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Bartle, C. J. May 21, 2007
Ceraldine Aidewell ("Ms. didewell"” or "claimant™), a

cl ass nmenber under the Diet Drug Nationw de C ass Action

Settl enent Agreenment ("Settlenent Agreenent") with Weth, Inc.,?
seeks benefits fromthe AHP Settlenent Trust ("Trust").? Based

on the record devel oped in the show cause process, we nust

det erm ne whet her clai mant has denonstrated a reasonabl e nedi cal
basis to support her claimfor Matrix Conpensation Benefits

("Matrix Benefits").3

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

2. Bobby Aidewell, Ms. Jidewell'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
(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.

I n Decenber 2001, claimnt submtted a conpleted G een
Formto the Trust signed by her attesting physician M chael S.
Mancina, MD., FFAC.C. In Pretrial Oder ("PTO') No. 6280
(May 19, 2006), the Court found that "Dr. Mancina is no stranger
tothis litigation.” There, we noted that in one day Dr. Manci na
signed twenty Green Forns on behal f of clainmnts seeking Matrix

Benefits. Based on an echocardi ogram dated Septenber 8, 2001,

3(...continued)

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
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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Dr. Mancina attested in Part Il of Ms. Gidewell's Geen Form
that she suffered fromnoderate mtral regurgitation and an
abnormal left atrial dinension. Based on such findings, claimnt
woul d be entitled to Matrix A-1, Level Il benefits in the anount
of $473, 032.

In the report of claimant's echocardi ogram Dr. Manci na
stated that: "[t]here is noderate mtral valve regurgitation
with 26% of the left atrium occupied by regurgitant flow during
systole.” Under the definition set forth in the Settl enment
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 Settlement Agreenent 8§ |.22. Dr. Mancina al so neasured
claimant's left atriumat 3.46 cmand there is an additional
measurenent of 5.62 cmin parentheses on the echocardi ogram
report. The Settlenment Agreenent defines 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§ IV.B.2.¢c.(2)(b).

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 8 IV.B.2.c.(2)(b). An enlarged left
atrial dinmension is one of the conplicating factors needed to
qualify for a Level Il claim
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I n Novenber 2002, the Trust forwarded the claim at
issue to Ernest C. Madu, M D., one of its auditing cardiol ogists.
In audit, Dr. Madu concluded that there was no reasonabl e nedi cal
basis for Dr. Mancina's finding that claimant had noderate mtral
regurgitation because her echocardi ogram denonstrated only "m|d"
mtral regurgitation.® Dr. Madu al so deternmined that there was
no reasonabl e nedical basis for Dr. Mancina's finding of an
enlarged left atrial dinension because claimant's "LA antero-
posterior systolic dinmension is 3.5 cmand supero-infero [sic]
systolic dinmensionis 5.0 cm™

Thereafter, the Trust issued a post-audit determ nation
denying Ms. didewell'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
Agreenment. See Settlenent Agreenment 8§ VI.E. 7; PTO No. 2457,
Audit Policies and Procedures § VI.® The Trust then applied to

the court for issuance of an Order to show cause why Ms.

5. In his worksheet, Dr. Madu noted that claimnt's
echocardi ogramwas a "[t]echnically very difficult and subopti nal
study with marginal instrunment settings and doppl er eval uations.”

6. Cains 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. Gidewell"s
claim
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Gidewell's claimshould be paid. On June 10, 2003, we issued an
Order to show cause and referred the matter to the Special Master
for further proceedings. See PTO No. 2884 (June 10, 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 May 2, 2006. Under the
Audit Policies and Procedures, it is within the Special Mster's
di scretion to appoint a Technical Advisor’ to review clainms after
the Trust and cl ai mant have had the opportunity to devel op the
Show Cause Record. See Audit Policies and Procedures § VI.J.
The Speci al Master assigned Technical Advisor, Gary J. Vigilante,
M.D., F.A.C.C., to review the documents submitted 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 determination. Id. § 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 findings

that she had noderate mitral regurgitation and an abnormal |eft

7. 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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atrial dinmension. See id. 8 VI.D. Utimtely, if we determne
that there was no reasonabl e nedical basis for the answers in
claimant's Green Formthat are at issue, we nust affirmthe
Trust's final determ nation and nmay grant such other relief as
deenmed 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 Settl enent Agreenent. See id.

In support of her claim M. didewell submtted a
"Limted Fen-Phen Echocardi ogram Study" prepared by Robert
Rosenthal, MD., along with Dr. Rosenthal's curriculumvitae.?
In his study, Dr. Rosenthal quantified claimant's RIA/LAA ratio
as 20% and neasured claimant's left atrial dinmension as 3.5 cmin
the parasternal long-axis view and 5.5 cmin the apical four
chanber vi ew.

Claimant submitted a certification prepared by Dr.
Rosenthal. In his certification, Dr. Rosenthal stated that:

The degree of mitral regurgitation is >20%

wi th the echocardi ographer docunenting

multiple jets which satisfy this criterion.

As per G een Form appendi x end notes #3 and

#5, the maximal regurgitant jet is expressed

as a percentage of the left atrial area. The

jet is confirmed by CW Doppl er.

Furt hernore, the sonographer has specifically
docunent ed the presence and extent of the

8. We note that Dr. Rosenthal's "Limted Fen-Phen Echocardi ogram
Study" includes a disclainer stating that: "[i]nterpretation of
this study by the above naned physician does not constitute a
Doctor/Patient relationship.™

9. "CW stands for continuous wave.
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mtral regurgitation using pul sed Doppl er

which confirnms that the color jets are rea

and extend nore than 2 the length of the left

atrium The auditing cardiol ogi st may be

expressing his or her qualitative opinion on

the degree of mtral regurgitation; however,

the Settl enent Agreenent docunments specify a

scientific and quantitative degree of mtral

regurgitation, a degree which is clearly

substanti ated by the echocardi ogram

The auditing cardiol ogi st contests the

presence of left atrial enlargenent. The

left atriumis elongated and enl arged on

api cal views and re-neasurenent with calipers

fromthe hinge point of the leaflets to the

posterior wall using approved guidelines

(G een Form page 27) yields a neasurenent of

5.5 cm

Cl ai mant al so argues that the phrase "reasonabl e
nmedi cal basis" means that an attesting physician's concl usions
nmust be accepted unless the Trust proves they were "irrational or
sensel ess from any nedi cal perspective"” and that an opinion | acks
a reasonabl e nedical basis only when it is "so slanted” that it
exi sts outside the "present state of science.” aimant further
argues that the auditing cardiol ogist did not follow the
Settl ement Agreenent because he visually estinmated her |evel of
mtral regurgitation as opposed to taking actual neasurenents,
which, in her view, are required by the Settl enent Agreenent.
Finally, claimant maintains that that the auditing cardiol ogi st
failed to indicate that he neasured her left atrial dinension
properly by using calipers.

In response to clainmant's show cause subm ssions, the
Trust had Dr. Madu review claimant's echocardi ogram for a second

time. In a supplenental declaration, Dr. Madu confirmed his
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previ ous conclusion that there was no reasonabl e nedi cal basis
for finding noderate mtral regurgitation and an abnormal |eft
atrial dinmension. Dr. Madu stated that:

In connection with ny review, | again viewed
the entire echocardi ogramtape provided by
Cl ai mant, which confirnmed the foll ow ng:

(a) Ms. didewell's echo docunents only very
mld mtral regurgitation, with absolutely no
reasonabl e basis for the assertion of
noderate mitral regurgitation. The left
atrium al so was normal neasuring between 3.4
and 3.6 cmin the antero-posterior view and
about 5.0 cmin the superior-inferior [sic]

di mensi on.

(b) The study quality was poor with an
unacceptably Iow Nyquist limt of 42 cnisec
(for nost of the study) and technical

i naccuracy in neasurenment. The plani netered
"mtral regurgitant” jet was indeed a non-
regurgitant jet occurring in end-diastole.
Mtral regurgitation jets occur during the
systolic phase of the cardiac cycle.

(c) | agree with the statenment in the
Claimant's response that ". . . . if tinmeis
taken to nmeasure the jet and atriumthat an
accurate assessnment of regurgitation can be
made."” However, the jet neasured nust be the
accurate jet, the planinetry of the atrium
nmust be properly and accurately done and the
instrument settings (Nyquist limt, gain
setting etc[.]), nmust be within an acceptabl e
range. Measuring a diastolic jet would not
qualify. The true regurgitant jet area (RJA)
inthis case was in all views significantly

| ess than the Trust agreenent of 20% of the
left atrial area (LAA) and would not qualify
as noderate mtral regurgitation.

The Trust al so disputes claimnt's characterization of
t he reasonabl e nedi cal basis standard. Moreover, the Trust
argues that the manner in which Dr. Madu eval uated claimant's

| evel of regurgitation conplied with the Settlenment Agreenent and
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cl ai mant cannot neet her burden of proof sinply by proffering an
opi nion from an additional cardiologist.?

The Techni cal Advisor, Gary J. Vigilante, MD.
F.A.C.C., concluded that there was no reasonabl e nedi cal basis
for the attesting physician's findings of noderate mtral
regurgitation and an abnormal left atrial dinension. As
expl ai ned by the Techni cal Advisor:

Only trace mtral regurgitation was seen in
the parasternal long axis view Only mld
mtral regurgitation was seen in the apical
four chanber and apical two chanber views.
The high velocity mtral regurgitation jet
was only slightly above the coaptation point
of the mtral leaflets in systole. The

RIA/ LAA was | ess than 15%

* * *

At the end of the tape, several still frames
of the supposed mtral regurgitation jet and
left atrial size were provided. The mtral
regurgitation jet area was inaccurately
measured and included non-mtral regurgitant
flow.

* * *

[ 1] naccurate neasurenents of the RIA [were]
made. Non-mtral regurgitant jet flow was
included in this determ nation. The RJA/ LAA
ratio was much | ess than 20%

10. The Trust also argues that under Rule 26(a)(2) of the
Federal Rules of Cvil Procedure, physicians who proffer opinions
regardi ng clains nmust disclose their conpensation for review ng
clainms and provide a list of cases in which they have served as
experts. W disagree. W previously stated that Rule 26(a)(2)

di scl osures are not required under the Audit Policies and
Procedures. See PTO No. 6997 (Feb. 26, 2007).
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After reviewing the entire Show Cause Record, we find
claimant's argunents all without nmerit. First, and of crucial
i nportance, clainmnt does not contest the anal ysis provided by
Dr. Vigilante.! Nor does claimant challenge Dr. Vigilante's
specific finding that the attesting physician relied on
i naccurate tracings. 1In addition, claimnt does not refute Dr.
Vigilante's conclusion that "[i]t would not be possible for a
reasonabl e echocar di ographer to conclude that any nore
significant mtral regurgitation than mld was present on this
echocardiogram” On this basis alone, claimant has failed to
nmeet her burden of denonstrating that there is a reasonable
nmedi cal basis for her claim

We al so disagree with claimant's definition of

reasonabl e nedical basis. daimnt relies on Gall agher v.

Latrobe Brewing Co., 31 FF.R D 36 (WD. Pa. 1962), for
determ ni ng what constitutes a reasonable nmedical basis. Such
reliance, however, is msplaced. In Gllagher, the court
addressed the situation where a court would appoint an inpartial

expert witness to be presented to the jury. See Gllagher, 31

F.R D at 38. W are not persuaded that these circunstances are
even renotely anal ogous to the present case.
I nstead, we are required to apply the standards

delineated in the Settlenment Agreenent and the Audit Policies and

11. Despite an opportunity to do so, claimnt did not submt any
response to the Technical Advisor Report. See Audit Policies and
Procedures § VI.N
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Procedures. The context of these two docunents |eads us to
interpret the "reasonabl e nedi cal basis" standard as nore
stringent than clai mant contends, and one that nust be applied on
a case-by-case basis. For exanple, as we previously explained in
PTO No. 2640, conduct "beyond the bounds of nedical reason"” can
include: (1) failing to reviewnmultiple |loops and still franes;
(2) failing to have a Board Certified Cardiol ogi st properly
supervise and interpret the echocardiograns; (3) failing to

exam ne the regurgitant jet throughout a portion of systole; (4)
over - mani pul ati ng echocardi ogram settings; (5) setting a | ow

Nyquist Ilimt; (6) characterizing "artifacts,” "phantomjets,"
"backfl ow' and other |low velocity flow as mtral regurgitation;
(7) failing to take a claimant's nedi cal history; and (8)
overtracing the amount of a claimant's regurgitation. See PTO
No. 2640 at 9-15, 22, 26.

Here, the auditing cardiol ogist determ ned, and Ms.
A idewell does not dispute, that a review of claimant's
echocardi ogram reveal ed that the study had "an unacceptably | ow'
Nyquist Iimt and the planinetered jet was a non-regurgitant jet
nmeasured at "end-diastole.”™ Mtral regurgitation nust be
nmeasured during systole. The Technical Advisor also concl uded,
and Ms. didewell does not contest, that claimant's RJA was
i naccurately measured and i ncluded non-regurgitant flow  Such
unaccept abl e practices cannot provide a reasonabl e nedi cal basis

for the resulting diagnosis and G een Form answer of noderate

mtral regurgitation
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Further, we disagree with claimant's argunents
concerning the required nmethod for evaluating a claimnt's |evel
of valvular regurgitation. Mderate mtral regurgitation is
defined as "20% 40% RIJA/ LAA," which is based on the grading
systemrequired by the Settlement Agreenent. See Settl enent
Agreenent 8 IV.B.2.c.(2)(b). Although the Settl enent Agreenent
specifies the percentage of regurgitation needed to qualify as
having noderate mtral regurgitation, it does not specify that
actual neasurenents must be made on an echocardi ogramto
determ ne the amount of a claimant's regurgitation. As we
expl ained in PTO No. 2640, "'[e]yeballing the regurgitant jet to
assess severity is well accepted in the world of cardiol ogy."
See PTO No. 2640 at 15 (Nov. 14, 2002).

Wiile claimant relies on the Settl enent Agreenent's use
of the word "neasured” in the definition of "FDA Positive", its
meani ng nust be considered in the context of the phrase "by an
echocar di ographi ¢ exam nation,” which imediately follows it.

See Settlenent Agreement 8 1.22. In its entirety, the phrase

pl aced at issue by claimant is "nmeasured by an echocardi ographic
exam nation.” See id. The plain neaning of this phrase does not
requi re actual neasurenents for assessing the level of mtral
regurgitation. To the contrary, claimant's | evel of
regurgitation nust be determ ned based on an echocardi ogram as
opposed to ot her diagnostic techniques. ainmnt essentially
requests that we wite into the Settl enent Agreenment a

requi renent that actual measurenents of mitral regurgitation be
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made to determne if a claimant qualifies for Matrix Benefits.
There is no basis for such a revision and claimnt's argunent is
contrary to the "eyebal | i ng" standards we previously have

eval uated and accepted in PTO No. 2640.

Nor are we persuaded by Dr. Rosenthal's certification
that Ms. Gidewell's claimis nedically reasonable. As stated by
Dr. Rosenthal, his opinion is based on one maximal jet, which he
believes is confirnmed by continuous wave Doppler. For a
reasonabl e nedical basis to exist, a claimant nust denonstrate
that his or her regurgitation is representative of the |evel of
regurgitation seen on an echocardi ogram** To concl ude ot herw se
woul d al | ow cl ai mants who do not have noderate or greater mtra
regurgitation to receive Matrix Benefits, which would be contrary
to the intent of the Settlement Agreenent. Additionally, it is
i nproper to rely on continuous wave Doppler to support a finding
of regurgitation. As we stated in PTO No. 2640, "[n]owhere does
the G een Form authorize the use of continuous wave Doppler to
establish the severity or duration of mtral regurgitation.” PTO
No. 2640 at 18.

Finally, we find that there is no reasonabl e nedi ca

basis for the attesting physician's finding of an abnormal |eft

12. Under the Settlenment Agreenent, noderate or greater mtral
regurgitation is defined as a "regurgitant jet area in any api cal
view equal to or greater than twenty percent (20% of the |et
atrial area (RIALAA)." Settlenment Agreenent 8§ |.22. Nothing in
the Settl enent Agreenent suggests that it is permssible for a
claimant to rely on isolated instances of what appears to be the
requisite level of regurgitation to neet this definition.
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atrial dinmension. The Technical Advisor determ ned that
claimant's left atrial dinension was normal nmeasuring 3.4 cmin
the parasternal long axis view and 5.1 cmin the apical four
chanber view. Caimnt did not respond to these findings.

For the foregoing reasons, we conclude that clainant
has not net her burden in proving that there is a reasonabl e
nmedi cal basis for finding that she had noderate mtra
regurgitation and an enlarged left atrial dinension. Therefore,
we wll affirmthe Trust's denial of her claimfor Mtrix
Benefits and the related derivative claimsubmtted by her

spouse.
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AND NOW on this 21st 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 Matrix clains submtted by clai mant
CGeraldine Aidewell and her spouse, Bobby Gidewell, are DEN ED.

BY THE COURT:

[s/ Harvey Bartle III

C. J.



