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Mary Schrodi! ("Ms. Schrodi" or "claimant"), a class
menber under the Diet Drug Nationw de Class Action Settl enment
Agreenent ("Settlenment Agreenent”) with Weth, Inc.? seeks
benefits fromthe AHP Settl enment 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 nedical basis to
support her claimfor Mtrix Conpensation Benefits ("Matrix

Benefits").?

1. Claimant is Pro Se.

2. Prior to March 11, 2002, Weth was known as Aneri can Home
Product s Cor porati on.

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 set forth in the Settl enent
Agreenent. Finally, Part Ill is to be conpleted by the
claimant's attorney if he or she is represented.

In July 2000, claimnt submtted a conpleted G een Form
to the Trust signed by her attesting physician Howard S. Lite,
MD., FFACC, F.AS E Based on an echocardi ogram perfornmed on
Novenber 3, 1999, Dr. Lite attested in Part Il of the G een Form
that claimant suffered fromnoderate mtral regurgitation, an
abnormal left atrial dinmension, an abnormal |eft ventricul ar end-
systolic dinmension, a reduced ejection fraction in the range of
40%to 49% and aortic stenosis. Dr. Lite also attested that

cl ai mant did not have any level of aortic regurgitation and that

3(...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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she had surgery to repair or replace the aortic valve after the
use of Pondi m n® and/ or Redux™*

In reviewing the claimat issue, the Trust considered
claimant's Matrix A-1, Level 11l claimfor surgery to replace her
aortic valve as well as whether she was entitled to Matrix A-1,
Level 1l benefits because her Geen Formfacially set forth a
claimfor damage to her mtral valve. Under the Settl enment
Agreenent, only eligible claimants are entitled to Matrix
Benefits. Generally, a claimant is considered to be eligible for
Matrix Benefits if he or she is diagnosed with mld or greater
aortic or mtral regurgitation by an echocardi ogram perf orned
bet ween the comrencenent of Diet Drug use and the end of the

Screening Period. See Settlenment Agreenent 8 IV.B.1l.a.; see also

id. 8 I.22.
Eligible claimants are entitled to Level 111 benefits
for aortic valve surgery if the following definition is net:

(3) Matrix Level 11l is left sided val vular
heart di sease requiring surgery or
conditions of equal severity, and is
defined as:

(a) Surgery to repair or replace
the aortic and/or mtral
val ve(s) follow ng the use of
Pondi m n® and/ or Redux™

4. A handwritten note in the G een Formindicates that claimant
had only "trivial" aortic regurgitation. In a report of
claimant's echocardiogram Dr. Lite stated that "[a]ortic

i nsufficiency was present but appeared trivial," "[mitral

i nsufficiency was present and appeared probably noderate,"” and
the left atriumwas mldly dil ated.
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Settlenent Agreenment 8 IV.B.2.c.(3)(a); see also Geen Form App.
at 19. Thus, a claimnt nust have |l eft sided val vul ar heart

di sease and undergo surgery to repair or replace the aortic valve
after the ingestion of diet drugs.

A claimant is entitled to Level Il benefits for danage
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 Settlenment Agreenent. See Settlenment Agreenent
§ IV.B.2.c.(2)(b). 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 id. 8 1.22. The Settlenent Agreenent defines an abnor nal
left atrial dinension as a left atrial supero-inferior systolic
di mrension greater than 5.3 cmin the apical four chanber view or
a left atrial antero-posterior systolic dinmension greater than
4.0 cmin the parasternal long axis view. See id. A left
ventricul ar end-systolic dinmension is considered to be abnornal
if the dinension is greater than or equal to 45 mm by M node or a
2-D echocardiogram See id. An ejection fraction is considered
reduced for purposes of a mtral valve claimif it is nmeasured as
| ess than or equal to 60% See id.

I n Sept enber 2002, the Trust forwarded the claimfor
review by Waleed Irani, MD., one of its auditing cardiol ogists.
In audit, Dr. Irani concluded that there was no reasonabl e

medi cal basis for the attesting physician's finding that claimant
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had noderate mtral regurgitation, stating that claimant had only
"mld MR"®> Dr. Irani was not asked to review the findings of an
abnormal left atrial dinmension, abnormal |eft ventricul ar end-
systolic dimension or reduced ejection fraction.®

Based on Dr. Irani's diagnosis of mld mtra
regurgitation, the Trust issued a post-audit determ nation
denying Ms. Schrodi's claim Pursuant to the Policies and
Procedures for Audit and Disposition of Matrix Conpensation
Clainms in Audit ("Audit Policies and Procedures”), clainmant
di sputed 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

5. Dr. Irani also concluded that claimant had mtral annul ar
calcification, which is a reduction factor under the Settl enent
Agreenment. See Settlenent Agreement 8 IV.B.2.d.(2)(c)(ii)(d).
G ven the resolution of the issue of claimant's level of mtra
regurgitation as discussed infra, the presence of mtral annular
calcification is irrelevant to the resolution of this claim

6. As the Trust did not contest the attesting physician's
finding of an abnormal left atrial dinension, an abnormal |eft
ventricul ar end-systolic dinmension and a reduced ejection
fraction, each of which is a condition needed to qualify for a
Level Il claim the only issue is whether clainmant has noderate
mtral regurgitation.

7. 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. Schrodi's

claim
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then applied to the court for issuance of an Order to show cause
why Ms. Schrodi's claimshould be paid. On February 6, 2003, we
i ssued an Order to show cause and referred the matter to the
Special Master for further proceedings. See PTO No. 2736
(Feb. 6, 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. The Trust submitted a reply on April 10, 2003. Under
the Audit Policies and Procedures, it is within the Speci al
Master's discretion to appoint a Technical Advisor® to review
clainms after the Trust and claimant have had the opportunity to
devel op the Show Cause Record. See Audit Policies and Procedures
8 VI.J. The Special Mster assigned Technical Advisor, James F.
Burke, M.D., to review the documents submitted by the Trust and
claimant, and to prepare a report for the court. The Show Cause
Record and Technical Advisor's Report are now before the court
for final determination. Id. § VI.O.

The Techni cal Advisor, Dr. Burke, reviewed claimnt's

echocar di ogram and concl uded that there was no reasonabl e nedi cal

8. 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). |In cases, such as here, where there are
conflicting expert opinions, a court may seek the assistance of

t he Techni cal Advisor to reconcile such opinions. The use of a
Techni cal Advisor to "reconcil[e] the testinony of at |east two
out standi ng experts who take opposite positions” is proper. I|d.
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basis for the attesting physician's finding that clainmant had
noderate mitral regurgitation because her echocardi ogram
denonstrated only mld mtral regurgitation. More specifically,
Dr. Burke explained that only 7 seconds of color flow Doppler in
t he api cal four chanber view was available in real tinme and he
nmeasured claimant's RIALAA ratio in this view as 2% 6.6% and
12.4% Dr. Burke also noted that "[e]xcessive gain is used for
the color flow imagi ng" and the neasurenents of the beat used in
calculating the 12.4% RJA/LAA rati o were "an aberration conpared
to the other beats recorded, but still falls well within the
range of mld regurgitation.”

In response to the Technical Advisor's Report, claimant
submitted a letter fromDr. Lite, in which he reaffirned his view
that cl ai mant had noderate mtral regurgitation. Therein, Dr.
Lite stated that:

[I]n the parasternal |long-axis view, there is
a somewhat eccentric anteriorly directed
large jet of mtral insufficiency seen for
two beats which very clearly waps around to
the posterior aspect of the left atrium and
this jet very clearly occupies greater than
50 percent of the left atrial surface area in
this view Since this jet is directed
somewhat anteriorly, it would be very
difficult to clearly see in the apical four-
chanmber view, however, at 3:07 into the
recording, a jet is clearly seen extending
the length of the left atriumthat although
is "broken,” would clearly occupy 20 percent
of the surface area. |In addition, subsequent
pul sed wave Doppler clearly shows mtral
regurgitation signals that proceed to the
posterior aspect of the left atriumand there
is definite pul nonary vein systolic flow
reversal which is commonly seen in severe
mtral insufficiency. | graded her mtral
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i nsufficiency as noderate instead of severe

due to suboptinmal signals on apical four-

chanmber views; however, on the basis of the

above statenments, her mtral regurgitation

may wel | have been nmuch worse. There should

certainly be no argunent that her mtra

insufficiency is at | east noderate.

There are two issues presented for resolution of this
claim First, we nust determ ne whether claimant is entitled to
Level 111 Matrix Benefits. Second, we nust determ ne whether
cl ai mant has nmet her burden in proving that there is a reasonabl e
medi cal basis for the attesting physician's finding that she had
noderate mitral regurgitation and thus is entitled to Level |
Matrix Benefits. See id. 8§ VI.D. Utimtely, if we determne
that there was no reasonabl e nedical basis for the answer in
claimant's Green Formthat is 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 for the
answer, we must enter an Order directing the Trust to pay the
claimin accordance with the Settlenent Agreenent. See id.

I n support of her claim clainmnt argues that her
i ngestion of Diet Drugs caused her aortic valve repl acenent

surgery and her attesting physician, Dr. Lite, is one of the "top

cardiologist's [sic] in St. Louis . In response, the
Trust argues that claimant failed to neet her burden of proof
because she did not submt any additional evidence in support of
her claims. Wth respect to claimant's Level 111 claim the

Trust further explains that claimant's aortic val ve repl acenent
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surgery was due to aortic stenosis, which is not a conpensabl e
val vul ar condition under the Settl enent Agreenent. The Trust

al so argues that only aortic valve surgery that occurs after the
i ngestion of Diet Drugs and the onset of noderate or severe
aortic regurgitation is conpensable. As Dr. Lite attested in the
Green Formthat claimant had no aortic regurgitation, the Trust
argues that claimant is not entitled to Level IIl benefits for
her aortic valve replacenment surgery. After reviewing the entire
Show Cause Record, we find that claimant is not entitled to
either Level 111 benefits for surgery to replace her aortic valve
or Level 1l benefits for danage to her mtral valve.

As to claimant's Level |1l claim claimnt's nedical
condition appears to neet the definition of a Level IIl claimas
the Trust does not contest that: (1) claimant's aortic valve
required surgery; or (2) clainmnt had surgery to replace her
aortic valve following the use of Pondi m n® and/ or Redux™ As we
previ ously explained in PTO No. 3192, neeting the definition of
Level 111 alone is insufficient to qualify for Matrix Benefits.
Rat her, a claimant al so nust satisfy the eligibility requirenents
set forth in Section IV.B.1.a. of the Settlenment Agreenent. See
PTO No. 3192 at 3. |If a claimant is deened eligible under the
Settl ement Agreenent, he or she may receive Matrix Benefits only
for matrix-level conditions resulting fromthe valve or val ves
for which eligibility was satisfied. See Settlenment Agreenent 8§

IV.B.2.h and IV.B.2.i. Thus, claimant was required to establish



her eligibility to seek Matrix Benefits for surgery on her aortic
val ve by denonstrating at least mld aortic regurgitation.

In claimant's Green Form Dr. Lite attested that
claimant did not have mld, noderate or severe aortic
regurgitation and, in a handwitten notation in the G een Form
stated that claimant only had "trivial AR " Accordingly,
consistent with the terns of the Settlenent Agreenment, clai mnt
does not neet the threshold eligibility requirenent for seeking
Matri x Benefits and her Level 111 claimbased on surgery to
repl ace her aortic valve nust be deni ed.

Wth regard to the Level Il claim clainmant has not et
her burden in establishing a reasonabl e nedical basis for Dr.
Lite's finding that she had noderate mtral regurgitation. The
Techni cal Advisor, Dr. Burke, concluded that the level of mtra
regurgitation shown on clainmant's echocardi ogramclearly fel
within the definition of mld mtral regurgitation. Dr. Burke
determ ned that excessive gain was used for the color flow
i mgi ng on claimant's echocardi ogram and, at best, claimant's
RIA/LAA ratio in the apical four chanber view was 12.4%

Wil e claimant submitted a letter fromDr. Lite in
response to the Technical Advisor's Report, we disagree that such
| etter supports the conclusion that there is a reasonabl e nedi cal
basis for Ms. Schrodi's Level Il claim In the letter, Dr. Lite
fails to address the Technical Advisor's findings. 1In
particular, Dr. Lite does not rebut the Technical Advisor's

observation that excessive gain was used for the color flow
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i mgi ng on claimant's echocardi ogram A "reasonabl e nedi cal
basi s" does not exist for any conclusion of a cardiol ogist that
i s based on over-nmani pul at ed echocardi ogram settings that result
inan inflated |l evel of regurgitation. See PTO No. 2640 at 11
(Nov. 14, 2002) (finding that conduct "beyond the bounds of

nmedi cal reason” can include over-mani pul ati ng echocar di ogram
settings).

Additionally, Dr. Lite bases his finding of noderate
mtral regurgitation, at least in part, on two beats in the
parasternal long-axis view. As defined in the Settl enent
Agreenent, noderate or greater mtral regurgitation is present
where the RJA in any apical viewis equal to or greater than 20%
of the LAA. See Settlenent Agreenent 8 1.22. Dr. Lite, however,
neither states that the apical view on claimnt's echocardi ogram
is not evaluable nor contests the Technical Advisor's concl usion
that claimant's RIALAA ratio in the apical four chanber viewis
consistent wwth mld mtral regurgitation. Thus, under these
ci rcunst ances, cl ai mant cannot neet her burden in proving a
reasonabl e nedical basis for her claimbased on Dr. Lite's
opi nion that noderate mtral regurgitation is depicted in the
parasternal |ong-axis view

Finally, Dr. Lite appears to opine that one "broken"
jet in the apical four-chanber view occupies "20 percent of the
surface area.” Oher than this anbiguous statenent, Dr. Lite has
failed to quantify claimant's |l evel of mtral regurgitation as

required by the Settlenent Agreenment. See Settlenent Agreenent
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§ IV.B.2.c.(2)(b). Moreover, we previously have stated that
"‘Tolnly after reviewing nultiple |oops and still frames can a
cardi ol ogi st reach a nedically reasonabl e assessnent as to
whet her the twenty percent threshold for noderate mtra
regurgitation has been achieved.'™ PTO No. 6897 (Jan. 26, 2007)
(quoting PTO No. 2640 at 9). Therefore, we find that Dr. Lite's
opi nion that one "broken" jet in the apical view denpbnstrates an
RJA/LAA ratio of 20% i s inadequate.

For the foregoing reasons, we conclude that clainant
has not nmet her burden of proving that there is a reasonabl e
medi cal basis for either her Level 11 or Level Ill claim
Therefore, we will affirmthe Trust's denial of M. Schrodi's

clains for Matrix Benefits.
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AND NOW on this 25th day of My, 2007, for the reasons
set forth in the acconpanyi ng Menorandum it is hereby ORDERED
that the post-audit determ nation of the AHP Settlenment Trust is
AFFI RVED and the Level 11 and Level 111 clains submtted by
cl ai mant Mary Schrodi are DEN ED.

BY THE COURT:

[s/ Harvey Bartle III

C. J.



