IN THE UNI TED STATES DI STRI CT COURT
FOR THE EASTERN DI STRI CT OF PENNSYLVAN A
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)
THI S DOCUMENT RELATES TO )
)
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CORPORATI ON )
)
MEMORANDUM AND PRETRI AL ORDER NO
Bartle, C. J. August 27, 2007

Yol anda Garcia ("Ms. Garcia"” or "claimant"), a class
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. Melissa S. Nava, Ms. Garcia's daughter, 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

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 claimant nust first 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 set forth in the Settl enent
Agreenent. Finally, Part Ill is to be conpleted by the
claimant's attorney if he or she is represented.

I n February 2002, claimnt submtted a conpleted G een
Formto the Trust signed by her attesting physician, Thomas S.
Davi dson, M D. Based on an echocardi ogram dated May 4, 2001, Dr.
Davi dson attested in Part Il of Ms. Garcia's Geen Formthat she
suffered fromnoderate mtral regurgitation and an abnormal |eft
atrial dinmension. Dr. Davidson also attested that claimnt did

not have a rheumatic heart valve or mtral annular calcification

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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("MAC').* Based on such findings, claimnt would be entitled to
Matrix A-1, Level |l benefits in the amount of $551, 721.

In the report of clainmant's echocardi ogram David A
Rawling, MD., F.AC.C, stated that: "[t]here is noderate to
noderately severe regurgitation” and noted "3-4+ [mitral
regurgitation]."® Under the definition set forth in the
Settl ement Agreenent, noderate or greater mtral regurgitation is
present where the Regurgitant Jet Area ("RJA") in any apical view
is equal to or greater than 20% of the Left Atrial Area ("LAA").
See Settlement Agreenent 8§ |.22. Dr. Davidson al so neasured
claimant's left atrial dinmension as 4.4 cm The Settl enent
Agreenent defines an abnornal left atrial dinension as a |eft
atrial supero-inferior systolic dinension greater than 5.3 cmin
t he apical 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).

I n Cctober 2002, the Trust advised claimant that her
claimwas selected for audit by Weth and further advised
claimant that Weth's audit designations included the |evel of

mtral regurgitation and whether a rheumatic heart valve was

4. Under the Settlenent Agreenent, the presence of either a
rheumati c heart valve or MAC requires the paynent of reduced
Matrix Benefits. See Settlenment Agreenent

§ IV.B.2.d.(2)(c)(ii)(d).

5. The clinical history on claimnt's echocardi ogramreport is
noted as "Phen-fen echo.”™ The echocardi ogramreport also
indicates that it was prepared for Abbott & \al ker.
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present.® In response, claimnt submitted a letter fromDr.
Davi dson wherein he stated that:

Today, | reviewed the cardi ac echocardi ogram
| found the mtral regurgitation area to be
6.23. The left atrial area was 25.4. The
percentage was 24.5 and is consistent with
noderate mitral regurgitation. She did not
have rheumatic mtral stenosis.

Claimant al so submtted an "Echocardi ographic Overvi ew'
prepared by Anjad Igbal, MD. According to the Trust, as of My
31, 2003 Dr. Igbal signed at |east 66 G een Forns on behal f of
clai mants seeking Matrix Benefits. In his "Echocardi ographic
Overview," Dr. Igbal stated that:

The revi ew of the echocardi ographi c study
confirms the presence of noderate degree of
mtral regurgitation. The regurgitant jet
area to left atrial area ratio is greater
than 20% but |ess than 40%

The anterior and the posterior |eaflets of
the mtral valve are thickened, but no dom ng
or conm ssural fusion is present. There is
no echocar di ographi ¢ evidence for rheumatic
heart disease involvenent of the mtral valve
present.’

6. Under the Settlenent Agreenent, Weth could designate for
audit a certain nunber of clains for Matrix Benefits and identify
the condition(s) to be reviewed during the audit. See Settlenent
Agreenment 8 VI.F;, Audit Policies and Procedures 8 Il1.B. In
Pretrial Order ("PTO') No. 2662 (Nov. 26, 2002), we ordered the
Trust to audit every claimsubmtted for Matrix Benefits. The
present claimwas designated for audit prior to the court's

i ssuance of PTO No. 2662.

7. M. Garcia also submitted a report by Richard L. Calli han,
MD., F. A C.C, based on an echocardi ogram dat ed Novenber 6,
2002. Ms. Garcia's Green Form however, was based on an
echocardi ogram dated May 4, 2001. Thus, the May 4, 2001
echocardiogramis the only echocardi ogram at issue in these
(conti nued. . .)
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I n Decenber 2002, the Trust forwarded the claimfor
review by Waleed N. Irani, MD., one of its auditing
cardiologists. In audit, Dr. Irani concluded that there was no
reasonabl e nedi cal basis for Dr. Davidson's finding that claimant
had noderate mtral regurgitation because her echocardi ogram
denonstrated only "mld" mtral regurgitation, which he neasured
as 17.99% Dr. lrani further found that the "area reported is
overestimated outside the borders of the color jet."® Finally,
in conducting his review, Dr. Irani al so concluded that clainant

had MAC "with restricted views of posterior leaflets,” and there
was no reasonabl e nmedical basis for the attesting physician to
find no MAC. ?®

Based on Dr. Irani's diagnoses, the Trust issued a
post-audit determ nation denying Ms. Garcia's claim Pursuant to

the Policies and Procedures for Audit and Di sposition of Mtrix

Conpensation Clainms in Audit ("Audit Policies and Procedures"),

7(...continued)
pr oceedi ngs.

8. Dr. Ilrani found that there was a reasonabl e nedi cal basis for
the attesting physician's finding that claimant did not have a
rheumati ¢ heart val ve.

9. 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). As the Trust did not
contest the attesting physician's finding of an abnormal |eft
atrial dinmension, which is one of the conplicating factors needed
to qualify for a Level Il claim the only issues are claimnt's

| evel of mtral regurgitation and the presence of MAC
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cl ai mant contested this adverse determ nation and requested that
the claimproceed to the show cause process established in the
Settlement Agreenent. See id. 8 VI.E. 7; 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
Ms. Garcia's claimshould be paid. On April 30, 2003, we issued
an Order to show cause and referred the nmatter to the Speci al
Master for further proceedings. See PTO No. 2839 (Apr. 30,
2003) .

Once the matter was referred to the Special Master, the
Trust submitted its statement of the case and supporting
documentation. Claimant then served a response upon the Special
Master. The Trust submitted a reply on July 28, 2003. Claimant
filed a Sur-Reply on January 6, 2005. Under the Audit Policies
and Procedures, it is within the Special Master's discretion to

appoint a Technical Advisor!! to review claims after the Trust

10. dains 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 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 Policies and
Procedures contained in PTO No. 2457 apply to Ms. Garcia's claim

11. 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 technical problens.” Reilly v. U S., 863 F.2d 149, 158 (1st
Cir. 1988). 1In cases, such as here, where there are conflicting
expert opinions, a court may seek the assistance of the Technical
Advi sor to reconcile such opinions. The use of a Technical
(continued. . .)
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and claimant have had the opportunity to develop the Show Cause
Record. See Audit Policies and Procedures § VI.J. The Special
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 issues presented for resolution of this claimare
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 that clainmant did
not have MAC. See id. § VI.D. Utimtely, if we determne that
t here 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 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 for the
answers, we nust enter an Order directing the Trust to pay the
claimin accordance with the Settlenment Agreenent. See id.

In support of her claim M. Garcia submtted verified
opi nions of Drs. Davidson and |Igbal, who both confirned their
previ ous findings that claimant had noderate mtral

regurgitation. Cainmant argues that she has established a

11(...conti nued)
Advi sor to "reconcil[e] the testinony of at |east two outstanding
experts who take opposite positions” is proper. See id.
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reasonabl e nedi cal basis for her claimthrough these subm ssions.
According to clainmant, "reasonable nedical basis" is a fluid

term which incorporates inter-reader variability and allows for
vari ations and di sagreenents between physicians.* d ainmant al so

mai ntains, inter alia, that: (1) the auditing cardiologist's

opinion is inadmssible ipse dixit! because it fails to explain

the | ack of a reasonable nedical basis; and (2) the Trust's
conduct ampunts to a violation of her due process rights because
she is being deprived of Matrix Benefits wi thout the opportunity
to be heard in a neaningful manner.?

The Trust counters, inter alia, that clai mant
"inproperly attenpts to shift the burden of proof in the Show
Cause proceedings to the Trust.” The Trust al so contends that
the auditing cardiol ogist properly found no reasonabl e nedi cal
basis for the attesting physician's finding of noderate mtral
regurgitation because he overestimated claimnt's regurgitant
jet. Additionally, the Trust asserts that claimant's inter-
reader variability argunent does not refute the auditing

cardi ol ogi st's conclusions and that the Audit Policies and

12. In support, claimant submtted a partial transcript of
testinmony fromJohn Dent, MD., the Trust's expert during the
Sept enber 3-4, 2002 hearings, which ultimately resulted in the
court's issuance of PTO No. 2640 (Nov. 14, 2002).

13. Ipse dixit is Latin for "he hinself said it." It stands for
the proposition that sonething is asserted but not proved.
Black's Law Dictionary 833 (7th Ed. 1999).

14. In her response, clainmant does not address or respond to the
auditing cardiologist's finding that she has MAC
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Procedures provide claimant with adequate notice and an
opportunity to be heard.* Finally, the Trust argues that, even
if claimant could neet her burden of proving noderate mtral
regurgitation, her claimwould only be payable on Matrix B-1
because of the presence of MAC

In a Sur-Reply, claimant identified several frames from
her echocardi ogramthat purportedly denonstrate noderate mtra
regurgitation. Cainmant argues that, based on the detailed
evi dence presented, there is a reasonabl e nmedical basis for her
claim?e

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 finding of
noderate mtral regurgitation. |In particular, Dr. Vigilante
found that:

Moderate mtral regurgitation was found with

a central jet traveling towards the posterior
aspect of the left atrium | neasured the

15. In its show cause subm ssions, the Trust argues that, under
Rul e 26(a)(2) of the Federal Rules of G vil Procedure, physicians
who proffer opinions regarding clains nust disclose their
conpensation for reviewing clains and provide a |list of cases in
whi ch they have served as experts. W disagree. Wile the Audit
Policies and Procedures allow claimants to submt verified expert
opinions in support of their clainms, they do not require Rule
26(a)(2) disclosures. See Audit Policies and Procedures 8 VI.F
Di scovery relating to clains is prohibited by the Audit Policies
and Procedures. See id. 8 VII.A. Thus, requiring Rule 26(a)(2)
di scl osures woul d serve no purpose.

16. In her sur-reply, claimant did not address the Trust's
finding of MAC.



RJA and LAA in four cardiac cycles. These
cycles were representative of the actual
degree of mtral regurgitation. The RIA/LAA
rati os were well over 20%in all four of

t hese cardi ac cycl es.

Dr. Vigilante, however, concluded that there was no reasonabl e
medi cal basis for the attesting physician's finding of no MAC
Specifically, Dr. Vigilante stated:

There were significant abnormalities of the
mtral apparatus. The posterior mtral

| eafl et was significantly thickened with very
poor notion. There was partial calcification
of the md portion and tip of the posterior
|eaflet. The anterior |eaflet was nore
nobi | e but al so thickened. There was dom ng
of the anterior leaflet with the body of this
| eafl et opening nore than the tip of the

| eafl et consistent with partial com ssural
fusion. There was [ MAC] noted both of the
medi al and posterol ateral areas of the
annulus. Both of these areas had
significantly increased refl ectance of
ultrasound found in [ MAC]. The [MAC] was

al so characterized by increased echogenicity
and t hi ckness of the nedial and

posterol ateral portions of the mtral

annul us. There was thickening of the mtral
subval vul ar apparatus. These mtral valve
findings were classic for rheumatic mtral

val vul ar di sease in the absence of
significant mtral stenosis.

* * *

[ MAC] is clearly noted on the

echocardi ographi ¢ study of May 4, 2001. This
is due to the presence of rheumatic mtral

val vul ar di sease with co-existent partial
comm ssural fusion and dom ng of the anterior
mtral |leaflet as well as significant

t hi ckness and calcification of the two mtral
| eafl ets as well as increased thickness of

t he subval vul ar appar at us.

In response to the Techni cal Advisor Report, claimant

argues, inter alia, that: (1) the Technical Advisor nerely
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di agnosed claimant with MAC and "swapped his diagnosis for the
Attesting Physician's"; (2) the Technical Advisor failed to
address whether the presence of domng is within the predicted
range of inter-reader variability; and (3) the Technical

Advisor's opinion is ipse dixit expert testinony because there

was insufficient rationale for the diagnosis of dom ng.

After reviewing the entire Show Cause Record before us,
we find that clainmnt has established a reasonabl e nmedi cal basis
for her attesting physician's finding of noderate mtral
regurgitation. Although the Trust challenged the attesting
physi cian's conclusions, Dr. Vigilante confirnmed that clai mant
suffers fromnoderate nmitral regurgitation.' Specifically, Dr.
Vigilante concluded that "[c]laimant does suffer from noderate
mtral regurgitation with a RIA/LAA found to be between 20% and
40% on t he echocardi ographi ¢ study of May 4, 2001."

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. Here, Dr. Vigilante found that noderate mtra
regurgitation was visible in "four cardiac cycles.” Under these
ci rcunst ances, claimant has nmet her burden in establishing a
reasonabl e nedi cal basis for her attesting physician's finding of

noderate mtral regurgitation.

17. Despite an opportunity to do so, the Trust did not submt
any response to the Technical Advisor Report. See Audit Policies
and Procedures 8 VI.N
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We, however, find that there is no reasonabl e nedica
basis for the attesting physician's finding that clainmant does
not have MAC. W disagree with clainmnt that the opinions of
Drs. Irani and Vigilante are unsupported. Dr. Irani concl uded
that claimant had MAC "with restricted views of posterior
leaflets.” Likewise, Dr. Vigilante provided a detailed
expl anation in support of his conclusion that "[i]t would be
i npossi ble for a reasonabl e echocardi ographer to concl ude that
[ MAC] was not present on this study." The specific deficiencies
identified by Drs. Irani and Vigilante negate claimant's
assertion that their respective conclusions constitute ipse
dixit.?*

Further, claimant's reliance on the concept of inter-
reader variability to dispute Dr. Vigilante's detail ed concl usion
that there was no reasonabl e nmedical basis for the attesting
physician to find no MAC is m splaced. The concept of inter-
reader variability already is enconpassed in the reasonable
nmedi cal basis standard. See PTO No. 6824. |In this instance, the
attesting physician's representati on cannot have a reasonabl e

medi cal basis where the Techni cal Advi sor concluded that clai mant

18. Moreover, as we previously stated in PTO No. 6824, "[c]ourt-
appoi nted Techni cal Advisors are not experts subject to the

Federal Rules of Evidence .... 'Throughout its text, Fed. R
Evid. 706 refers not to 'experts' generally, but to a nore
exclusive class: 'expert witnesses.' Because the plain |anguage

of the Cvil Rule is the nost reliable indicator of its neaning,
we are constrained to conclude that the grasp of Rule 706 is
confined to court-appoi nted expert w tnesses; the rule does not

enbrace advisors or consultants.'™ PTO No. 6824 (Dec. 29, 2006)
(quoting Reilly, 863 F.2d at 155) (citation omtted).
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had MAC. Moreover, unlike sone of the other factors that reduce
aclaimto Matrix B-1, any presence of MAC, regardless of the
anount, places the claimon Matrix B-1. See Settl enent
Agreement, § IV.B.2.d.(2)(c)(ii)(d); &. §1V.B.2.d.(2)(c)(i)(d)
("Aortic root dilatation > 5.0 cm'). W cannot ignore Dr.
Vigilante's clear findings, which identify precisely where
claimant's MAC is observed on her May 4, 2001 echocardiogram To
do ot herwi se woul d jeopardize the future allocation of funds for
nmeritorious clains.

Finally, claimant's argunent that her "due process”
rights have been violated is neritless. It is clainmant's burden
in the show cause process to show why she is entitled to Matrix
Benefits. See Audit Policies and Procedures §8 VI.D. The audit
and show cause process, as approved by this court, conply with
due process requirenents, as claimant has had notice and an
opportunity to present her evidence in support of her claim

For the foregoing reasons, we conclude that clainmant
has met her burden in proving that there is a reasonabl e nedi cal
basis for finding that had noderate mtral regurgitation. W
concl ude, however, that clainmnt has not met her burden in
proving that there is a reasonable nedical basis for finding that
she does not have MAC. Therefore, we will affirmin part and
reverse in part the Trust's denial of the clainms submtted by Ms.
Garcia and her daughter for Matrix A-1, Level Il benefits, and
find that Ms. Garcia and her daughter are consequently entitled

to Matrix B-1, Level |l benefits.
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AND NOW on this 27th day of August, 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 AFFIRMED in part and REVERSED in part and that the
Matrix A-1, Level Il Matrix clainms submtted by claimant Yol anda
Garcia, and her daughter Melissa S. Nava, are DEN ED. d ai mant
Yol anda Garcia, and her daughter Melissa S. Nava, are entitled
only to Matrix B-1, Level Il benefits. The Trust shall pay such
benefits in accordance with the Settl enent Agreenment and Pretri al
Order No. 2805, and shall reinburse claimant for any Techni cal
Advi sor costs incurred in the Show Cause process.

BY THE COURT:

[s/ Harvey Bartle III

C. J.



