IN THE UNI TED STATES DI STRI CT COURT
FOR THE EASTERN DI STRI CT OF PENNSYLVAN A

I N RE: DI ET DRUGS ( PHENTERM NE/
FENFLURAM NE/ DEXFENFLURAM NE)
PRODUCTS LI ABI LI TY LI TI GATI ON

MDL NO. 1203

TH' S DOCUMENT RELATES TO

SHEI LA BROMW, et al .,

)
)
)
)
)
)
g
g CIVIL ACTION NO 99- 20593
)

)

)

V.
AVERI CAN HOVE PRODUCTS 2:16 MD 1203
CORPORATI ON
MEMORANDUM AND PRETRI AL ORDER NO
Bartle, C. J. July 24, 2007

Cl audi a Doyle ("Ms. Doyle" or "claimant"), 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. Ant hony Doyl e, Ms. Doyl e’ s spouse, also has submtted a
derivative claimfor benefits.

3. Matri x 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

contributed to a claimant’s val vul ar heart disease ("VHD'). See
(conti nued. ..)



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 May 2000, clainmant submtted a conpleted G een Form
to the Trust signed by her attesting physician, Roger W Evans,
M D. Based on an echocardi ogram dat ed Novenber 12, 1997, Dr.
Evans attested in Part Il of Ms. Doyle’'s Green Formthat she
suffered fromnoderate mtral regurgitation, an abnormal |eft
atrial dinmension, arrhythmas or atrial fibrillation associated
with left atrial enlargenent, a reduced ejection fraction between
50% and 60% and had surgery to repair or replace the mtral
valve. Dr. Evans also attested that claimant’s echocardi ogram

did not reveal the presence of mtral valve prol apse, which is a

3(...continued)

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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reduction factor that would require the paynent of benefits on
Matrix B-1.

In the report of claimant’s echocardi ogram Randol ph
Cohen, MD., the reviewi ng cardiol ogist, stated that claimant’s
"mtral valve denonstrated prol apse of the posterior |eaflet of
the mtral valve.” 1In the Geen Form however, Dr. Evans stated
that cl ai mant was "negative for prolapse by Dr. Kelly

Pat hologist." Mtral valve prolapse is defined in the Settl enent

Agreenent as a condition where:

(a) the echocardi ogram vi deo tape or disk

i ncl udes the parasternal |ong axis view and

(b) that echocardi ographic view shows

di spl acenent of one or both mtral leaflets

>2mm above the atrial-ventricul ar border

during systole, and >5mm | eafl et thi ckening

during diastole, as determ ned by a Board-

Certified Cardiol ogist.
Settlenent Agreement 8 1.39. Under the Settlenent Agreenent,
mtral valve prol apse requires the paynent of reduced Matri x
Benefits. See id. 8§ IV.B.2.d.(2)(c)ii). Therefore, the only
i ssue i s whether paynent should be nade on Matrix A-1 or Matrix
B-1 due to the finding of mtral valve prolapse. |If paid on
Matrix A-1, clainmant would be entitled to $733, 670. ¢

In June 2001, Waleed Irani, MD., one of the Trust’'s
audi ting cardiologists, audited Ms. Doyle’s claim In audit, Dr.

| rani concluded that there was no reasonabl e nedi cal basis for

4. Under the Settlenent Agreenent, a claimant generally is
entitled to Level 111 benefits if the claimant had surgery to
repair or replace the mtral valve followi ng the use of Pondi m n®
and/or Redux™ See id. 8 1V.B.2.c.(3)(a). The Trust did not
contest that claimant qualified for a Level 111 claim
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Dr. Evans’ finding that claimant did not have mitral valve
prolapse. 1In his certification, Dr. Irani stated that: "[t]here
is clear evidence of posterior mtral valve prolapse with
anteroseptally directed jet of mtral regurgitation.” |In Part Il
of the Auditing Cardiol ogi st Wrksheet, Dr. Irani further stated
that claimant "did appear to have MW prol apse of 2 mm of
posterior mtral leaflet. This is in agreenent with the original
echo report. Unclear whether review ng cardiologist felt <2mm
prol apse was present."

Based on Dr. Irani’s diagnosis of mtral valve
prol apse, the Trust issued a post-audit determ nation that M.
Doyl e was entitled only to Matrix B-1, Level |1l benefits.
Pursuant to the Policies and Procedures for Audit and Di sposition
of Matrix Conpensation Clains in Audit ("Audit Policies and
Procedures”), claimnt contested this adverse determ nati on and
requested that the claimproceed to the show cause process
established in the Settlenent Agreenent. See Settlenent
Agreenent 8 VI.E. 7; Pretrial Oder ("PTO') No. 2457 (May 31,
2002), Audit Policies and Procedures 8 VI.®> The Trust then

applied to the court for issuance of an Order to show cause why

5. Clains 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). dains placed into audit after

Decenber 1, 2002 are governed by the Rules for the Audit of
Matri 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. Doyle's claim
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Ms. Doyl e's claimshould be paid on Matrix A-1.° On July 11,
2005, we issued an Order to show cause and referred the matter to
the Special Master for further proceedings. See PTO No. 5418
(Jul. 11, 2005).

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 submtted a reply on Cctober 4, 2005. The
Show Cause Record is now before the court for final
determination. See Audit Policies and Procedures § 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 finding
that she did not have mitral valve prol apse as defined by the
Settlement Agreenent. See id. 8 VI.D. Utimtely, if we
determ ne that there was no reasonabl e nedical basis for the
answer in claimant’s Green Form 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, we nust
enter an Order directing the Trust to pay the claimin accordance

with the Settl enent Agreenent. See id.

6. Al t hough Ms. Doyl e contested the Trust’s post-audit

determ nation in Septenber 2001, the Trust did not submt its
Application until May 2005 because, according to the Trust,
"[r]espondent’s dispute was m sdirected within the Trust and cane
to the attention of Trust personnel in My, 2005."
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In support of her claim claimnt subnmitted a report
fromKaren L. Kelly, MD., and a report fromDr. Evans. In her
report, Dr. Kelly stated that: "the histologic findings of M.
Doyle’s surgically resected mtral valve are, nore |ikely than
not, due to diet drug effect.” In his report, Dr. Evans
concl uded that claimnt did not have mtral valve prol apse.

In response, the Trust argues that there is no
reasonabl e nedi cal basis for Dr. Evan’s finding that clainmant did
not have mtral valve prol apse because Dr. Irani revi ened
cl ai mant’ s Novenber 12, 1997 echocardi ogram and found "cl ear
evi dence" that claimnt has mtral valve prolapse. The Trust
al so argues that claimant’s reliance on Dr. Kelly's report is
m spl aced as Dr. Kelly based her findings on her histologic study
of slides of claimant’s surgically resected mtral valve tissue,
and not on claimant’s Novenber 12, 1997 echocardi ogram Furt her,
the Trust argues that the report of claimant’s echocardi ogram of
Novenber 12, 1997 specifically states that "mtral valve
denonstrat ed prol apse of the posterior leaflet of the mtral
valve." Finally, the Trust contends that a Decenber 1, 1997
"Operative Report"” for claimant’s mtral val ve repl acenent
surgery states that: "[t]he [mtral] valve was found to be
mar kedly insufficient with sone prol apse of both anterior and
posterior leaflets, primarily the posterior leaflet.” The Trust
argues that claimant's echocardi ogramreport and Operative Report

establish that she has mtral val ve prol apse.



The Settl enent Agreenent requires that a claimfor
benefits be reduced to Matrix B-1 if certain nmedical conditions
are present. See Settlenment Agreenent 8§ IV.B.2.d. In claimant’s
case, her mtral valve claimnust be reduced to Matrix B-1 if she
has mtral valve prolapse, as that condition is defined in the

Settlenent Agreenment. See id. 8 1.39; see also id.

8§ IV.B.2.d.(2)(c)(ii)(b). As noted above, mtral valve prol apse
is defined as foll ows:

"Mtral Valve Prolapse” refers to a condition

where (a) the echocardi ogram vi deo tape or

di sk includes the parasternal |long axis view

and (b) that echocardi ographic view shows

di spl acenent of one or both mtral leaflets

>2mm above the atrial-ventricul ar border

during systole, and >5mm | eafl et thi ckening

during diastole, as determ ned by a Board-

Certified Cardiol ogist.
ld. § I.39.

After reviewi ng the entire Show Cause Record, we find
t hat cl ai mant has established a reasonabl e nedi cal basis for her
attesting physician’s finding that she did not have mtral valve
prol apse. Unlike other reduction factors (e.qg. mtral annular
calcification), the Settlenment Agreenent sets forth a specific
nmeasur enent regardi ng whet her the presence of mtral valve
prol apse requires paynent of reduced benefits on Matrix B-1. 1In
support of its position that claimant should be paid reduced
Matrix Benefits, the Trust relies on Dr. lrani’s concl usion.
This determ nation, however, is not persuasive. In the AHP
Settl ement Trust Echocardi ogram Report, Dr. lrani nerely

referenced "posterior leaflet prolapse [wth] anteroseptally
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directed jet of MR'" and, in Part Il of the Auditing Cardiol ogi st
Wor ksheet, he stated that: "videotape quality was poor but

[ patient] did appear to have [mtral valve] prolapse of 2 mm of
posterior mtral leaflet. This is in agreenment with the original
echo report. Unclear whether review ng cardiologist felt <2 mm
prol apse was present."’

To reduce the paynent of a mtral valve claimbased on
a finding of mtral valve prolapse, the Settlenent Agreenent
explicitly requires that the parasternal |ong axis view show a
di spl acenent of one or both mtral leaflets greater than 2
mllinmeters above the atrial-ventricular border during systole,
and greater than 5 millineters |eaflet thickening during
di astole. The auditing cardiologist did not reach these two
conclusions. Indeed, Dr. Irani nerely concluded that there
"appears” to be mtral valve prolapse of 2 mllinmeters. The
Settl ement Agreenent, however, requires a displacenment of greater
than 2 mllimeters. The auditing cardiologist also did not
separately determne the | evel of mtral valve prolapse during
bot h systole and di astol e.

In support of its denial, the Trust also relies on the
report of claimnt’s Novenber 12, 1997 echocardi ogram and t he
Decenber 1, 1997 "Operative Report” for claimant's mtral valve
repl acenent surgery. These nedical records, however, do not

support the Trust's denial because neither record reflects the

7. In a later Attestation and Certification prepared by Dr.
I rani and dated July 22, 2005, this statenent does not appear.
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necessary mtral valve prol apse neasurenent required to reduce a
claimfor Matrix Benefits to Matrix B-1.

Finally, unaddressed by the Trust is a contenporaneous
medi cal record that supports the attesting physician's concl usion
that claimant did not have mitral valve prol apse as defined by
the Settlenent Agreenment. On Novenber 25, 1997, cl ai mant
underwent a coronary angi ography to evaluate her mtral
regurgitation. The report of that procedure, signed by Randol ph
D. Cohen, MD., stated that claimant did not have mtral valve
prol apse. ®

Under these circunstances, claimnt has established a
reasonabl e nedical basis for her claimbecause the Trust's
auditing cardiologist failed to find that claimant's
echocardi ogram reveal ed the presence of mtral valve prol apse as
defined in the Settlenent Agreenment. The auditing cardiol ogi st
did not state that mtral valve prolapse is present and exceeds
the required 2 millinmeters in systole and 5 millinmeters in
di astole. Moreover, the existing records contained in the Show

Cause Record support the answer to the Green Form question at

8. The Trust al so does not address Dr. Evans' statenent, both
in the G een Form and by subsequent letter, that his G een Form
answer was based on the separate report of Dr. Kelly. Wile the
Trust chal | enges the conclusions of both Drs. Kelly and Evans,
Dr. lrani concluded his audit prior to the subm ssion of the
reports of these two physicians. Thus, the reports apparently
were not considered by the Trust's auditing cardiologist. As a
result, the conclusions set forth in the reports of Drs. Kelly
and Evans were not rebutted by the Trust.
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issue. The Trust's determ nation that there is no reasonabl e

nmedi cal basis for the claimant's answer, therefore, is erroneous.
For the foregoing reasons, we conclude that clainant

has met her burden in proving that there is a reasonabl e nedi cal

basis for her claimand thus, she is entitled to Matrix A-1,

Level 111 benefits. W wll, therefore, reverse the post-audit

determ nation by the Trust and order that claimant and her spouse

be paid in accordance with the Settl enment Agreenent.
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AND NOW on this 24th day of July, 2007, for the
reasons set forth in the acconpanying Menorandum it is hereby
ORDERED t hat the post-audit determ nation of the AHP Settl enent
Trust is REVERSED and that claimants O audi a Doyl e and her
spouse, Anthony Doyle, are entitled to Matrix A, Level 111
benefits. The Trust shall pay such benefits in accordance with
the Settlenent Agreenent and Pretrial Order No. 2805.

BY THE COURT:

[s/ Harvey Bartle III

C J.



