") in any apical view
is equal to or greater than 20% of the Left Atrial Area ("LAA").
See Settlenent Agreenent § |.22.

I n February, 2004, the Trust forwarded the claimfor
review by Issam A Mkati, MD., F.AC.C., one of its auditing
cardiologists. In audit, Dr. Mkati concluded that there was no
reasonabl e nedi cal basis for the attesting physician's finding of
noderate mtral regurgitati on because clainmant's echocardi ogram
denonstrated only mld mtral regurgitation. |In support of this

conclusion, Dr. Mkati explained that "this is not noderate

5. Dr. Leingruber also attested that claimant suffered from New
York Heart Association Functional Class Il synptonms. This
condition, however, is not at issue in this claim

6. Under the Settlenent Agreenent, a claimant is entitled to
Level 1l benefits for danage to the mtral valve if he or she is
di agnosed with noderate or severe mtral regurgitation and one of
five conplicating factors delineated in the Settlenent Agreenent.
See Settlenent Agreement 8 IV.B.2.c.(2)(b). As the Trust does
not contest the attesting physician's finding of a reduced

ej ection fraction, which is one of the conplicating factors
needed to qualify for a Level Il claim the only issue is
claimant's level of mtral regurgitation.
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[mtral regurgitation. Left atrial] areais 20 cn2[.] The
[mtral regurgitant] jet area is at nmost 1.9 cn2[.] That is
clearly in mld range[.] No tracing on [the] tape[.]"

Based on the auditing cardiologist's finding that
claimant had mld mtral regurgitation, the Trust issued a post-
audit determ nation denying Ms. GIll's claim Pursuant to the
Rules for the Audit of Matrix Conpensation C ains ("Audit
Rul es"), claimant contested this adverse determnation.” In
contest, claimant submtted a declaration from Robert N
Not ske, MD., F.AC.C., FFACP. D. Notske is no stranger to
this litigation. According to the Trust, he has signed in excess
of 42 Green Forms on behalf of claimnts seeking Matrix Benefits.
In his declaration, Dr. Notske stated:

| have reviewed the 16 January 2002

echocardiogramnultiple tinmes and observed

that there are nmultiple "normal" views

denonstrating noderate regurgitation of

greater than 20% of RJA/ LAA without need of

any specific nmeasurenments to docunent it

numerically. The Attesting Cardiol ogi st,

Dr. Hol |l enbaugh, and | are in agreenent that

Lorilee G Il has noderate Mtra

Regurgitation within the provisions of the

settlement agreenent. It is denonstrated on
echocar di ogram

7. Cainms placed into audit on or before Decenber 1, 2002 are
governed by the Policies and Procedures for Audit and Di sposition
of Matrix Conpensation Clains in Audit, as approved in Pretrial
Order ("PTO') No. 2457 (May 31, 2002). dains placed into audit
after Decenber 1, 2002 are governed by the Audit Rules, as
approved in PTO No. 2807 (Mar. 26, 2003). There is no dispute
that the Audit Rules contained in PTO No. 2807 apply to

Ms. GIl's claim
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Ms. GIl also submtted a letter fromDr. Holl enbaugh, who
confirmed his original finding that claimant had noderate mtra
regurgitation.

The Trust then issued a final post-audit determ nation,
again denying Ms. GIll's claim Caimnt disputed this fina
determ nati on and requested that the claimproceed to the show
cause process established in the Settlenment Agreenent. See
Settlenent Agreenent 8§ VI.E.7.; PTO No. 2807, Audit Rule 18(c).
The Trust then applied to the court for issuance of an Order to
show cause why Ms. G ll's claimshould be paid. On May 20, 2005,
we issued an Order to show cause and referred the matter to the
Speci al Master for further proceedings. See PTO No. 5238
(May 20, 2005).

Once the matter was referred to the Special Master, the
Trust submitted its statement of the case and supporting
docunentation. Caimant then served a response upon the Speci al
Master. The Trust submitted a reply on August 5, 2005, and
clai mant submtted a sur-reply on January 24, 2006. Under the
Audit Rules it is within the Special Master's discretion to

appoi nt a Technical Advisor® to review clains after the Trust and

8. A "[Technical] [Aldvisor's role is to act as a soundi ng board
for the judge—hel ping the jurist to educate hinself in the jargon
and theory disclosed by the testinony and to think through the
critical technical problens.” Reilly v. US., 863 F.2d 149, 158
(1st Cir. 1988). 1In a case such as this, where there are
conflicting expert opinions, a court may seek the assistance of
the Technical Advisor to reconcile such opinions. The use of a
Techni cal Advisor to "reconcil[e] the testinony of at |east two
out st andi ng experts who take opposite positions" is proper. 1d.
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cl ai mant have had the opportunity to devel op the Show Cause
Record. See Audit Rule 30. The Special Master assigned a
Techni cal Advisor, Janmes F. Burke, MD. F.A C.C., to reviewthe
docunents submtted by the Trust and clai mant and prepare a
report for the court. The Show Cause Record and Technica
Advi sor Report are now before the court for final determ nation.
See id. Rule 35.

The issue presented for resolution of this claimis
whet her cl ai mant has nmet her burden in proving that there is a
reasonabl e nedi cal basis for the attesting physician's finding
that she had noderate mtral regurgitation. See id. Rule 24.
Utimately, if we determne that there is no reasonabl e nedi ca
basis for the answer in claimant's G een Formthat is at issue,
we nmust affirmthe Trust's final determ nation and may grant such
other relief as deened appropriate. See id. Rule 38(a). |If, on
t he other hand, we determ ne that there is a reasonabl e nedica
basis for the answer, we nust enter an Order directing the Trust
to pay the claimin accordance with the Settlenent Agreenent.
See id. Rule 38(b).

In support of her claim claimnt argues that there is
a reasonabl e nedical basis for her claimbecause four
cardi ol ogists, including "three highly qualified Cardiol ogi sts,

who worked at the clinic recommended by the Trust for the



Screening Program"® all determ ned that claimant had noderate
mtral regurgitation.

In response, the Trust argues that clainmant has failed
to establish a reasonabl e nedical basis for her claimbecause she
did not rebut the specific neasurenents of Dr. Mkati. The Trust
al so contends that the additional letter fromDr. Holl enbaugh and
t he declaration of Dr. Notske do not establish a reasonable
medi cal basis for Ms. GIl's claimbecause they do not provide
any support for their conclusions. Finally, the Trust asserts
that Dr. Holl enbaugh's letter is inproper because it was not
verified in accordance with the Audit Rul es.

In her sur-reply, claimnt submtted a declaration by
Dr. Hol | enbaugh wherein he restated his conclusion that Ms. G|
had noderate mtral regurgitation.

The Techni cal Advisor, Dr. Burke, reviewed claimnt's
echocar di ogram and concl uded that there was no reasonabl e nedi cal
basis for the attesting physician's finding that Ms. G Il had
noderate mtral regurgitation. Specifically, Dr. Burke observed
t hat :

Upon ny review of the tape, ny overall

assessnment of the mtral regurgitation is

trace to mld.

Usi ng representative beats in the apical four

chanmber view, | calculated RIA/LAA ratios

consistent to 5% This represents mld
mtral regurgitation.

9. See Settlenment Agreenent 8 IV.A 1.a. (Screening Program
establ i shed under the Settlenent Agreenent).
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Usi ng representative beats in the apical two
chanmber view, | calculated RIA/LAA ratios to
range from1l1l to 10% w th an average of 6%
This represents mld mtral regurgitation.
Usi ng representative beats in the apical

t hree chanmber view, | calculated RIA LAA
ratios to range from3%to 16% wth an

average of 9% This represents mld mtral
regurgitation.

* * *

I n conclusion, even taking into account

inter-reader variability, | believe there is

no reasonabl e nedi cal basis for the Attesting

Physi cian's answer to Green Form Question

C.3.a., which states that C aimant suffers

fromnoderate mtral regurgitation

In response to the Techni cal Advisor Report, claimant
argues that three separate cardi ol ogists, including cardiologists
who participated in the Trust's Screening Program determ ned
that Ms. G Il had noderate mtral regurgitation, and therefore
"they likely used the 'nbst comon approach’ to interpret the
severity of the mtral regurgitation.” According to claimant,
t he Techni cal Advisor's opinion does not discount the reasonable
nmedi cal basis established by claimant's attesting physician and
her additional experts because rather than "address Fei genbaum or
the 'nmost common approach,'" the Techni cal Advisor based his
conclusion on the use of "representative beats,"” which Fei genbaum
does not reference.

After reviewing the entire Show Cause Record, we find
claimant's argunents are without nmerit. First, and of crucial
i nportance, clainmnt does not adequately contest the finding of

the auditing cardiologist. Specifically, claimnt does not
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challenge Dr. Mkati's determnation that "this is not noderate
[mtral regurgitation],"” and that claimant's RJA of 1.9 cnt and
LAA of 20 cnt are "clearly in [the] mld range."” C ainmant never
identified any particular error in Dr. Mkati's measurenents.
Mere di sagreenent with the auditing cardiol ogi st w thout
identifying and substantiating any specific errors by the
auditing cardiologist is insufficient to neet a claimnt's burden
of proof. On this basis alone, claimant has failed to neet her
burden of denonstrating that there is a reasonabl e nedical basis
for her claim

Mor eover, we disagree with claimnt's argunent that
Dr. Burke did not apply the appropriate standard in eval uating
Ms. GIl's echocardiogram Specifically, Dr. Burke concl uded,
using representative beats, that claimant's echocardi ogram
denonstrated RIJA/LAA ratios of 5% in the apical four chanber
view, 1%to 10%in the apical tw chanber view, and 3% to 16%in
the apical three chanber view As previously stated, noderate
mtral regurgitation is defined as an RIALAA ratio in the range
of 20%to 40% which is based on the grading systemrequired by
the Settlenent Agreenent. See Settlenent Agreenent
§ IV.B.2.c.(2)(b). Although claimnt objects to Dr. Burke's use
of "representative beats" to evaluate the |l evel of mtral
regurgitation, we have held that "[f]or a reasonable nedica
basis to exist, a clainmant nust establish that the findings of
the requisite level of mtral regurgitation are representative of

the |l evel of regurgitation throughout the echocardiogram” PTO
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No. 6997 at 11. "To conclude otherwi se would allow cl ai mants who
do not have noderate or greater mtral regurgitation to receive
Matri x Benefits, which would be contrary to the intent of the
Settlement Agreenent.” 1d.

Finally, we reject claimant's assertion that she is
entitled to Matrix Benefits because the echocardi ogramthat forns
the basis of her claimwas conducted by a cardiol ogi st who
participated in the Screening Programfor Fund A Benefits under
the Settlenent Agreenent. See Settlenent Agreenment 8 IV.A. The
Settlement Agreenent clearly provides that the sole benefit that
a class nmenber is entitled to receive for a favorable
echocar di ogram under the Screening Programis a |limted anmount of
medi cal services or a limted cash paynent:

Al Diet Drug Recipients in Subclass 2(b) and

those Diet Drug Recipients in Subclass 1(b)

who have been di agnosed by a Qualified

Physi ci an as FDA Positive by an

Echocar di ogram performnmed between the

commencenent of Diet Drug use and the end of

the Screening Period, will be entitled to

receive, at the C ass Menber's el ection,

either (i) valve-related nedical services up

to $10,000 in value to be provided by the

Trust; or (ii) $6,000 in cash.

Settlenent Agreenent, 8 IV.A . 1.c. Thus, by the plain ternms of
the Settl enent Agreenent, a Screening Program echocardi ogram does
not automatically entitle a claimant to Matrix Benefits.

| ndeed, this conclusion is confirmed by the Settl enent
Agreenment provisions concerning claimants eligible for Mtrix
Benefits. Specifically, claimants with a diagnosis of FDA

Positive or mld mtral regurgitation nmerely becone eligible to
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seek Matrix Benefits. See id. § IV.B.1. Further, adopting
claimant's position would be inconsistent with Section VI.E. of
the Settl enent Agreenent, which governs the audit of clains for
Matrix Benefits, as well as this Court's decision in PTO No. 2662
(Nov. 26, 2002), which mandated a 100% audit requirenent for al
clains for Matrix Benefits. See, e.qg., PTO No. 2662 at 13. As
nothing in the Settlenment Agreenent supports the conclusion that
a cardiologist's participation in the Screening Programentitles
his or her opinion to nore weight, we decline claimnt's request
to interpret the Settlenent Agreenent in this fashion

For the foregoing reasons, we conclude that clainant
has not nmet her burden of proving that there is a reasonabl e
nmedi cal basis for finding that she had noderate mtra
regurgitation. Therefore, we will affirmthe Trust's denial of
Ms. GIll's claimfor Matrix Benefits and the related derivative

clainms submtted by her spouse and chil d.
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IN THE UNI TED STATES DI STRI CT COURT
FOR THE EASTERN DI STRI CT OF PENNSYLVAN A
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PRODUCTS LI ABI LI TY LI TI GATI ON
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TH' S DOCUMENT RELATES TO
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)
g
CORPORATI ON )

PRETRI AL ORDER NO

ClVIL ACTI ON NO. 99-20593

AND NOW this 31st day of August, 2010, for the reasons

set forth in the acconpanyi ng Menorandum it is hereby ORDERED

that the final post-audit determ nation of the AHP Settl enent

Trust is AFFIRMED and that the Matrix A, Level |1 clains
submtted by claimant Lorilee AL GIIl, her spouse, Rick A GII,
and her child, Paige D. GIIl, are DEN ED.

BY THE COURT:

[s/ Harvey Bartle III

C. J.



