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Marcell Croteau®' ("Ms. Croteau" 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 Settlenment 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 Anerican Hone
Product s Cor porati on.

3. Ms. Croteau's spouse and children submtted derivative
clains for benefits.

4. Matrix benefits are paid according to two benefit matrices
(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.

In or about July 2001, claimnt submtted Part 11 of
her G een Formto the Trust.®> Based on a transesophagea

echocardi ogram dated April 5, 2001, claimant's physician, Dr.

4. (...continued)

(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
Settlenment Agreenent 88 IV.B.2.b. and IV.B.2.d.(1)-(2). Matrix
A-1 describes 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 nmade 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.

5. Claimant submtted two G een Forms. The first form was
conpl eted by Paul Peterson, MD., and was based on an
echocar di ogram dated March 22, 2000. The second form was

conpl eted by Edward G bbons, M D., and was based on an
echocardi ogram dated April 5, 2001. The G een Form conpl eted by
Dr. G bbons is at issue in these proceedi ngs.
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G bbons, attested in Part Il of her Geen Formthat she suffered
fromsevere aortic regurgitation. MIld or greater aortic
regurgitation is defined as "regurgitant jet dianmeter in the
parasternal long-axis view (or in the apical long-axis view, if
the parasternal |ong-axis viewis unavailable), equal to or
greater than ten percent (10% of the outflow tract diameter
("JH LVOTH') [Jet Height/Left Ventricular Qutflow Tract Hei ght
ratio]." Settlenent Agreement 8 |.22. Severe aortic
regurgitation is defined as greater than 49% JH LVOTH  See id.
8§ IV.B.2.c.(1)(a).

In the provider notes related to clainmant's
echocardi ogram Dr. G bbons stated that the echocardi ogram
denonstrated "significant aortic insufficiency, greater than 3+"
and "[t]here is a central orifice through which there is a
noderately severe jet of aortic insufficiency. This is graded at
| east 3+."® |If accepted, clainmant would be entitled to Matrix

A-1, Level | benefits in the anount of $100, 795. 00. "’

6. Dr. G bbons also attested that claimant had mld mtra
regurgitation, mld or greater aortic regurgitation with
bacterial endocarditis, and an ejection fraction between 50% and
60% I n her show cause subm ssions, clainmant agreed that she did
not have bacterial endocarditis. The other two conditions do not
support a claimfor danage to the aortic val ve.

7. In Part | of her Green Form claimnt indicated that she was
seeking Level |1 Matrix benefits. Under the Settl enent
Agreenent, a claimant is entitled to Level Il benefits for danage

to the aortic valve if he or she is diagnosed with noderate or
severe aortic regurgitation and one of three conplicating factors
delineated in the Settlenment Agreenent. See Settl enent Agreenent
§IV.B.2.c.(2)(a). Part Il of Caimant's G een Form does not
(continued. . .)
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In Cctober 2002, the Trust forwarded the claimat issue
to Benjamin Ctrin, MD., one of its auditing cardiologists, for
review. In audit, Dr. Ctrin concluded that there was no
reasonabl e nedi cal basis for Dr. G bbons' finding that claimant
had severe aortic regurgitati on because the "aortic insufficiency
appears noderate by criteria.” Dr. Citrin was not asked to
review any other answers in Part Il of claimant's Green Form

Thereafter, the Trust issued a post-audit determ nation
denying Ms. Croteau'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

7.(...continued)

i ndicate that she has any of the conplicating factors needed to
qualify for Level Il benefits. A clainmant, however, is eligible
for Level | benefits if he or she is diagnosed with severe aortic
regurgitation. See id. 8 I1V.B.2.c.(1). Thus, given claimant's
assertion that she had severe aortic regurgitation, we nust
determ ne whether she is entitled to Level | benefits.

8. 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.

9. 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).
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then applied to the court for issuance of an Order to show cause
why Ms. Croteau's claimshould be paid. On July 31, 2003, we
i ssued an Order to show cause and referred the matter to the
Speci al Master for further proceedings. See PTO No. 2950
(Jul . 31, 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 COctober 26, 2003. The Trust submtted a reply on
Oct ober 25, 2004. Under the Audit Policies and Procedures it is
within 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
Policies and Procedures 8§ VI.J. 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 clai mant and prepare a
report for the court. The Show Cause Record and Techni ca
Advi sor's Report are now before the court for fina

determ nation. Audit Policies and Procedures 8 VI.O

10. A "[Technical] [A]ldvisor's role is to act as a sounding
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. U S., 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. See id. 863
F.2d at 158 (use of a Technical Advisor to "reconcil[e] the
testinmony of at | east two outstanding experts who take opposite
positions" is proper).
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The sol e issue presented for resolution of this claim
i s whether claimant has nmet her burden in proving that there is a
reasonabl e nedi cal basis for the attesting physician's finding
that she had severe aortic regurgitation. See Audit Policies and
Procedures 8 VI.D. Utimtely, if we determne that there was no
reasonabl e nedical basis for the answer in claimant's G een Form
that is at issue, we nust confirmthe Trust's final determ nation
and may grant such other relief as deened appropriate. See id.
8 VI.Q If, on the other hand, we determine that there was a
reasonabl e nedi cal 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. Croteau primarily relies
on two letters prepared by Dr. G bbons, which are dated June 1
2004 and Decenber 6, 2004. In the letter dated June 1, 2004, Dr.
G bbons stated, in pertinent part, that:

| find unequivocal evidence that the degree

of aortic insufficiency is severe and that

t he echocardi ograns done under ny supervision

on April 4, 2001 and April 5, 2001; the

| atter a transesophageal study denonstrate

[sic] the left ventricular outflow tract

aortic insufficiency greater than 80% of the

| eft ventricular outflow tract. The pressure

hal f-time of decay of aortic insufficiency

was 235 nsec, and that there was fl ow

reversal in the descending thoracic aorta.

Mor eover, the ejection fraction was 69%

hyperdynam c, consistent with the stimnulus of

vol une overload fromthe aortic insufficiency

... the patient has had no evidence for
endocarditis or congenital valvul ar di sease



Dr. G bbons' Jun. 1, 2004 Letter, at YT 2, 5 (attached to
Cl ai mant' s Show Cause Response).

The Techni cal Advisor, Dr. Vigilante, concluded that
there was a reasonabl e nedical basis for the attesting
physi cian's finding of severe aortic regurgitation. A claimant
seeking Matrix benefits nust provide an echocardi ogramthat neets
specific and defined criteria. See Settlenment Agreenent
8§ VI.C.1. An attesting physician's opinion has a reasonabl e
nmedi cal basis if the underlying echocardi ogram supports the
conclusions reflected in Part Il of the G een Form

Claimant's attesting physician, Dr. G bbons, found that
cl ai mant had severe aortic regurgitation. Al though the Trust
contested the attesting physician's conclusion, the Techni cal
Advi sor confirmed that claimant had severe aortic regurgitation.
Based upon his review of claimant's April 5, 2001 echocardi ogram
t he Techni cal Advi sor expl ained that:

The TEE' of April 5, 2001 had 17 i nmges.

Thi s denonstrates that the aortic valve is

trileaflet without vegetation seen. There is

i nconpl ete closure during diastole. Color

flow particularly in imge 13 is consistent

with severe aortic insufficiency with a
JH LVOTH of 65%

11. "TEE" stands for transesophageal echocardi ogram As
descri bed in Echocardi ography by Harvey Fei genbaum M D., which
is referenced in the Settl enment Agreenent, transesophageal
echocar di ography exam nations are invasive and provide "an
excel l ent view of the heart because the ultrasonic beamis
unobstructed by lung or chest wall." Harvey Fei genbaum M D.,
Echocar di ography 106, 107 (5th ed. 1994).
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Dr. Vigilante al so reviewed four other echocardi ograns
submtted with Ms. Croteau's claim dated April 4, 2001,

August 16, 2001, March 22, 2000, and April 28, 2000. He
concluded that, in addition to the April 5, 2001 TEE, claimant's
April 28, 2000 TEE al so denonstrated severe aortic regurgitation
and that: (1) the April 4, 2001 echocardi ogram which contai ned
49 i mages, suggested noderate to severe aortic insufficiency;, (2)
t he August 16, 2001 echocardi ogram which contained 59 inages,
denonstrated noderate to severe aortic insufficiency; and (3) the
March 22, 2000 echocardi ogram denonstrat ed noderate aortic

i nsufficiency.

Al t hough the Settl enent Agreenent contenplates the
subm ssion of a transthoracic echocardi ogram the Trust did not
object to the use of the TEE submtted by clai mant and forwarded
the TEE to its auditing cardiologist for review ** See, e.qg.
Settlenent Agreenent 88 |1.22.b., VI.C.1.b. In the particular
context of this claim it is appropriate to consider claimant's
TEE in conjunction with the other echocardi ograns she has
subm tted. Based on the Technical Advisor's conclusions
regardi ng these echocardi ograns, claimant has nmet her burden in
establishing a reasonabl e nedical basis for her attesting

physi ci an's concl usi on that she had severe aortic regurgitation.

12. In addition, it should be noted that we previously

aut hori zed the use of transesophageal echocardi ograns 1 n the
contextgof the Parallel Processing Program See PTO No. 3882,
Ex. A 7.
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Based on our review of the entire Show Cause Record, we
concl ude that clainmant has net her burden of proving that there
is a reasonabl e nedical basis for her claim Therefore, claimnt
is entitled to Matrix A-1, Level | benefits and her spouse and
children are entitled to derivative benefits to the extent

provi ded by the Settl|l enent Agreenent.
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AND NOW on this 29th day of January, 2007, for the
reasons set forth in the acconpanying Menorandum it is hereby
ORDERED t hat claimant Marcell Croteau is entitled to Level |
Matri x benefits and, to the extent provided by the Settl enent
Agreenent, claimant's spouse and children are entitled to
derivative benefits. The Trust shall pay such benefits in
accordance with the Settlenment Agreenent and Pretrial Order No.
2805, and shall reinburse claimnt for any Technical Advisor
costs incurred in the Show Cause process.

BY THE COURT:

[s/ Harvey Bartle 11

C. J.



