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Teresa Tel schow ("Ms. Tel schow' or "claimant") is a
cl ass nmenber seeking benefits fromthe AHP Settl enent Trust
("Trust"), which was established under the Diet Drug Nationw de
Class Action Settlenent Agreenent with Weth! ("Settl enent
Agreenent").?2 Based on the record devel oped in the show cause
process, we nust determ ne whether claimant has denonstrated a
reasonabl e nedi cal basis to support her claimfor Mtrix

Conpensation Benefits ("Matrix Benefits").?

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

2. August Tel schow, Ms. Tel schow s spouse, has also submtted a
claimfor derivative 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
(continued. ..)



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. To obtain
Matrix Benefits, a claimant nust establish that there is a
reasonabl e nedical basis for his or her claimunder the criteria
set forth in the Settlenent Agreenent. Accordingly, a claimnt
may recover benefits if the attesting physician's reading of the
echocardi ogram and thus his or her acconpanyi ng G een Form has
a reasonabl e nedi cal basis.

I n January 2002, clainmant submtted a conpleted G een

Formto the Trust signed by her attesting physician Thonas

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. & 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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Davi dson, M D. Based on an echocardi ogram dated July 18, 2001
Dr. Davidson attested in Part Il of Ms. Telschow s Green Form
that she suffered fromnoderate mtral regurgitation, an abnornal
| eft atrial dinension, and pul nonary hypertensi on secondary to
noderate mtral regurgitation. Based on such findings, clainant
woul d be entitled to Matrix A-1, Level Il benefits in the anount
of $492,142.4

In the report of clainmant's echocardi ogram David A
Rawing, MD., F.A C.C., the review ng cardiol ogist, stated that
cl ai mant had "noderately severe” mtral regurgitation. 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 Settlenment Agreenent
§1.22. Dr. Rawing also stated that clainmant had "[m oderate
left atrial ... enlargenent.” The Settlenment Agreenent defines
an abnormal left atrial dinmension as a left atrial
supero-inferior systolic dinension greater than 5.3 cmin the
api cal four chanber view or a left atrial antero-posterior
systolic dinmension greater than 4.0 cmin the parasternal |ong
axis view See id. 8§ IV.B.2.c.(2)(b). Lastly, Dr. Rawing

estimated claimant's peak pul nonary artery pressure as 47 nm Hg

4. 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 Settlement Agreenent |1V.B.2.c.(2)(b).
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by Doppl er evaluation. Under the Settl enent Agreenment, pul nonary
hypertensi on secondary to noderate or greater nmtra

regurgitation is defined as peak systolic artery pressure >40 nm
Hg neasured by cardiac catheterization or >45 nm Hg neasured by
Doppl er echocardi ography, at rest, utilizing standard procedures
assumng a right atrial pressure of 10 mmHg. See id.

In April 2003, the Trust forwarded the claimat issue
to Waleed N. Irani, MD., one of its auditing cardiologists. In
audit, Dr. Irani concluded that there was no reasonabl e nedi ca
basis for Dr. Davidson's finding that clainmant had noderate
mtral regurgitation. According to Dr. Irani, "only mld M
[was] present.” In addition, Dr. Irani concluded that there was
no reasonabl e nedi cal basis for finding an abnormal left atrial
dimension. Dr. Irani was not asked to review whet her clai mant
had pul nonary hypertensi on secondary to noderate or greater
mtral regurgitation.?®

Thereafter, the Trust issued a post-audit determ nation
denying Ms. Telschow s claim® Pursuant to the Rules for the

Audit of Matrix Conpensation Cains ("Audit Rules"), clainmant

5. It should be noted that Dr. Irani confirmed that clainmant had
pul nonary hypertension. Therefore, if claimnt establishes that
she was di agnosed with noderate mtral regurgitation, her

pul nonary hypertension would qualify as a conplicating factor as
it would be secondary to noderate mtral regurgitation

6. Based on findings in audit, the Trust issues a post-audit
determ nation regarding whether a claimant is entitled to Matrix
Benefits. A claimant may submt contest materials to challenge a
post-audit determ nation. After considering any contest
materials, the Trust then issues a final post-audit

determ nation

-4-



contested this adverse determination.” 1In contest, clainmant
subm tted, anong other things, declarations fromtwo

cardi ol ogi sts, Jack Schwade, M D. and Jose Rivera, MD. 1In the
first declaration, Dr. Schwade stated, in pertinent part, that
claimant's RIA/LAA ratio was 38% and her left atrial antero-
posterior systolic dinmension in the parasternal |ong-axis view
was 4.5 cm?® 1In the second declaration, Dr. Rivera stated, in
pertinent part, that claimant's RIA/LAA ratio was 25% and her

| eft atrial antero-posterior systolic dinension in the
parasternal |long-axis viewwas 4.2 cm These decl arations
support findings of noderate mtral regurgitation and an abnor nal
left atrial dinension.

Based on claimant's contest, the Trust submtted her
claimto Dr. Irani for a second review. Dr. Irani confirned his
previ ous conclusions that there was no reasonabl e nedi cal basis
for Dr. Davidson's finding of noderate mtral regurgitation or an
abnormal left atrial dinension. Specifically, Dr. Irani stated
t hat :

In real time, Caimant's level of mtral
regurgitation is clearly mld. daimnt's

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.

Tel schow s claim

8. Dr. Schwade attached two still franes fromclai mant's
echocardi ogramin support of his findings.
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Attesting Cardiologist inflated the

regurgitant jet area ("RJA") to left atria

area ("LAA") ratio by grossly overtracing the

RJA. Claimant's Attesting Cardi ol ogi st

relied upon planinmetry that overtraced the

regurgitant jet to include substanti al

pul nonary venous inflow. Caimant's true

RIA/LAA ratio is less than 10%

| nmeasured Claimant's left atrial dinension

in the parasternal long-axis view in 2D node

and concl uded that it neasures 3.93 cm

Thereafter, the Trust issued a final post-audit
determ nati on, again denying Ms. Telschow s claim® d ai mant
di sputed this final 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; PTO No. 2807
Audit Rule 18(c). The Trust then applied to the court for
i ssuance of an Order to show cause why Ms. Tel schow s claim
shoul d be paid. On January 29, 2004, we issued an Order to show
cause and referred the matter to the Special Master for further
proceedi ngs. See PTO No. 3228 (Jan. 29, 2004).

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

9. Inits denial letter, the Trust asserted that clai mant
violated the Audit Rules by submtting nore than one expert
report. Specifically, the Trust argued that claimnt was limted
to one verified statenent froman expert under Audit Rule 18(b),
whi ch provides that a clainmant may contest a determ nation by
submtting "certain materials ... to the Trust" and that such
materials "may include a verified statenment of a nedical expert.”
We disagree. Contrary to the Trust's position, there is no
express limtation on the nunber of verified expert opinions that
may be submitted by a claimant and we decline to i npose one.
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Master. The Trust submitted a reply on April 7, 2004. d ai mant
submtted a Sur-Reply on April 22, 2004. Under the Audit Rul es,
it is wthin the Special Master's discretion to appoint a
Techni cal Advisor' to review clains after the Trust and cl ai nant
have had the opportunity to devel op the Show Cause Record. See
Audit Rule 30. The Special Master assigned Technical Advisor,
Gary J. Vigilante, M.D., F.A.C.C., to review the docunents
submtted by the Trust and claimant, and prepare a report for the
court. The Show Cause Record and Technical Advisor's Report are
now before the court for final determnation. 1d. at 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 findings
that she had noderate mitral regurgitation and an abnormal |eft
atrial dinmension. See id. at Rule 24. Utimtely, 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 may grant such ot her
relief as deemed appropriate. See id. at Rule 38(a). If, on the

ot her hand, we deternm ne that there was a reasonabl e nedi ca

10. 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 technical problens.” Reilly v. US., 863 F.2d 149, 158 (1st
Cr. 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. The use of a Techni cal

Advi sor to "reconcil[e] the testinony of at |east two outstanding
experts who take opposite positions” is proper. |d.
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basis for the answers, we must enter an Order directing the Trust
to pay the claimin accordance with the Settlenent Agreenent.
See id. at Rule 38(b).

In support of her claim M. Tel schow argues, anong
other things, that there is a reasonabl e nedical basis for her
cl ai m because four doctors concluded that she had noderate mtral
regurgitation and an abnormal left atrial dinension. The Trust
responded principally by relying on the determ nation of its
audi ti ng cardi ol ogi st.

The Technical Advisor, Dr. Vigilante, reviewed
cl ai mant' s echocardi ogram and concl uded that there was a
reasonabl e nedi cal basis for the attesting physician's findings
of noderate mtral regurgitation and an abnornmal |eft atrial
di mrension. Specifically, Dr. Vigilante found that:

| reviewed the echocardi ogram of July 18,

2001 in detail. This was a good quality

study with the standard vi ews denonstrated on
the tape. This study denonstrates a

11. dainmant also argues that: (1) the phrase "reasonable

medi cal basis" is a fluid term which incorporates inter-reader
variability; (2) the auditing cardiologist's attestation form
wor ksheet and certification do not conply with the Audit Rul es;
(3) the auditing cardiologist's opinion is inadm ssible because
it fails to explain the Iack of a reasonabl e nedical basis; and
(4) the Trust's conduct anmobunts to a violation of claimnt's due
process rights. The Trust responds that: (1) claimant's
characterization of the reasonable nmedical basis standard is
incorrect; (2) the auditing cardiologist followed the Audit Rul es
and conpleted the attestation form properly, which incorporates
the requirenents of the Settlenent Agreenent and the Audit Rul es;
(3) claimant's inter-reader variability argunent does not refute
the auditing cardiologist's conclusions; and (4) clainmnt's due
process argunent nust fail because the Audit Rul es provide
adequate notice and an opportunity to be heard.
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noderately thickened anterior mtral |eaflet
t hat opens and cl oses adequately. There is
m | d thickening of the posterior mtral
leaflet with sonme restriction of |eaflet
excursion. There is an eccentric mtral
regurgitation jet that travels

posterol aterally within the left atrium
This jet is noted on the parasternal |ong
axi s view, apical four-chanber view, and

api cal two-chanber view. On both the apica
four and two-chanber views, it is clearly
noted that the RIALAA ratio is above 25%
The left ventricle size and contractility is
conpletely normal with a |eft ventricul ar

ej ection fraction above 60% The left atrium
is dilated neasured 4.2 cmin the antero-
posterior systolic dinmension in the
parasternal long axis view as well as 5.7 cm
in the supero-inferior systolic dinmension in
t he api cal four-chanber view. The aortic
valve is normal. The left ventricular size
contractility is normal. There is mld
tricuspid regurgitation and Doppl er

eval uation of this does denonstrate mld

pul nonary hypertension with a pul nonary
artery systolic pressure calculated at 48

Dr. Vigilante further stated that he disagreed with Dr. Irani's
assessnment that "substantial pul nonary venous in-flow was
included in the assessnent of the mtral regurgitant jet" and
that claimant's regurgitant jet "is a very eccentric jet noted on
three views ...."

After reviewing the entire Show Cause Record before us,
we find that claimnt has established a reasonabl e nedi cal basis
for her claim Claimant's attesting physician, Dr. Davidson
found that claimnt had noderate mitral regurgitation and an

abnormal left atrial dinension.' Although the Trust contested

12. Although unnecessary for resolution of this claim as noted
(continued. . .)
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the attesting physician's conclusions Dr. Vigilante confirned
these findings.® Specifically, Dr. Vigilante stated that "there
is a reasonabl e nedical basis for the Attesting Physician's
answer[s] ... that Cdainmant suffers from noderate mtral
regurgitation” and "an abnormal left atrial dinmension."

As stated above, noderate or greater mtra
regurgitation is present where the RJA in any apical viewis
equal to or greater than 20% of the LAA  See Settl enent
Agreenent 8 |.22. Further, a left atrial dinmension is abnornal
where a left atrial supero-inferior systolic dinmension is greater
than 5.3 cmin the apical four chanber view or a left atrial
antero-posterior systolic dinmension is greater than 4.0 cmin the
parasternal long axis view. See id. at 8 IV.B.2.¢c.(2)(b). Here,
Dr. Vigilante found that noderate mitral regurgitation was
visible in the apical four chanmber view, and he neasured
claimant's left atrial dinension as 5.7 cmin the apical four
chanber view and 4.2 cmin the parasternal |long axis view. Under
t hese circunstances, claimant has net her burden in establishing
a reasonabl e nedical basis for her claim W, therefore, need

not address claimant's remai ni ng argunents.

12(...conti nued)

above, claimant also submtted declarations of two additi onal
cardi ol ogi sts who simlarly concluded that clainmant had noderate
mtral regurgitation and an abnormal left atrial dinension.

13. Despite an opportunity to do so, the Trust did not submt
any response to the Technical Advisor Report. See Audit Rule 34.
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For the foregoing reasons, we conclude that clainmant
has met her burden in proving that there is a reasonabl e nedi cal
basis for her claimand is consequently entitled to Matrix A-1,
Level 11 benefits. We will reverse the Trust's denial of the
clainms submtted by Ms. Tel schow and her spouse for Mtrix

Benefits.
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AND NOW this 12th day of April, 2007, 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 REVERSED and that claimants Teresa Tel schow and her
spouse, August Tel schow, are entitled to Matrix A, Level 11
benefits. The Trust shall pay such benefits in accordance with
the Settlenent Agreenent and Pretrial Order No. 2805 and shall
rei nburse claimant for any Technical Advisor costs incurred in
t he Show Cause process.

BY THE COURT:

[s/ Harvey Bartle III

C. J.



