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) ) MDL NO 1203
PRODUCTS LI ABI LI TY LI TI GATI ON )
)
THI S DOCUMENT RELATES TO )
)
SHEI LA BROWN, et al . )
) ClVIL ACTI ON NO 99-20593
v. )
)
AVERI CAN HOVE PRODUCTS ) 2:16 MD 1203
CORPORATI ON )
MEMORANDUM AND PRETRI AL ORDER NO.
Bartle, C. J. July 24, 2007

Nora Goia ("Ms. Goia" or "claimant"), a class nenber
under the Diet Drug Nationw de Class Action Settlenment Agreenent
("Settlenment Agreement”) with Weth,® seeks benefits fromthe AHP
Settlenent Trust ("Trust").? Based on the record devel oped in
t he show cause process, we nust determ ne whet her clai mant has
denonstrated a reasonabl e nedi cal basis to support her claimfor

Matri x Conpensation Benefits ("Matrix Benefits").?

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

2. M chael Goia, Ms. Goia' s spouse, also has submtted a
derivative claimfor benefits.

3. Matrix Benefits are paid according to two benefit matrices

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

for conpensation purposes based upon the severity of their

medi cal conditions, their ages when they are diagnosed, and the

presence of other nedical conditions that al so may have caused or
(continued. ..)



To seek Matrix Benefits, a claimant nust first submt a
conpleted G een Formto the Trust. The G een Form consists of
three parts. Part | of the G een Formis to be conpleted by the
claimant or the claimant's representative. Part Il is to be
conpleted by the claimant's attesting physician, who nust answer
a series of questions concerning the claimnt's nedical condition
that correlate to the Matrix criteria in the Settlement
Agreenent. Finally, Part Ill is to be conpleted by the
claimant's attorney if he or she is represented.

I n Decenber 2001, claimnt submtted a conpleted G een
Formto the Trust signed by her attesting physician, Wndy Post,
M D. Based on an echocardi ogram dated March 21, 2001, Dr. Post
attested in Part Il of Ms. Goia's Geen Formthat she suffered
fromnoderate mtral regurgitation and a reduced ejection
fraction between 50% and 60% Dr. Post also attested that
clai mant' s echocardi ogram did not reveal the presence of mtral
val ve prol apse, which is a reduction factor that would require

t he paynment of benefits on Matrix B-1.

(...continued)

contributed to a claimant's val vul ar heart disease ("VHD'). See
Settlenment Agreenent 88 IV.B.2.b. & I1V.B.2.d.(1)-(2). Matrix 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
conpensation available to Diet Drug Recipients with serious VHD
who were registered as having only mld mtral regurgitation by
the cl ose 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.
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In the report of claimant's echocardi ogram Julia Y.
Wen, MD., FFACC, stated that claimant's "mtral valve
leafl ets are slightly thickened with mld systolic prolapse into
the left atrium™ Mtral valve prolapse is defined in the
Settl ement Agreenent as a condition where:

(a) the echocardi ogram vi deo tape or disk

i ncl udes the parasternal |ong axis view and

(b) that echocardi ographic view shows

di spl acenent of one or both mtral leaflets

>2mm above the atrial-ventricul ar border

during systole, and >5mm | eafl et thi ckening

during diastole, as determ ned by a Board-

Certified Cardiol ogist.

Settlenment Agreement 8 1.39. Under the Settlenent Agreement,
mtral valve prol apse requires the paynent of reduced Matri x
Benefits. See id. 8§ IV.B.2.d.(2)(c)ii). Therefore, the only

i ssue i s whether paynent should be nade on Matrix A-1 or Matrix
B-1 due to the finding of mtral valve prolapse. |If paid on
Matrix A-1, clainmant would be entitled to $551, 721.*

In May 2002, the Trust forwarded the claimfor review
by Waleed Irani, MD., one of its auditing cardiologists. 1In
audit, Dr. Irani concluded that there was no reasonabl e nedi ca
basis for Dr. Post's finding that clainmant did not have mtra

val ve prolapse. Dr. lrani concluded that: "[t]here appears to

be mtral valve prolapse. |Image quality nmake [sic] precise

4. Under the Settlenent Agreenment, 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 id. § IV.B.2.¢c.(2)(b). The Trust does not contest claimant's
entitlement to Level |1 benefits.
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measur enent of anount of prolapse difficult; however, it appears
to be 2 nm"°

Based on Dr. Irani's diagnosis of mtral valve
prol apse, the Trust issued a post-audit determ nation that M.
Goia was entitled only to Matrix B-1, Level Il benefits.
Pursuant to the Policies and Procedures for Audit and Di sposition
of Matrix Conpensation Clains in Audit ("Audit Policies and
Procedures”), claimnt contested this adverse determ nati on and
requested that the claimproceed to the show cause process
established in the Settlenent Agreenent. See Settlenent
Agreenent 8 VI.E. 7; Pretrial Oder ("PTO') No. 2457 (May 31,
2002), Audit Policies and Procedures 8 VI.® The Trust then
applied to the court for issuance of an Order to show cause why
Ms. Goia' s claimshould be paid on Matrix A-1. On Decenber 9,
2002, we issued an O der to show cause and referred the matter to
the Special Master for further proceedings. See PTO No. 2672
(Dec. 9, 2002).

5. In his initial attestation, Dr. lrani, in a handwitten
expl anation, states that the mtral valve prol apse "appears to be
>2mm" Dr. lrani's final certification, however, does not

indicate that the mtral valve prolapse is greater than 2 nm W
need not resolve this inconsistency. As discussed infra, the
audi ting cardiol ogist did not make the findings necessary under
the Settlenent Agreenent to reduce the paynent of Ms. Goia's
Matrix Benefits.

6. Clainms placed into audit on or before Decenber 1, 2002 are
governed by the Audit Policies and Procedures, as approved in PTO
No. 2457 (May 31, 2002). dCains placed into audit after

Decenber 1, 2002 are governed by the Rules for the Audit of

Mat ri x Conpensation C ains, as approved in PTO No. 2807 (Mar. 26
2003). There is no dispute that the Audit Policies and
Procedures contained in PTO No. 2457 apply to Ms. Goia's claim
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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 February 24, 2003.
Claimant submitted a sur-reply on March 7, 2003. The Show Cause
Record is now before the court for final determ nation. See
Audit Policies and Procedures § VI. O

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
t hat she does not have mitral valve prolapse as that condition is
defined in the Settlenent Agreenment. See id. 8§ VI.D.

Utimately, if we determ ne that there was 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. 8 VI.Q If, on the
ot her hand, we determ ne that there was a reasonabl e nedica
basis, we nust enter an Order directing the Trust to pay the
claimin accordance with the Settlenment Agreenent. See id.

In support of her claim M. Goia submtted the
affidavits of two additional cardiologists, Julia Wn, MD., and
Mark M Applefeld, MD. Consistent with the findings of
claimant's attesting physician, both doctors opined that claimnt
did not have mtral valve prolapse. Mrre specifically, Dr. Wen
opined that there is a reasonabl e nedical basis for concl uding

that cl ai mant "does not have mtral valve prol apse” and that "the
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parasternal |long-axis view on this echocardi ogram does not reveal
mtral valve prol apse greater than 2mm "™ Moreover, Dr. Applefeld
opined that "it is a reasonabl e nedical conclusion that the
parasternal |long-axis view on this echocardi ogram does not reveal
mtral valve prolapse.” Cainmant also argues that the auditing
cardi ol ogi st's concl usi on was "vague and i nconcl usive" and his
statenent that "[i]mge quality nmake [sic] precise nmeasurenent of
anount of prolapse difficult; however, it appears to be 2 mm' is
an insufficient basis for denying her claimfor Matrix A-1
benefits.

In response, the Trust argues that clainmant is
i nproperly attenpting to shift the burden to the Trust to show
that the auditing cardiologist's conclusion was rendered "with
the sane degree of nedical certainty as that required in a
medi cal mal practice action.” According to the Trust, the "proper
focus” is on the auditing cardiologist's "final conclusion and on
Claimant's burden of proof to refute that conclusion. In M.

G oia' s case the decisive conclusion is that she has mtral valve
prol apse and that no reasonabl e nedical basis exists to
substantiate Ms. Goia's claimon the A-1 Matrix."

In sur-reply, claimnt disputes the Trust's
characterization of the standard to be applied in determ ning her
cl ai mand argues that the appropriate standard is whether "there
was a reasonabl e nedical basis for the opinion of the certifying
cardiologist ... that Ms. G oia does not have mitral valve

prol apse, as defined in the Settlenment Agreenent.” Caimant al so
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argues, inter alia, that three Board Certified cardiol ogi sts have

concluded that there is a reasonabl e nedical basis for finding
t hat cl ai mant does not have mtral valve prol apse greater than 2
mllinmeters above the atrial-ventricular border during systole,
and greater than 5 mllinmeters |eaflet thickening during diastole
and that "the Trust has failed to submt any definitive evidence
to the contrary.™

The Settl enent Agreenent requires that a claimfor
benefits be reduced to Matrix B-1 if certain nmedical conditions
are present. See Settlenment Agreenent 8§ IV.B.2.d. In claimant's
case, her mtral valve claimnust be reduced to Matrix B-1 if she
has mtral valve prolapse, as that condition is defined in the

Settlenent Agreenment. See id. 8 1.39; see also id.

8§ IV.B.2.d.(2)(c)(ii)(b). As noted above, mtral valve prol apse
is defined as foll ows:

"Mtral Valve Prolapse” refers to a condition
where (a) the echocardi ogram vi deo tape or

di sk includes the parasternal |long axis view
and (b) that echocardi ographic view shows

di spl acenent of one or both mtral leaflets
>2mm above the atrial-ventricul ar border
during systole, and >5mm | eafl et thi ckening
during diastole, as determ ned by a Board-
Certified Cardiol ogist.

ld. 8 I.39.
After reviewing the entire Show Cause Record, we find
that clai mant has established a reasonabl e nedi cal basis for her

attesting physician's finding that she did not have mtral valve



prol apse.” Unlike other reduction factors (e.g. mtral annul ar
calcification), the Settlenment Agreenent sets forth specific
measur enents regardi ng whet her the presence of mtral valve
prol apse requires the paynent of reduced benefits on Matrix B-1.
In support of its position that claimant should be paid reduced
Matri x Benefits, the Trust solely relies on its auditing
cardi ol ogi st's conclusion. However, Dr. Irani nerely states
that: "[t]here appears to be mitral valve prolapse” and "it
appears to be 2mm ™" He further qualified his conclusion by
expl ai ni ng that neasurenent of claimant's mtral valve prol apse
was "difficult."”

Additionally, to reduce the paynent of a mtral valve
cl ai m based on a finding of mtral valve prolapse, the Settlenent
Agreenent explicitly requires that the parasternal |ong axis view
show a di spl acenent of one or both mtral leaflets greater than 2
mllinmeters above the atrial-ventricular border during systole,
and greater than 5 millineters |eaflet thickening during
di astole. The auditing cardiologist did not reach these two
conclusions. Indeed, the auditing cardiologist nmerely concl uded
that there "appears” to be mtral valve prolapse of 2 mllineters
and did not separately determne the level of mtral valve

prol apse during both systole and diastole. G ven the opinions of

7. The Trust argues that claimnt nust "denonstrate that she
does not experience mtral valve prol apse" to receive benefits.
This is incorrect. The standard is whether there is a reasonable
nmedi cal basis for finding that claimant does not have mtral

val ve prol apse as that condition is defined in the Settlenent

Agr eenent .
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claimant's cardiologists, and the auditing cardiologist's failure
to state that mtral valve prolapse is present and exceeds the
required 2 millineters in systole and 5 mllinmeters in diastole,
the Trust's determ nation that there is no reasonabl e nedi ca
basis for finding that claimant does not have mitral valve

prol apse i s erroneous.

For the foregoing reasons, we conclude that clainant
has met her burden in proving that there is a reasonabl e nedi cal
basis for her claimand thus, is entitled to Matrix A-1, Level |
benefits. We will, therefore, reverse the post-audit
determ nation by the Trust and order that claimant and her spouse

be paid in accordance with the Settl enment Agreenent.
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AND NOW on this 24th day of July, 2007, for the
reasons set forth in the acconpanying Menorandum it is hereby
ORDERED t hat the final post-audit determ nation of the AHP
Settlement Trust is REVERSED and that clainmants Nora G oia and
her spouse, Mchael Goia, are entitled to Matrix A, Level II
benefits. The Trust shall pay such benefits in accordance with
the Settlenent Agreenent and Pretrial Order No. 2805.

BY THE COURT:

[s/ Harvey Bartle III

C. J.



