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

IN RE: DI ET DRUGS ( PHENTERM NE/ )
FENFLURAM NE/ DEXFENFLURAM NE) ) MDL NO 1203
PRODUCTS LI ABI LI TY LI TI GATI ON )
)
THI S DOCUMENT RELATES TO )
)
SHEI LA BROMW, et al. )
) ClVIL ACTI ON NO. 99-20593
V. )
)
AVMERI CAN HOVE PRODUCTS ) 2:16 MD 1203
CORPORATI ON )
MEMORANDUM AND PRETRI AL ORDER NO
Bartl e, C. J. November 9, 2007

Nina N. Nailor ("Ms. Nailor" or "claimant"), a cl ass
menber under the Diet Drug Nationw de Cl ass 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. Initially, claimant did not submt any derivative clains. By
a subsequent letter, claimnt sought to submt derivative clains
for benefits on behalf of Charles Nailor, Sr., Ms. Nailor's
spouse, and Charles Nailor, Jr. and Shondra Steib, Ms. Nailor's
chi | dren.

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

(conti nued. . .)



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 October 2003, clainmant submtted a conpleted G een
Form signed by her attesting physician, Paul E. Nathan, MD.*

Dr. Nathan attested in Part Il of claimant's G een Formthat

3(...continued)

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
Settlement Agreenent 88 IV.B.2.b. & IV.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
matri ces applicable. 1In 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 close of the Screening Period, or who took the drugs for 60
days or less, or who had factors that would make it difficult for
themto prove that their VHD was caused solely by the use of

t hese di et drugs.

4. Cdaimnt's Show Cause Record also contains a partially

conpl eted Geen Formsubmtted in August 2003 and attested to by
Kevin Kilpatrick, MD. Dr. Kilpatrick's partial attestation was
resubmtted by claimant with the Geen Form submtted in October
2003.
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claimant had surgery to repair or replace the aortic valve.® In
July 2005, claimnt also submtted a G een Form Part |
Clarification executed by Dr. Nathan in which he also attested
that cl ai mant had val vul ar repair or replacenent surgery and
requi red a second surgery through the sternumw thin 18 nont hs of
the initial surgery due to prosthetic valve mal function, poor fit
or conplications reasonably related to the initial surgery. See
Settlenent Agreement 8 IV.B.2.c.(4)(g). Based on such findings,
claimant would be entitled to additional Matrix A-1, Level |V

benefits in the anmount of $347,121.°

5. Dr. Nathan also attested that claimnt suffered from
arrhythm as, a reduced ejection fraction in the range of 50%to
60% and a persistent noncognitive state caused by a conplication
of valvular heart disease. |In response to a deficiency notice
fromthe Trust, Dr. Nathan attested that claimant had an abnorma
left atrial dinension and an abnormal |eft ventricular end-
systolic dinension greater than or equal to 45 nm by M node or 2-
D echocardiogram d ai mant's Show Cause Record contains an
additional Part Il of claimant's Green Form signed in April 2005
by Dr. Nathan, in which Dr. Nathan attested that clainmant had
noderate aortic regurgitation, aortic sclerosis, an abnormal |eft
atrial dinmension, an abnormal l|eft ventricular end-systolic

di mensi on greater than or equal to 45 nm by M node or 2-D
echocardi ogram a reduced ejection fraction in the range of 40%
to 49% and severe regurgitation and the presence of ACC AHA
Class | indications for surgery to repair or replace the aortic
and/or mtral valves where such surgery was not perforned. In a
subsequent C arification, however, Dr. Nathan attested that
claimant did not have aortic sclerosis or severe regurgitation
and the presence of ACC/AHA Class | indications for surgery to
repair or replace the aortic and/or mtral valves where such
surgery was not performed. None of these conditions, however, is
at issue in this claim

6. I n Decenber 2005, claimant was paid Matrix Benefits at Matrix

A-1, Level |1l in the amount of $772,285. According to the

Trust, if entitled to Matrix A-1, Level 1V benefits, claimnt
(continued. . .)
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By letter dated Septenber 29, 2005, the Trust advised
claimant that it had determ ned that claimnt was entitled to
Matrix A-1, Level IIl benefits.” The Trust advised clainant that
her Level 1V claimwas being sent to audit to determ ne whet her
cl ai mant had a second surgery through the sternumw thin 18
months of claimant's initial surgery. As stated by the Trust, in
pertinent part, in its Septenber 29, 2005 letter:

Note that Part Il of the GREEN Form whi ch you
submtted to the Trust asserts conditions in
support of Matrix Conpensation Benefits at
Level [IV]. Weth has concurrently

desi gnated your claimas a Mdical

Di sagreenment (for Audit) as follows: G een
Form Question at issue: J - SECOND SURGERY
WTH N 18 MONTHS: Based on operative note
dated 12/13/01. NOTE: Second surgery did not
require re-opening of the nedian sternotony
as required by the Settl enent.

(enmphasi s added).
I n Sept enber 2005, the Trust forwarded the claimfor
review by Nancy V. Strahan, MD., one of its auditing

cardiologists.® In audit, Dr. Strahan concluded that there was

6(...continued)

woul d be entitled to Matrix Benefits in the amount of $1, 119, 406.
The amount at issue, therefore, is the difference between the
Level 111 Matrix Benefits already paid and the anount of Level 1V
Matri x Benefits.

7. Under the Settlenent Agreenent, a claimant is entitled to
Level 111 benefits if the claimant had: "[s]urgery to repair or
replace the aortic and/or mtral valve(s) follow ng the use of
Pondi m n® and/ or Redux™" See Settl ement Agreenent

8§ IV.B.2.c.(3)(a).

8. Pursuant to Pretrial Oder ("PTO') No. 3882, all Level 111,
Level 1V and Level V Matrix clains are subject to the Parall el
(continued. . .)
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no reasonabl e nedi cal basis for the attesting physician's finding
that cl ai mant had a second surgery through the sternumw thin 18
nmonths of the initial surgery because, according to the auditing
cardiologist: "The pt. had a subxi phoid drai nage of a
pericardial effusion. There was no evidence of reoperation thru
[sic] the sternum"?®
Based on Dr. Strahan's diagnosis, the Trust issued a

post-audit determ nation denying Ms. Nailor's claimfor Level IV
benefits. Pursuant to the Rules for the Audit of Matrix
Conmpensation Clains ("Audit Rules"), claimnt contested this
adverse determination.' In contest, claimnt submtted a
verified statement fromDr. Nathan, which stated, in relevant
part, the follow ng:

| am a Board-Certified Cardiologist with

a level 2 training in echocardi ography. |
have reviewed all of the applicable nedical

8(...continued)

Processing Procedures ("Y") for Matrix clains asserting high-

| evel nedical conditions. As Weth did not agree that claimant
had a Matrix A-1, Level IV claim pursuant to the f, claimant's
claimwas audited by the Trust.

9. As the Trust concedes that claimant underwent surgery to
repl ace the aortic valve, the only issue is whether there is a
reasonabl e nedi cal basis for the attesting physician's
attestation that claimnt had a second surgery through the
sternumwi thin 18 nonths of the initial surgery.

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 Rul es
contained in PTO No. 2807 apply to Ms. Nailor's claim
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records of Ms. Nina Nailor which were

submitted to the AHP Settlenent Trust in

connection with her claim (C aimNo. 183/00

8253977).

In my expert opinion the operative

report of Dr. Rigby, dated 12/13/01, clearly

states Ms. Nailor required a second surgery

t hrough her sternumas a result of

conplications fromher initial surgery. The

report states that "the | ower end of the

sternotony incision was reopened and the

xi phoi d process excised."

The xi phoid process is the | ower end of

the sternum and the Decenber 13, 2001,

surgery was performed through the | ower end

of the sternum
Claimant al so asserted that the operative report for her second
surgery, which states that "[t]he | ower end of the sternotony
i nci sion was reopened and the xi phoid process excised,"” supports
her Level |V claimbecause it "clearly describes surgery
performed through the | ower end of the sternum?”

The Trust then issued a final post-audit determ nation,
again denying Ms. Nailor's claimfor Level IV benefits. d aimnt
di sputed this final determ nation and requested that the claim
proceed to the show cause process established in the Settl enment
Agreenent. See Settlenment Agreenent 8 VI.E. 7.; PTO No. 2807
Audit Rule 18(c). The Trust then applied to the court for
i ssuance of an Order to show cause why Ms. Nailor's claimshould
be paid. On March 20, 2006, we issued an Order to show cause and
referred the matter to the Special Master for further

proceedi ngs. See PTO No. 6077 (Mar. 20, 2006).



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 14, 2006. Claimant
submitted a sur-reply on September 6, 2006. The Show Cause
Record is now before the court for final determnation. 1d. Rule
35.

The issue presented for resolution of this claimis
whet her cl ai mant has nmet her burden of proving that there is a
reasonabl e nedi cal basis for the attesting physician's finding
that cl ai mant had a second surgery through the sternumw thin 18
mont hs of her initial surgery. See id. Rule 24. Utimtely, if
we determ ne that there was no reasonabl e nedical basis for the
answer in claimant's G een Formthat is at issue, we nust affirm
the Trust's final determ nation and may grant such other relief
as deened appropriate. See id. Rule 38(a). |If, on the other
hand, we determ ne that there was a reasonabl e nmedi cal basis for
the answer, we nust enter an Order directing the Trust to pay the
claimin accordance with the Settlenment Agreenent. See id. Rule
38(b).

In support of her claim M. Nailor argues that the
operative report and the verified statement from her attesting
physi ci an establish that claimant had a second surgery through
the sternumwithin 18 nonths of her initial surgery as required
by the Settlement Agreenent for the recovery of Level |1V Matrix

Benefits. In response, the Trust asserts that claimnt's
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argunment is inconsistent with the requirenments of the Settl enent
Agr eenent . !

After reviewing the entire Show Cause Record before us,
we find that claimnt has established a reasonabl e nedi cal basis
for her claim Under the Settlenent Agreenent, a claimant is
entitled to Level 1V Matrix Benefits for the foll ow ng:

(g) The individual has had val vul ar repair

or replacenent surgery and requires a
second surgery through the sternum
wi thin eighteen nonths of the initial
surgery due to prosthetic valve
mal function, poor fit, or conplications
reasonably related to the initial
surgery.

Settlenment Agreement 8 IV.B.2.c.(4)(9).

As reflected on claimant's operative report for her
aortic valve replacenment surgery, clainmant underwent a
sternotony. The basic definition of a sternotony is a "surgica
incision through the sternum™ Merriam Wbster's Medi cal Desk
Dictionary (1996) at 769. Equally inportant, clainmant's second
surgery, as reflected in the operative report, consisted of, in
rel evant part, the following: "The |ower end of the sternotony
i nci sion was reopened and the xiphoid process excised." The
basic definition of the xiphoid process is "the snmallest and

| onest division of the sternum™ |1d. at 880. Thus, contrary to

the Trust's argument, claimnt's operative report reflects that

11. In a sur-reply, claimnt argues that, contrary to the
Trust's assertion, there is no requirenent that clai mant
establish that the second surgery required a "reopeni ng" of
claimant's sternum
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cl ai mant had a second surgery through the sternumw thin 18
nmont hs of her initial surgery as required under the plain
| anguage of the Settlenent Agreenent.?!?

In asserting that claimnt was required to establish
that there was a "reoperation” through the sternum the Trust is
m stakenly relying on a separate provision of the Settlenent
Agreenent, which also allows a clainmant to receive Level |V
benefits for the foll ow ng:

(f) The individual has had val vul ar repair

or replacenent surgery and suffers from

post operative endocarditis,

medi astinitis or sternal osteonyelitis,

any of which requires reopening the

medi an sternotony for treatnent, or a

post - operative serious infection defined

as HV or Hepatitis Cwthin six nonths

of surgery as a result of bl ood

transfusi on associated with the heart

val ve surgery.
Settlenent Agreenment 8 IV.B.2.c.(4)(f). As the Settlenent
Agreenment does not contain a simlar requirenent in Section (Q)
of the Level 1V definition of a "reopening” of a specific portion
of the sternum (the medi an sternotony), the court will not inpose
such a requirenent. The Settlenment Agreenent clearly reflects a
di stinct set of circunstances, which entitles claimnt to Level
|V benefits based sinply on a second surgery "through the

sternum "3

12. The Trust does not dispute that a second surgery was
required due to conplications fromthe initial aortic valve
repl acenent surgery.

13. Although the Trust, inits initial determnation letter,
(continued. . .)
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For the foregoing reasons, we conclude that clainmant
has met her burden of proving that there is a reasonabl e nedi cal
basis for finding that claimant had a second surgery through the
sternumwi thin 18 nonths of her initial surgery. Therefore, we
will reverse the Trust's denial of Ms. Nailor's claimfor Level

|V Matri x Benefits. 4

13(...conti nued)

noted that Weth designated claimant's claimfor audit to
determ ne whet her claimant had a condition, which required a "re-
openi ng of the nedian sternotony,” this assertion is msplaced as
Section (g) of the Settlenment Agreenent's Level |V definition
does not require reopening of the nedian sternotony but sinply
"surgery through the sternum™

14. The Show Cause Record does not indicate whether any
derivative claimants received paynment in connection with M.
Nailor's prior receipt of Level IIl Matrix Benefits. Wth
respect to claimant's Level IV claim the Trust shall determ ne
whet her there are any derivative claimants also entitled to Level
| V benefits.
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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

)

)

)

)

)

g

SHEI LA BROMWN, et al. )
) CIVIL ACTION NO 99- 20593

v. )

)

AVERI CAN HOVE PRODUCTS ) 2:16 MD 1203
CORPORATI ON )

PRETRI AL ORDER NO

AND NOW on this 9th day of Novenmber, 2007, for the
reasons set forth in the acconpanying Menorandum it is hereby
ORDERED t hat the final post-audit determ nation of the AHP
Settlenment Trust is REVERSED and that clainmant Nina N. Nailor, is
entitled to Matrix A-1, Level IV benefits, |ess any previous
Level 111 benefits received by claimant. The Trust shall pay
such benefits in accordance with the Settlenent Agreenent and
Pretrial Order No. 2805 and shall al so determ ne whether there
are any derivative claimants entitled to benefits.

BY THE COURT:

[s/ Harvey Bartle III

C. J.



