IN THE UNI TED STATES DI STRI CT COURT
FOR THE EASTERN DI STRI CT OF PENNSYLVAN A
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AMERI CAN HOVE PRODUCTS 2:16 NMD 1203

CORPCORATI ON

VEMORANDUM | N SUPPORT OF SEPARATE PRETRI AL ORDER NO

Bartle, C. J. August 30, 2010
The Estate of Gail M MDonald ("Estate"), a
representative claimant under the Diet Drug Nati onw de C ass
Action Settlenment Agreenent ("Settlenent Agreenent”) with Weth,!?
seeks benefits fromthe AHP Settlenent Trust ("Trust"). Based on
the record devel oped in the show cause process, we mnmust determ ne
whet her the Estate has denonstrated a reasonabl e nedical basis to
support its claimfor Matrix Conpensation Benefits ("Matrix

Benefits").?

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

2. Matrix Benefits are paid according to two benefit matrices

(Matrix "A" and Matrix "B"), which generally classify for

conpensati on purposes D et Drug Recipients based upon the

severity of their medical conditions, their ages when they are

di agnosed, and the presence of other nedical conditions that also
(conti nued. . .)



To seek Matrix Benefits, a representative clai mant?
must first submt a conpleted G een Formto the Trust. The G een
Form consists of three parts. The representative clai mant
conpletes Part | of the G een Form Part Il is conpleted by an
attesting physician, who nust answer a series of questions
concerning the deceased's nedical conditions that correlate to
the Matrix criteria set forth in the Settlenent Agreenent.
Finally, if the representative claimant is represented by an
attorney, the attorney nust conplete Part 111.

In or around May, 2006, Douglas E. MDonal d,

Adm ni strator of the Estate, submtted a conpleted G een Formto
the Trust signed by the attesting physician, Manoj Miuttreja, M D
Based on an echocardi ogram dat ed Decenber 12, 2002, Dr. Mittreja
attested in Part Il of the Geen Formthat Gail M MDonal d

("Ms. McDonal d") suffered fromnoderate mtral regurgitation, an

2. (...continued)

may have caused or contributed to the Diet Drug Recipient's

val vul ar heart disease ("VHD'). See Settlenment Agreenent

88§ IV.B.2.b. & I1V.B.2.d.(1)-(2). Matrix A1 describes the
conpensation available to representative clainmants where the Diet
Drug Recipients are diagnosed with serious VHD, they took the
drugs for 61 days or longer, and they 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
representative claimants where the Diet Drug Recipients were

regi stered as having only mld mtral regurgitation by the close
of the Screening Period, they took the drugs for 60 days or |ess,
or they were diagnosed with conditions that would make it
difficult for themto prove that their VHD was caused sol ely by
the use of these Diet Drugs.

3. Under the Settlenment Agreenent, representative claimnts
i nclude estates, administrators or other |egal representatives,
heirs or beneficiaries. See Settlenment Agreenent 8§ |1.B
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abnormal left atrial dinension, a reduced ejection fraction in
the range of 50%to 60% and ventricular fibrillation or
sust ai ned ventricular tachycardia which results in henodynam c
conprom se. Based on such findings, the Estate would be entitled
to Matrix A-1, Level V benefits in the ambunt of $1, 144, 966.*

In the report of claimant's echocardi ogram the
reviewi ng cardi ol ogist, Dr. Robert Rosenthal, neasured
Ms. McDonald's mtral regurgitation at 28% Under the definition
set forth in the Settlenent Agreenment, 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 § |.22.

| n Decenber, 2006, the Trust forwarded the claimfor

review by Mchelle Penkala, MD., one of its auditing

4. Under the Settlenent Agreenent, a claimant or representative
claimant is entitled to Level V benefits if the Diet Drug
Recipient qualifies for Level Il benefits and suffers from
ventricular fibrillation or sustained ventricular tachycardia

whi ch results in henodynam c conprom se. See Settl enent
Agreenment 8 IV.B.2.c.(5)(d). As the Trust does not contest the
presence of ventricular fibrillation or sustained ventricul ar
tachycardi a which results in henodynam c conprom se, the Estate
must only establish that Ms. McDonald qualified for Level |
benefits. Under the Settlenent Agreenent, a claimnt or
representative claimant is entitled to Level |1 benefits for
damage to the mtral valve if the Diet Drug Recipient is

di agnosed with noderate or severe mtral regurgitation and one of
five conplicating factors delineated in the Settlenent Agreenent.
See id. § IV.B.2.¢c.(2)(b). An abnormal left atrial dinension and
an ejection fraction |less than or equal to 60% are each
conplicating factors. See id. 88 IV.B. 2.c.(2)(b)ii)&iv). As
the Trust does not contest the attesting physician's finding of
an abnormal l|eft atrial dinmension, the only issue is claimant's

| evel of mtral regurgitation
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cardiologists.® In audit, Dr. Penkal a concluded that there was
no reasonabl e nedi cal basis for the attesting physician's finding
of noderate mtral regurgitation because Ms. MDonal d's
echocar di ogr am denonstrat ed physiologic mtral regurgitation.®
I n support of this conclusion, Dr. Penkal a explained that:

[ T]he color gain is excessively high with

speckling seen although the Nyquist limt

is acceptable. The traced putative [mtral

regurgitant] jet is seen only in early

systole and extends to the [left ventricle]

side of the valve. This appears to

represent only classic backflow. There is

no significant [mtral regurgitation] seen

during the mdportion or latter part of

systol e.

Based on the auditing cardiologist's finding that
Ms. McDonal d had physiologic mtral regurgitation, the Trust
i ssued a post-audit determ nation denying the claim Pursuant to
the Rules for the Audit of Matrix Conpensation Cl ains ("Audit

Rul es"), the Estate contested this adverse determination.’ In

5. Pursuant to Pretrial Oder ("PTO') No. 3882 (Aug. 26, 2004),
all Level 111, Level 1V, and Level V Matrix clains are subject to
the Parallel Processing Procedures ("PPP'). As Weth did not
agree that the Estate had a Matrix A-1, Level V claim pursuant
to the PPP, the Trust audited the Estate's claim

6. The Report O Auditing Cardiol ogi st Opinions Concerning G een
Form Questions At |ssue defines physiologic mtral regurgitation
as "Non-sustained jet imediately (wthin 1cm behind the annul ar
pl ane or <+ 5% RJA/ LAA."

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 Clainms in Audit, as approved in PTO

No. 2457 (May 31, 2002). dCains 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
(continued. . .)
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contest, the Estate submitted a report fromDr. Mittreja, who
declared, in pertinent part, that:

4. The color gain setting is not found on
t he vi deotape, and speckling m ght be caused
by any nunber of factors, including obesity.

5. In this case, the patient's regurgitant
jets are so far into the noderate range that
the color gain setting could have no effect
on these imges. Most inportantly, as stated
by the Auditing Cardiol ogist, the Nyqui st
limt was acceptable, and therefore, | found
no fal se col or images assigned to the
regurgitant jets.

6. | manually retraced the regurgitant jets
that are found on the videotape dated 12/ 12/02.
| found a RIA/LAA ratio equal to or greater

t han 20% at what appears to be the follow ng
mar ks found on the videotape: 19:11.18,
18:13.09, 17:32.18, 10:20.29, 10:01. 04,
9:44.15, and 9:43.23[.]

7. | appropriately found these regurgitant
jets in early-systole. | saw these
regurgitant jets in relation to the QRS
conpl ex that was obtained sinultaneously with
the occurrence of these jets. As the |left
ventricle fully contracted, the mtral valve
was closed. The jets were not backflow The
jets extended into the left atrium and they
did not extend to the left ventricle side of
the mtral valve

Al t hough not required to do so, the Trust forwarded the
claimfor a second review by the auditing cardi ol ogi st.
Thereafter, Dr. Penkal a provided a decl aration wherein she
confirmed her findings at audit; nanely, that there was no

reasonabl e nedi cal basis for Dr. Miuttreja' s finding of noderate

7. (...continued)
Rul es contalned in PTO No. 2807 apply to the Estate's claim
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mtral regurgitation on Ms. MDonal d' s echocardi ogram
Specifically, Dr. Penkal a st at ed:

8. | again reviewed the entirety of
d ai mant's Decenber 2, 2002% echocardi ogram
tape, as well as d ai mant's Cont est

Mat eri al s.

* * *

12. | specifically reviewed Cainmant's
echocardi ogram tape at the foll ow ng marks:
19:11.18; 18:13.09; 17:32.18; 10:20. 29;

10: 01. 04, 9:44.15; and 9:43.23. Each of the
putative 'jets' of mtral regurgitation
depicted in these segnents occurs during the
very earliest part of systole, on or about
the QRS conplex. The CW Doppl er confirns
regurgitant flowin only the earliest part of
systole; on frame-by-frame analysis this is
only 1-2 franes in duration and thus

consi stent with backflow, not true mtral
regurgitation.

13. | once again noted the prom nent

speckling of color seen at the beginning

portion of the tape. Here, speckling is seen

over the myocardi um suggestive of excessive

color Gain. The speckling denonstrated here

is not the result of obesity.

The Trust then issued a final post-audit determ nation,
again denying the claim The Estate disputed this final
determ nati on and requested that the claimproceed to the show
cause process established in the Settlenment Agreenent. See
Settlenent Agreenent 8§ VI.E. 7.; PTO No. 2807; Audit Rule 18(c).
The Trust then applied to the court for issuance of an Order to
show cause why the Estate's claimshould be paid. On

July 13, 2007, we issued an Order to show cause and referred the

8. Dr. Penkala identified the date of Ms. MDonald's
echocar di ogram as Decenber 2, 2002 rather than Decenber 12, 2002.
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matter to the Special Master for further proceedings. See PTO
No. 7313 (July 13, 2007).

Once the matter was referred to the Special Master, the
Trust submitted its statement of the case and supporting
docunentation. The Estate then served a response upon the
Special Master. The Trust submtted a reply on Cctober 19, 2007.
Under the Audit Rules, it is within the Special Master'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 Rule 30. The Special Master
assigned a Techni cal Advisor, Sandra V. Abranmson, MD., F.A CC
to review the docunents submtted by the Trust and the Estate and
to prepare a report for the court. The Show Cause Record and
Techni cal Advi sor Report are now before the court for final
determ nation. See id. Rule 35.

The issue presented for resolution of this claimis
whet her the Estate has nmet its burden in proving that there is a
reasonabl e nedi cal basis for the attesting physician's finding
that Ms. McDonal d had noderate mitral regurgitation. See id.

Rule 24. Utimtely, if we determne that there is no reasonable

9. A "[Technical] [Aldvisor's role is to act as a soundi ng board
for the judge—hel ping 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). 1In a case such as this, where there are
conflicting expert opinions, a court may seek the assistance of
the Technical Advisor to reconcile such opinions. The use of a
Techni cal Advisor to "reconcil[e] the testinony of at |east two
out st andi ng experts who take opposite positions" is proper. 1d.
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medi cal basis for the answer in the G een Formthat is at issue,
we nmust affirmthe Trust's final determ nation and may grant such
other relief as deened appropriate. See id. Rule 38(a). |If, on
t he ot her hand, we determne that there is a reasonabl e nedi cal
basis for the answer, we nust enter an Order directing the Trust
to pay the claimin accordance with the Settlenent Agreenent.

See id. Rule 38(b).

In support of its claim the Estate reasserts the
argunents made in contest. In addition, the Estate submts that
Dr. Penkal a did not disagree with Dr. Mittreja's determ nation
that Ms. McDonald's RIALAA ratio "was equal to or greater than
20% " Instead, according to the Estate, Dr. Penkal a determ ned
the regurgitant jets were backflow The Estate al so notes that
Dr. Penkal a's concl usions are inconsistent with the findings of
t he Seventh Anendnent cardi ol ogi st, ! who deterni ned
Ms. McDonal d's RJA/LAA was "21.4254799692% " Finally, the Estate
argues that there is a reasonabl e nedical basis for
Dr. Muttreja's finding of noderate mitral regurgitation because
"the Settlenment Agreenent associates left atrial enlargenent with
at | east noderate mtral regurgitation.”

In response, the Trust argues that Dr. Miuttreja's

declaration fails to provide a reasonable nedical basis for his

10. dains subject to the Seventh Amendnent were submtted to a
Qualified Cardiology Center to determ ne whether the rel evant
echocar di ogram denonstrated certain nedical conditions, including
mtral regurgitation. See Seventh Anendnent to the Nationw de
Class Action Settlenment Agreenent with Anerican Honme Products
Corporation § XV. M
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finding of noderate mtral regurgitation. Specifically, the
Trust contends that Dr. Mittreja "relied upon inappropriate
echocar di ogram settings and neasurenents of non-regurgitant

flow...." In addition, the Trust submts that Dr. Mittreja

failed to observe Ms. McDonal d's regurgitant jet throughout a
portion of systole. Finally, the Trust asserts that the findings
of the Seventh Amendment cardiol ogist are irrelevant to this
pr oceedi ng.

The Techni cal Advisor, Dr. Abramson, reviewed
Ms. McDonal d's echocardi ogram and concl uded that there was a
reasonabl e nedi cal basis for the attesting physician's finding
that she had noderate mitral regurgitation. Specifically,
Dr. Abranmson stated in her report that:

The transthoraci c echocardi ogram from
12/12/02 is of suboptimal imge quality. The
parasternal views are very difficult to
assess. In the apical views, there are many
cardi ac cycles (>250) with color flow imaging
delineating the mtral regurgitation. Mbst
of them denonstrate only mld [mtral
regurgitation], but many of the cycles reveal
a larger representative regurgitant jet
consistent with noderate [mtra
regurgitation]. Although sone of the
measured [mtral regurgitant] jets are over
traced, and others contain non-regurgitant
flow, nost of the RJAs which are noderate in
size, are traced accurately, are not in the
earliest part of systole and are not
backflow. M/ overall visual estinmate is that
there is mld to noderate mtra
regurgitation with several representative
jets denonstrating noderate mtra
regurgitation.

Dr. Penkal a states that the early

systolic timng of the [mtral
regurgitation], flow consistent with
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backfl ow, and excessive col or gain support

her finding of physiologic regurgitation.

Sonme of the cardiac cycles denonstrate mld

mtral regurgitation with early systolic flow

and sone of them denonstrate backflow  But

nost of the representative cardiac cycl es

show a RJA/ LAA >20% consi stent with noderate

mtral regurgitation. The color gain

settings are appropriate in this obese

patient with difficult inmages.

In summary, it is not unreasonable for

the Attesting Physician's claimthat this

Cl ai mant has noderate mtral regurgitation.

Therefore, there is a reasonabl e nedical

basis to state that Gail MDonal d has

noderate mtral regurgitation.

After reviewi ng the entire Show Cause Record, we find
that the Estate has established a reasonabl e nedical basis for
its claim The attesting physician, Dr. Mittreja, reviewed
Ms. McDonal d's echocardi ogram and found that she had noderate
mtral regurgitation. Although the Trust challenged the
attesting physician's finding, Dr. Abranmson confirnmed
Dr. Muttreja' s finding of noderate mtral regurgitation.

Dr. Abramson determ ned that "nost of the representative cardiac
cycl es show a RJA/ LAA >20% consi stent with noderate mtral
regurgitation.” Dr. Abranson also concluded that "nobst of the
RJAs which are noderate in size, are traced accurately, are not
in the earliest part of systole and are not backflow. " Despite
an opportunity to do so, the Trust did not submt a response to
the Technical Advisor Report. See Audit Rule 34.

As stated above, noderate or greater mtral
regurgitation is present where the RJA in any apical viewis

equal to or greater than 20% of the LAA.  See Settl enent
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Agreenent 8 |.22. Here, Dr. Muttreja and Dr. Abranson found that
the RIALAA ratio was greater than 20% Under these
circunstances, the Estate has net its burden to establish a
reasonabl e nedi cal basis for Dr. Mittreja's Green Form
representation that Ms. McDonal d had noderate mtral
regurgitation.

For the foregoing reasons, we conclude that the Estate
has nmet its burden of proving that there is a reasonabl e nedi cal
basis for its claimand is consequently entitled to Matrix A-1,
Level V benefits. Therefore, we will reverse the Trust's deni al

of the Estate's claimfor Mtrix Benefits.
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AND NOW this 30th day of August, 2010, 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 the Estate of Gail M MDonald is
entitled to Matrix A-1, Level V benefits. The Trust shall pay
such benefits in accordance with the terns of the Settlenent
Agreenment and Pretrial O der No. 2805, and shall reinburse the
Estate for any Technical Advisor costs incurred in the show cause
process.

BY THE COURT:

[s/ Harvey Bartle 11

C. J.



