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Bartle, C. J. January 26, 2007
Sondra Nace ("Ms. Nace" or "claimant"), a class nenber

under the Diet Drug Nationw de Class Action Settlenment Agreenent

("Settlenment Agreenment”) with Weth Inc.,! seeks benefits from

the AHP Settlement 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. 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
presence of other nedical conditions that al so may have caused or
contributed to a claimant's val vul ar heart disease ("VHD'). See
Settlement Agreenent 88 IV.B.2.b. and I1V.B.2.d.(1)-(2). Matrix
A-1 describes the conpensation available to Diet Drug Recipients
wi th serious VHD who took the drugs for 61 days or |onger and who
did not have any of the alternative causes of VHD that nmade the B
(conti nued. ..)



To seek Matrix Benefits, a claimnt nust 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.

In March 2002, claimnt submtted a Geen Formto the
Trust. Based on an echocardi ogram dated Novenber 29, 2001,
claimant's physician, Elliot D. Agin, MD., attested in Part |
of her Geen Formthat she suffered fromnoderate mtra
regurgitation and an abnormal left atrial dinmension. 1In the
report for claimant's echocardi ogram Roger W Evans, MD.,
F.ACP., FFACC , stated that claimnt had "[moderately [sic]
mtral regurgitation due to mtral valve prol apse” and that her

"left atriumis slightly increased in size 4.1 cm" |f accepted,

2.(...continued)

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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claimant would be entitled to Matrix A-1, Level Il benefits in
t he anmount of $449, 381. 00.°3

Under the Settlenment Agreenent, a claimant is entitled
to Level Il Matrix Benefits for danmage to the mtral valve if he
or she is diagnosed with noderate or severe mtral regurgitation
and one of five conplicating factors delineated in the Settl enent
Agreenment. See Settlenent Agreenment 8§ IV.B.2.c.(2)(b). An
abnormal left atrial dinension is one of the conplicating factors
needed to qualify for a Level Il claim Under the definition set
forth in the Settl enent Agreenent, noderate or greater mtral
regurgitation is present where the Regurgitant Jet Area ("RJA")
in any apical viewis equal to or greater than 20% of the Left
Atrial Area ("LAA"). See id. 8 1.22. An abnormal left atrial
dimension as a left atrial supero-inferior systolic dinmension
greater than 5.3 cmin the apical four chanber view or a |eft
atrial antero-posterior systolic dinmension greater than 4.0 cmin
the parasternal long axis view See id. 8 I1V.B.2.c.(2)(b).

| n Decenber 2002, the Trust forwarded the claim at
issue to one of its auditing cardiologists, Keith B. Churchwell,
MD., for review. In audit, Dr. Churchwell concluded that there

was no reasonabl e nmedical basis for Dr. Agin's finding that

3. In Part |I of her Geen Form claimnt requested benefits on
Matrix B-1. Part Il of claimant's G een Form however, does not

i ndi cate the presence of any reduction factors, which would
requi re paynment on Matrix B-1. As discussed infra, resolution of
the issue of which Matrix would apply to the claimis unnecessary
because cl ai mant does not have the requisite | evel of
regurgitation and one of the five conplicating factors delineated
in the Settlement Agreenent for her claimto be conpensabl e.
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cl ai mant had noderate mtral regurgitation because her

echocar di ogram denonstrated only "trivial" mtral regurgitation.?
Dr. Churchwell also concluded that there was no reasonabl e

medi cal basis for Dr. Agin's finding that claimant had an
abnormal left atrial dinension. According to Dr. Churchwell,
claimant's left atrial size was 3.7 cmin the parasternal |ong-
axis view and 4.5 cmin the apical four chanber view.

Thereafter, the Trust issued a post-audit determ nation
denying Ms. Nace's claim® Pursuant to the Policies and
Procedures for Audit and Disposition of Matrix Conpensation
Clainms in Audit ("Audit Policies and Procedures”), clainant
contested this adverse determ nation and requested that the claim
proceed to the show cause process established in the Settl enment
Agreenent. See Settlenent Agreenment 8 VI.E. 7; Pretrial Oder
("PTO') No. 2457, Audit Policies and Procedures 8 VI.® The Trust
then applied to the court for issuance of an Order to show cause

why Ms. Nace's claimshould be paid. On April 30, 2003, we

4. Dr. Churchwell noted that clainmant's echocardi ogram
contained "[e]xtremely difficult & limted views."

5. Based on findings in audit, the Trust issues a post-audit
determ nati on regardi ng whether or not a claimant is entitled to
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. See PTO No. 2457 (May 31, 2002). dainms placed into
audit after Decenber 1, 2002 are governed by the Rules for the
Audit of Matrix Conpensation Cains, as approved in PTO No. 2807
See PTO No. 2807 (Mar. 26, 2003). By letter dated Cctober 21,
2002, claimant was notified that her claimwas selected for

audit. Thus, the Audit Policies and Procedures govern her claim
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i ssued an Order to show cause and referred the matter to the
Speci al Master for further proceedings. See PTO No. 2839
(Apr. 30, 2003).

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 on June 4, 2003. The Trust submtted a reply on June 26,
2003. Under the Audit Policies and Procedures it is within the
Special Master's discretion to appoint a Technical Advisor’ to
review clains after the Trust and cl ai mant have had the
opportunity to devel op the Show Cause Record. See Audit Policies
and Procedures 8 VI.J. The Special Mster assigned Techni cal
Advi sor, Gary J. Vigilante, 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's Report are now before the court for fina
determnation. 1d. §8 VI.O

The two issues presented for resolution of this claim
are whet her clainmant has net her burden in proving that there is

a reasonabl e nedical basis for the attesting physician's findings

7. 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
technical problens.” Reilly v. US., 863 F.2d 149, 158 (1st Gr
1988). In cases, such as here, where there are conflicting
expert opinions, a court nmay seek the assistance of the Technical
Advi sor to reconcile such opinions. See id. (use of a Techni cal
Advi sor to "reconcil[e] the testinony of at |east two outstanding
experts who take opposite positions" is proper).
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that she had noderate mitral regurgitation and an abnormal |eft
atrial dinension. See id. § VI.D. Utimately, if we determ ne
that there was no reasonabl e nedical basis for the answers in
claimant's Green Formthat are at issue, we nust confirmthe
Trust's final determ nation and nmay grant such other relief as
deened appropriate. See id. 8 VI.Q If, on the other hand, we
determ ne that there was a reasonabl e nedical basis, we nust
enter an Order directing the Trust to pay the claimin accordance
with the Settlenent Agreenent. See id.

During the show cause process, clainmant submtted four
color still frames from her Novenber 29, 2001 echocardi ogram
vi deotape, referred to as Franmes 1, 2, 3, and 4. Caimant argues
that the still frames denonstrate that she had noderate mitra
regurgitation and an enlarged left atrial dinension.?
Specifically, she argues that: (1) Frames 1 and 2 show
Regurgitant Jet Area/lLeft Atrial Area ("RJA/LAA") ratios of 42%
and 31% respectively; and (2) Frames 3 and 4 evi dence an abnor nal
left atrial dinension neasured at 5.44 cmand 4.05 cm
respectively.

A clai mant seeking Matrix Benefits nust provide an
echocardi ogram that neets specific and defined criteria. See
Settlenent Agreenment 8 VI.C.1. An attesting physician's opinion

cannot have a reasonabl e nedical basis if the underlying

8. Al t hough claimant represents that the still franmes attached
to her response were taken from her Novenber 29, 2001
echocardi ogram we note that she did not provide a certification
froma cardiologist to authenticate such still franes.
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echocar di ogram does not support the conclusions reflected in Part
Il of the Geen Form W reject claimant's argunent that the
still frames from her echocardi ogram denonstrate a reasonabl e
medi cal basis for her attesting physician's findings that she has
noderate mitral regurgitation and an abnornal left atrial

di mensi on.

The Settl enent Agreenent specifies criteria for
conducti ng echocardi ograns. Settlenent Agreenent 8 VI.C.1.b. An
echocardiogramis performed by using sound waves to create a
nmovi ng i mage of the heart. The cardiologist performng the
echocardi ogramwi || create videotaped i mages of nultiple |oops®
and still franmes of the claimant's heart. Still franmes are
created when the cardiol ogist periodically freezes the noving
imge to neasure the claimnts regurgitant jet. W have
previously stated that although still frames are necessary to
determne a claimant's level of mtral regurgitation, they are
not sufficient alone. "Only after reviewing multiple |oops and
still frames can a cardiol ogist reach a nedically reasonabl e
assessnment as to whether the twenty percent threshold for
noderate mitral regurgitation has been achieved.” PTO No. 2640
at 9.

The Techni cal Advisor, Dr. Vigilante, concluded that

there was no reasonabl e nedical basis for the attesting

9. Loops show a conplete cardiac cycle. A cardiac cycle has two
phases: (1) diastole, where the heart fills with blood, and (2)
systole, the enptying of the heart.
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physi cian's findings of noderate mtral regurgitation and an
abnormal left atrial dinension. Wth respect to the |evel of
regurgitation, he concluded that:

[c]olor flowis only perforned in the

par asternal view and apical four-chanber view
for evaluation of mtral regurgitation

There is an incorrect gain setting with col or
flow artifact seen within the ventricular and
atrial myocardium On the parasternal |ong
axis view, only trace mtral regurgitation
can be seen. In the apical four-chanber
view, there is only mld mtral regurgitation
with the RIA/LAA area of less than 10% The
two still frames of mitral regurgitation
provi ded by the Clainmant's attorneys were
found on this tape. These still franmes are
not representative of the mtra

regurgitation jet and actually represent
artifact. This was seen only in a split
second and clearly is not noted during the
rest of systole. This is "back flow
artifact. The true regurgitant jet can
easily be seen within a couple of franes
after this artifact. Once again, this true
regurgitant jet is quite small and clearly

m | d.

Dr. Vigilante also determined that claimant's |eft
atrial dinmension was norrmal and that:

[t]his was neasured as 3.5 cmin dianmeter in
the antero-posterior systolic dinension in
the parasternal |ong axis view including at
the tine that frane # 4 was generated by the
Claimant's attorneys. In addition, left
atrial size was neasured at 5.1 cmin

di aneter in the supero-inferior systolic

di rension in the apical four-chanber view
including at that tinme that frane # 3 was
generated. Right-sided cardiac structures
were not well seen due to technical
limtations.

Al t hough permtted, clainmnt did not refute or respond

to the specific issues identified in Dr. Vigilante's Report.



Particularly, claimnt did not respond to his observations that
an incorrect gain setting was used in performng claimant's
echocardi ogram and that the still frames presented by cl ai mant
actually represent "back flow' artifact as opposed to true
regurgitation. Finally, claimant did not authenticate the still
frames she relies upon in challenging the conclusions of the
Trust's auditing cardiol ogi st.

Based on our review of the Show Cause Record, we
concl ude that clainmant has not met her burden in proving that
there is a reasonabl e nedical basis for her claim Therefore, we

affirmthe Trust's denial of her claimfor Mtrix Benefits.



IN THE UNI TED STATES DI STRI CT COURT
FOR THE EASTERN DI STRI CT OF PENNSYLVANI 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 BROWN, et al . ClVIL ACTI ON NO. 99-20593
V. 2:16 NMD 1203

AMERI CAN HOVE PRODUCTS

)
)
)
)
)
)
)
)
)
)
g
CORPORATI ON )

PRETRI AL ORDER NO

AND NOW on this 26th day of January, 2007, for the
reasons set forth in the acconpanying Menorandum it is hereby
ORDERED that the Level Il Mtrix claimsubmtted by clai mant
Sondra Nace is DEN ED.

BY THE COURT:

[s/ Harvey Bartle III

C. J.



