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PRODUCTS LI ABI LI TY LI TI GATI ON
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2:16 NMD 1203

VEMORANDUM | N SUPPORT OF SEPARATE PRETRI AL ORDER NO

Bartle, C. J. Sept enber 3, 2010
Hel en Goodman ("Ms. Goodnman" or "clainmant"), a cl ass

menber under the Diet Drug Nationw de Class 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. Austin A Goodman, Ms. Goodnman'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 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
(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 nedi cal condition that
correlate to the Matrix criteria set forth in the Settlenent
Agreenment. Finally, claimant's attorney nust conplete Part 11
if claimant is represented.

In October, 2003, claimnt submtted a conpleted G een
Formto the Trust signed by her attesting physician, Van H
De Bruyn, MD., F.A C.C. Based on an echocardi ogram dat ed
June 1, 2000, Dr. De Bruyn attested in Part Il of Ms. Goodman's
Green Formthat she suffered fromsevere mtral regurgitation and
had surgery to repair or replace the aortic and/or mtral valves

followi ng the use of Pondi m n® and/ or Redux™* Based on such

3. (...continued)

contributed to a claimant's val vul ar heart disease ("VHD'). See
Settlement 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. 1In 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 close of the Screening Period or who took the drugs for 60
days or less or who had factors that would make it difficult for
themto prove that their VHD was caused solely by the use of

t hese di et drugs.

4. Dr. De Bruyn also attested that claimant suffered frommld
aortic regurgitation, aortic sclerosis, an abnormal left atrial
(continued. . .)
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findings, claimnt would be entitled to Matrix A-1, Level I11°
benefits.?®

Dr. De Bruyn also attested in claimant's Green Form
that Ms. Goodman did not suffer frommtral annul ar
calcification. Under the Settlenent Agreenent, the presence of
mtral annular calcification requires the paynent of reduced
Matrix Benefits. See Settlenment Agreenent
§ IV.B.2.d.(2)(c)ii)d). As the Trust does not contest
Ms. Goodman's entitlenment to Level 111 benefits, the only issue
before us is whether claimant is entitled to paynment on
Matrix A-1 or Matrix B-1.

In June, 2004, the Trust forwarded the claimfor review
by Kevin S. Wi, MD., one of its auditing cardiologists.” In

audit, Dr. Wi concluded that there was no reasonabl e nedi cal

4. (...continued)

di mrension, a reduced ejection fraction in the rage of 50%to 60%
and New York Heart Association Functional Cass Il synptons.
These conditions, however, are not at issue in this claim

5. In Part |I of her Geen Form M. Goodnman requested Matrix
Benefits at Level IV. Upon review of claimnt's G een Form and
supporting materials, the Trust determ ned, and cl ai mant did not
di spute, that Ms. Goodman all eged conditions consistent only with
a claimfor Level Il benefits.

6. Under the Settlenent Agreenent, a claimant is entitled to
Level 111 benefits if he or she suffers from"left sided val vul ar
heart disease requiring ... [s]urgery to repair or replace the
aortic and/or mtral valve(s) follow ng the use of Pondi m n®
and/ or Redux™" See Settlenent Agreenent 8 IV.B.2.c.(3)(a).

7. Followng his evaluation of claimnt's echocardi ogram
Dr. Wei resigned fromthe programin light of a conflict of
interest. Caimant did not elect to have her claimre-audited.
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basis for Dr. De Bruyn's finding that clainmnt did not have
mtral annular calcification. In support of this concl usion,
Dr. Wei explained that "[mitral annular calcification involving
the posterior mtral annulus [is] seen on [the parasternal |ong-
axis] view "

Based on the auditing cardiologist's finding that
claimant had mtral annular calcification, the Trust issued a
post-audit determ nation that Ms. Goodnman was entitled only to
Matrix B-1, Level 111l benefits. Pursuant to the Rules for the
Audit of Matrix Conpensation Cains ("Audit Rules"), clainmant
contested this adverse determination.® 1In contest, clainmant
submtted a statement fromC D. WIllians, MD., the surgeon who
performed claimant's mtral valve surgery, in which he stated
that "[a]s ny operation note states - no calcification seen.™

The Trust then issued a final post-audit determ nation,
again determning that Ms. Goodman was entitled only to
Matrix B-1, Level I1l benefits. Cainmant disputed this final
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

8. Cdains 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. CGoodman's claim
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show cause why Ms. Goodnman's claimshould be paid. On
May 20, 2005, we issued an Order to show cause and referred the
matter to the Special Master for further proceedings. See PTO
No. 5244 (May 20, 2005).

Once the matter was referred to the Special Master, the
Trust submitted its statement of the case and supporting
docunentation. Caimant did not submt a response to the Trust's
statenent of the case, thereby relying only on the materials
subm tted during the contest phase of the audit process. Under
the Audit Rules, it is within the Special Mster's discretion to
appoi nt 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 Rule 30. The Special Master assigned a
Techni cal Advisor, Gary J. Vigilante, MD., F.A CC, to review
t he docunents submtted by the Trust and claimant and to 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 met her burden in proving that there is a

9. A "[Technical] [Aldvisor's role is to act as a soundi ng board
for the judge-helping 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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reasonabl e nedi cal basis for the attesting physician's finding
that she did not have mtral annular calcification. See id.

Rule 24. Utimtely, if we determne that there is no reasonabl e
nmedi cal basis for the answer in claimant's Green Formthat is at

i ssue, we nmust affirmthe Trust's final determ nation and may
grant such other relief as deened appropriate. See id.

Rule 38(a). |If, on the other hand, we determine that there is a
reasonabl e nedical basis for the answer, we nust enter an Order
directing the Trust to pay the claimin accordance with the
Settlenment Agreenent. See id. Rule 38(b).

The Technical Advisor, Dr. Vigilante, reviewed
cl ai mant' s echocardi ogram and concl uded that there was no
reasonabl e nedi cal basis for the attesting physician's finding
that Ms. Goodman did not have mitral annular calcification.
Specifically, Dr. Vigilante determ ned that:

There was m|ld but definite calcification of

a portion of the mtral annulus. |In

particul ar, the posterol ateral annul us had

several bright echodensities and increased

refractoriness classic for mtral annular

calcification. 1In addition, the anteronedial

annul us also had mitral annular calcification

with increased echodensities. The mtral

annul us was t hi ckened.

After reviewing the entire show cause record, we find
claimant's argunents are without nmerit. First, clainmnt does not
adequately refute Dr. Wei's conclusion that mtral annular
calcification was present in the parasternal |ong-axis view of

her echocardiogram |Instead, she submtted a statenent from

Dr. WIllianms that his operative notes did not reflect that there
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was calcification. Dr. WIIlians, however, did not opine as to
whet her cl ai mant's echocardi ogram denonstrated mtral annul ar
calcification

Mor eover, cl ai mant does not contest Dr. Vigilante's
observation that "the echocardi ogram of June 1, 2000 denonstrated
cl assi ¢ echocardi ographic features of mtral annul ar
calcification" and that "[a]n echocardi ographer could not
reasonably conclude that mtral annular calcification was not
present on this echocardi ogram even taking into consideration the
i ssue of inter-reader variability." Despite an opportunity to do
so, claimant did not submt a response to the Technical Advisor
Report. See Audit Rule 34.

For the foregoing reasons, we conclude that clainmant
has not net her burden of proving that there is a reasonabl e
nmedi cal basis for finding that she did not have mitral annular
calcification. Therefore, we will affirmthe Trust's denial of
Ms. Goodman's claimfor Matrix A benefits and the rel ated

derivative claimsubmtted by her spouse.
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AND NOW this 3rd day of Septenber, 2010, 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 AFFIRVED and that the Matrix A Level 11
clainms submtted by clai mant Hel en Goodman and her spouse,
Austin A. Goodman, are DENI ED. C ai mant Hel en Goodman and her
spouse, Austin A Goodman, are entitled only to Matrix B,

Level [11 benefits.

BY THE COURT:

[s/ Harvey Bartle 11

C. J.



