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)
THI S DOCUMENT RELATES TO )
)
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)
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CORPORATI ON )
MEMORANDUM AND PRETRI AL ORDER NO.
Bartl e, C. J. June 29, 2007

Kristi Carrigan ("Ms. Carrigan"” 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. Mchael J. Carrigan, Ms. Carrigan'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 clainmnts

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
(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.

In July 2001, claimnt submtted a conpleted G een Form
to the Trust signed by her attesting physician Irvin F
Gol denberg, M D. Based on an echocardi ogram dated COct ober 10,
1997, Dr. Coldenberg attested in Part Il of Ms. Carrigan's G een
Form that she suffered fromnoderate mitral regurgitation and a
reduced ejection fraction in the range of 50%to 60% Based on
such findings, claimnt would be entitled to Matrix A-1, Level |

benefits in the anmount of $551, 721.

3(...continued)

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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In the report of clainmant's echocardi ogram Marianne
Serkland, MD., stated claimant had "[n]ild mtra
insufficiency.” Dr. Serkland did not specify a percentage as to
the level of claimant's mtral regurgitation. Under the
definition set forth in the Settl enent 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 Settlenment Agreenent
8§ 1.22. The report did not indicate claimant's | evel of ejection
fraction. An ejection fraction is considered reduced for
purposes of a mtral valve claimif it is neasured as |ess than
or equal to 60% See id. 8 IV.B.2.c.(2)(b).

I n Cctober 2001, the Trust forwarded the claimfor
review by Ernest Madu, MD., one of its auditing cardiologists.*
In audit, Dr. Madu concluded that there was no reasonabl e nedical
basis for Dr. Goldenberg's finding that clainmant had a reduced
ej ection fraction because claimant's echocardi ogram denonstr at ed

an ejection fraction greater than 60%?°

4. Under the Settlenment Agreenent, Weth and the Trust could
each designate for audit a certain nunber of clains for Matrix
Benefits and identify the condition(s) to be reviewed during the
audit. See Settlenent Agreenent 8 VI.F;, Policies and Procedures
for Audit and Disposition of Matrix Conpensation Clainms in Audit
("Audit Policies and Procedures”) 8 I11.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 issuance of PTO No.
2662.

5. Dr. Madu was not asked to review claimant's |level of mtral
(continued. . .)
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Based on Dr. Madu's diagnosis of a normal ejection
fraction, the Trust issued a post-audit determ nation denying Ms.
Carrigan's claim Pursuant to the Audit Policies and Procedures,
claimant contested this adverse determ nation and submtted
addi tional nedical information. See Settlenent Agreenent
8 VI.E.7; Pretrial Oder ("PTO') No. 2457 (May 31, 2002), Audit
Policies and Procedures 8§ VI. Cainmant submtted an affidavit
fromDr. Col denberg and several still franes from her
echocardi ogram which purportedly denonstrated a reduced ejection
fraction. Dr. Col denberg again concluded that claimant had a
reduced ejection fraction, stating that:

| quantitatively determned the |eft

ventricular ejection fraction ... |

phot ographed the rel evant cardiac structures

at appropriate tinmes during the cardiac cycle

... Al assessnents were made and confirned

on nultiple cardiac beats so that the

concl usi ons reached woul d accurately depi ct

t he chanber dysfunction present in the

echocardiogram ... the patient's ejection

fracti on was between 50-60% ... Using apical

two chanmber views on three consecutive beats
| was able to calculate left ventricul ar

5(...continued)

regurgitation in audit. In its Reply, the Trust concedes that
the mtral valve question was not "posed in audit and that
finding is not the basis for this proceeding."

Under the Settlenment 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 noderate mtral
regurgitation, the only issue is claimant's |l evel of ejection
fraction, which is one of the conplicating factors needed to
qualify for a Level Il claim
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di astolic and systolic volunes as well as the

| eft ventricular ejection fraction ...

resulting [in an] ejection fraction of 52%

... B58% ... [and] 56% each of the three

guantified ejection fraction percentages

range between 50% 60% ... Cal cul ati ons nade

fromthe apical four chanber view...

revealed ... ejection fraction[s] of 56%. ..

55% ... [and] 57%

Based on claimant's subm ssions, the Trust forwarded
the claimto an additional auditing cardiologist, Keith
Churchwell, MD., for a second review.® In audit, Dr. Churchwell
concl uded that there was no reasonabl e nedical basis for the
attesting physician's finding of a reduced ejection fraction.

Dr. Churchwell estimated claimant's ejection fraction to be
">65% by observation. Sinpson's rule used to evaluate EF in the
study underestimates the EF | think because of the difficulty in
i dentifying endocardial borders in the apical four chanber and 2
chanmber views."’

Thereafter, the Trust issued a final post-audit
determ nation, again denying Ms. Carrigan's claim Pursuant to
the Audit Policies and Procedures, claimnt contested this
adverse determ nation and requested that the claimproceed to the
show cause process established in the Settlenment Agreenent. See

Settlenent Agreement 8 VI.E.7; PTO No. 2457, Audit Policies and

6. Throughout the Show Cause Record, the parties refer to Dr.
Churchwel | as the auditing cardiologist. Additionally, inits
Reply, the Trust stated that Dr. Madu's findings are not at issue
in this proceedi ng because his audit was conpleted prior to the
recei pt of claimant's additional subm ssions.

7. Dr. Churchwell was also not asked to review claimant's | eve
of mtral regurgitation
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Procedures 8 VI. The Trust then applied to the court for
i ssuance of an Order to show cause why Ms. Carrigan's claim
shoul d be paid. On March 10, 2003, we issued an Order to show
cause and referred the matter to the Special Master for further
proceedi ngs. See PTO No. 2777 (Mar. 10, 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 June 9, 2003. Claimant
submitted a sur-reply on June 25, 2003. 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 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, Sandra V. Abramson, M.D.,
F.A.C.C., to review the documents submitted by the Trust and
claimant and to 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.

8. 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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The issue presented for resolution of this claimis
whet her cl ai mant has met her burden in proving that there is a
reasonabl e nedi cal basis for the attesting physician's finding
that she had a reduced ejection fraction. See id. 8§ VI.D.
Utimately, if we determ ne that there was no reasonabl e nedi ca
basis for the answer in claimant's G een Formthat is at issue,
we nmust confirmthe Trust's final determ nation and may grant
such other relief as deenmed appropriate. See id. 8 VI.Q If, on
t he ot her hand, we determi ne that there was a reasonabl e nedica
basis for the answer, we nust enter an Order directing the Trust
to pay the claimin accordance with the Settlenent Agreenent.
See id.

In support of her claim M. Carrigan argues, anong
ot her things, that the standard of reviewin audit is for the
audi ting cardiologist to determ ne whether there is a reasonable
medi cal basis for the attesting physician's findings and not to
render a "second opinion.” Caimant further argues that "Dr.
Col denberg's estimated ejection fraction in the range of '50%
60% satisfies the Settlenent Agreement's 'nodest' burden of
nmedi cal reasonabl eness.” Cainmant also contends that there is a
reasonabl e nedi cal basis for Dr. Gol denberg's finding of a
reduced ejection fraction based on the concept of "interobserver
variability."

In response, the Trust argues that Dr. Churchwel |
determ ned that the attesting physician underestimated cl aimant's

ej ection fraction, and thus, there was no reasonabl e nedi cal
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basis for finding a reduced ejection fraction. The Trust
contends that Dr. Churchwell's conclusion was based on a two step
anal ysis where he first assessed claimant's ejection fraction and
t hen determ ned whet her there was a reasonabl e nedical basis for
the attesting physician's finding in light of this assessnent.
The Trust notes that, although Dr. Madu's findings are not at
issue in this proceeding, both Drs. Churchwell and Madu undert ook
this anal ysis and reached the sane concl usion.

In a sur-reply, claimnt argues that the auditing
cardiologist failed to provide an underlying explanation for his
conclusion that there is no reasonabl e nedical basis for the
attesting physician's finding of a reduced ejection fraction.
Claimant also reiterates her argunents that there is a reasonable
medi cal basis for her claimbased on the concept of
"interobserver variability."

The Techni cal Advisor, Dr. Abranson, reviewd
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
a reduced ejection fraction. Specifically, Dr. Abranmson found
that "ny visual estimate is that this O aimant has an ejection
fraction between 55% 60% | measured two ejection fractions
using the Sinpson's Method of Disks and cal cul ated the ejection
fractions to be 59% and 60% "

After reviewing the entire Show Cause Record before us,
we find that claimnt has established a reasonabl e nedi cal basis

for her claim Caimant's attesting physician revi ewed
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cl ai mant' s echocardi ogram and found that clainmant had a reduced
ejection fraction in the range of 50%to 60% Although the Trust
contested the attesting physician's conclusion, Dr. Abranson
confirmed the attesting physician's finding of a reduced ejection
fraction.® Specifically, Dr. Abranmson concluded that "there is a
reasonabl e nedi cal basis to interpret the ejection fraction of
[claimant] as 50% 60% "

As stated above, an ejection fraction is considered
reduced for purposes of a mtral valve claimif it is nmeasured as
| ess than or equal to 60% See id. 8 IV.B.2.c.(2)(b). Here, Dr.
Abranson found that claimant's ejection fraction was in the range
of 50%to 60% Under these circunstances, clainmant has met her
burden in establishing a reasonabl e nedical basis for her
claim?

For the foregoing reasons, we conclude that C ai nant
has nmet her burden in proving that there is a reasonabl e nedi cal
basis for her claimand is consequently entitled to Matrix A-1,
Level 1l benefits. Therefore, we will reverse the Trust's denial
of the clainms submitted by Ms. Carrigan and her spouse for Matrix

Benefits.

9. Despite an opportunity to do so, the Trust did not submt any
response to the Technical Advisor's Report. See Audit Policies
and Procedures 8 VI.N

10. Accordingly, we need not address claimnt's remaining
arguments.
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AND NOW on this 29th day of June, 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 the Level Il clainms submtted by
claimants Kristi Carrigan and her spouse, Mchael J. Carrigan,
are GRANTED. The Trust shall pronmptly 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 III

C. J.



