IN THE UNITED STATES DISTRICT COURT
FOR THE EASTERN DISTRICT OF PENNSYLVANIA

IN RE: DIET DRUGS (Phenterminef ) MDL Docket No. 1203

Fenfluramine/Dexfenfluramine)
PRODUCTS LIABILITY LITIGATION

THIS DOCUMENT RELATES TO: )

SHEILA BROWN, SHARON GADDIE, CIVIL ACTION NO. 99-20593
VIVIAN NAUGLE, QUINTIN LAYER, ;

and JOBY JACKSON-REID,

individually and all others similarly
situated, ' : NOTICE OF MOTION

Piaintiffs,
V.

AMERICAN HOME PRODUCTS

CORPORATION,
Defendant.

CLAIMANTS’ MOTION TO REMOVE AUDITORS CRAIG
OLINER, M.D, DONNA ZWAS, M.D. AND JOHN
GOTTDIENER, M.D. AS AUDITORS FROM THE AHP
SETTLEMENT TRUST

For the reasons set forth in the accompanying affidavit and evidence annexed

hereto as exhibits, the undersigned, counsel for claimants, will move this Court for entry
of an Order in the form appended to these papers, compelling the AHP Settlement Trust
to remove auditor Craig Oliner, M.D., Donna Zwas, M.D. and John Gottdiener, M.D.,
without further delay as required under the Nationwide Class Action Settlement
Agreement with American Home Products Corporation and the prior orders of this

Court, and to have all the audits of Craig Oliner, M.D., Donna Zwas, M.D. and John

Gottdiener, M.D. redone by qualified auditors.



Respectfully submitted,

NAPOL!| KAISER BERN & ASSOCIATES, LLP

Claimants’ Counsel

By:

Defiiée A. Rubin (DR-5591)
An Associate of the Firm

3500 Sunrise Hwy., Suite T-207
Great River, New York 11739

HARITON & D'ANGELO, LLP

Clalman%ﬁ
By: M

Mario D’ Angelo (MD-7
A Member of the Firm

3500 Sunrise Hwy., Suite T207
Great River, NY 11739

To:

Andrew A. Chirls Esq.

Wolf, Block, Schorr & Solis-Cghen, LLP
1650 Arch Street, 22nd Floor
Philadelphia, PA 19103

Michael D. Schissel Esq.

Arnold & Porter

399 Park Avenue, 34th Floor
New York, New York 10022-4690

Michael Fishbein, Esq.

Levin Fishbein Sedran & Berman
510 Walnut Street, Suite 500
Philadelphia, Pennsylvania 19106



IN THE UNITED STATES DISTRICT COURT
FOR THE EASTERN DISTRICT OF PENNSYLVANIA

IN RE: DIET DRUGS (Phentermine/ : MDL Docket No. 1203

Fenfluramine/Dexfenfluramine)
PRODUCTS LIABILITY LITIGATION

THIS DOCUMENT RELATES TO: :

SHEILA BROWN, SHARON GADDIE, : CIVIL ACTION NO. 99-20593
VIVIAN NAUGLE, QUINTIN LAYER,

and JOBY JACKSON-REID,

individually and all others similarly
situated, ) AFFIDAVIT

Plaintiffs,
v,

AMERICAN HOME PRODUCTS

CORPORATION,
Defendant.

STATE OF NEW YORK )
COUNTY OF NEW YORK ; o

DENISE A. RUBIN, being duly sworn, hereby deposes and says:

1. | am associated with the law firm Napoli, Kaiser, Bern & Associates, LLP,
attorneys for several class member claimants who have filed Matrix claims, as well as
other class members, in the above-captioned matters now pending before this
Henorable Court.

2. | offer this affidavit, the annexed exhibits, proposed order and the annexed
Memorandum in support of the instant motion to remove the AHP Settlement Trust

Auditors. The facts cited in these papers are based on my personal knowledge and

review of the files, orders, correspondence and other documents related to this matter,



in support of claimants’’ motion for an Order compelling the AHP Settlement Trust to
remove auditors Craig Oliner, M.D., Donna Zwas, M.D. and John Gottdiener, M.D._,
without further delay and to re-audit any claims previously denied by Drs. Oliner, Zwas
and Gottdiener, in accord with the NATIONWIDE CLASS ACTION SETTLEMENT AGREEMENT
WITH AMERICAN HOME PRODUCTS CORPORATION, INC. and the prior orders of this Court.

3. All documents attached here as exhibits are true and correct copies of the
cited original documents.

4. Those Exhibits are:

a. Excerpts of testimony from the September 2002 hearings;

b. Dr. Crouse's evaluation of claimant Ruth Enloe's echocardiogram,;
c. Dr. Dent's evaluation of Ruth Enloe’s echocardiogram;

d. Summary table of Dr. Dent-reviewed echocardiograms;

e. Dr. Gangopadhyay's évaluation of Ruth Enloe’s echocardiogram;
f. Dr. Crouse’s report on Linda Morales’ echocardiogram;

g. Dr. Dent’s evaluation of Linda Morales' echocardiogram;

h. Pretrial Order 2640 (Westlaw format);

i. Ruth Enloe and Linda Morales’ post-audit rejection letters;

i. Ruth Enloe’s auditing cardiologist report;

k. Linda Morales' auditing cardiologist report;

I.  Gottdiener Article — New England Journal of Medicine;

m. Gottdiener Article — Journal of the Am. College of Cardiology;

' This motion is made on behalf of the claimants represented by Napoli Kaiser Bern & Associates
LLP and/or Hariton D’angeio who have filed Matrix claims which are subject to audit.



n. Gottdiener Article Abstract — Jrnl. of Am. Coll. of Echocardiclogy;
0. Gottdiener Article — American Heart Journal,
p. Deposition excerpts from John Pittelli;

n

g. Excerpt from “Rules for the Audit of Matrix Compensation Claims”.

A

Denise A. Rubin (DR-5591)

Sworn to before me this 4 th day
Of LL%@;_ 2003

HONEY;
Notary Public

BETSY BARRANCO
Notary Public, State of New York
o m_No imgAﬁMHSC
ualified in Richmand County
Commission Expires June 12, 20 .&{-0



[N THE UNITED STATES DISTRICT COURT
FOR THE EASTERN DISTRICT OF PENNSYLVANIA

IN RE DIET DRUGS (Phentermine/ )
Fenfluramine/Dexfenfluramine) ) MDL DOCKET NO. 1203
PRODUCTS LIABILITY LITIGATION

e

THIS DOCUMENT RELATES TO:

SHEILA BROWN, et al. CIVIL ACTION NO. 99-20593
Plaintiffs,
v,

AMERICAN HOME PRODUCTS
CORPORATION,

Defendant.

PRETRIAL ORDER NO.

And now, to wit, this day of . 2003, upon consideration of the

Class Members’ Motion to Remove the AHP Settlement Trust Auditors Dr. Craig Cliner, Dr.
John Gottdiener and Dr. Donna Zwas, the Opposition thereto and the Reply to the Opposition,

and upon hearing argument by the parties on ' , 2003, itis

ORDERED that said motion is Granted.

By the Court:

Hon. Harvey Bartle, I, J.
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IN THE UNITED STATES DISTRICT COURT
FOR THE EASTERN DISTRICT OF PENNSYLVANIA

IN RE: DIET DRUGS (PHENTERMINE/ : MDL NO. 1203

FENFLURBMINE /DEXFENFLURAMINE)
PRODUCTS LIABILITY LITIGATION

SHEILA BROWN, ET AL.

V. : CIVIL ACTICHN

NO.
AMERICAN HOME PRODUCTS
CORPORATION

99-~20593

PHILADELPHIA, PENNSYLVANIA

TUESDAY, SEPTEMBER 3,

2002

BEFORE: HONORABLE HARVEY BARTLE, III,

HEARING DAY ONE

SUZANNE R. WHITE, C.M.

CERTIFIED REALTIME REPCRTER

601 MARKET STREET
1234 U.S. COURTHOQUSE
PHILADELPHIA, PR

{215) 627~1882



THAT IS UNUSUALLY LOW FCR THIS AGAIN, FOR THIS SO THAT
PRF, IS SET UNUSUALLY LOW., ALSO I THINK I CALLED
WINDSHIELD WIPER EFFECT. THE FRAME RATE IS LOW, I
BELIEVE IT CALLED TEN HERTS HERE, WE PREFER 20 OR 39
WHEN WE ARE LOOKING AT THINGS AS FINE AS DETAILED AS

THIS.

Q. IS THERE THIS THING THAT YOU WANT TO SHOW US WITH
RESPECT TO MR, ELUMENBERG?
A. NO THERE ISN'T.
Q. NOW, LET'S TURN TO YOUR --

THE COURT: BEFCORE WE DO. WE WILL TAKE QUR
15 MINUTE RECESS, PLEASE BE BACK IN YOUR SEATS READY TO
GO IN 15 MINUTES,

(BREAK TAKEN.).

THE CLERK: ALL RISE.

THE COQURT: YOU MAY BE SEATED.

THE CCURT: MISS FLETMAN, YOU MAY PROCEED.

MS. FLETMAN: THANK YOU, YOUR HONOR.
BY MS. FLETMAN:
Q. DR. DENT, LET'S RETURN TO THE ISSUE OF HOW YOUR
READINGS COMPARE TC THOSE OF DR. HELMCKE. WERE THERE
CASES WHERE YCU BELIEVED THE CLAIMANT HAD MODERATE
LEAKAGE AND DR. HELMCKE DID NOT?
A, YES, THERE WERE.
Q. HOW MANY?
A, THERE WERE FQUR CASES THAT WE DISAGREED ABOQUT
SUBSTANTIALLY IN TERMS OF THERE THEY WOULD HAVE BENNED
FOR MATRIX LEVEL 2 BENEFITS. I BELIEVE THREE OF THEM
INVOLVE CASES WHERE I REPORTED THEM AS MODERATE AND HE
REPORTED THEM AS LEESS THAN MCDERATE.
Q. OKAY. AND THEN WERE THERE COQRRESPONDING CASES
WHERE HE REPORTED THEM AS MODERATE AND YOU DID NQT?
A THERE WAS ONE WHERE HE RECORDED IT AS SEVERE AND I
REPORTED IT AS MILD. AND THAT WAS THE FOURTH CASE,
Q. DO YOU REMEMBER THE NAMES OF THE PATIENTS?
A, I KNOW THAT THE ONE, THE SEVERE ONE WAS MR. BA
RON, BLA. R O N E,
I'M SORRY, HE SAID SEVERE?
YES.
AND YOU SAID MODERATE?
I BELIEVE MILD.
AND WAS THAT AORTIC OR MITRAL REGURGITATION?
. IT WAS MITRAL IN A PATIENT WITH VERY COMPLEX HEART
ISEASE.
OKAY, DO YOU REMEMBER ANYTHING WITH RESPECT TO
ATIENT LOB BA SETH TA*?
LO* BA¥* SH*ET THAT.
I BELIEVE WE WERE VERY CLOSE TO TOGETHER, 1 SAID
MILD AND HE SAID MODERATE. I BELIEVE SO WHEN I LOQKED
AT IT AGAIN THE MEASUREMENT WAS RIGHT ON THE EKG OF
MILD TC MODERATE. I COULD SEE HOW YOU COULD GO EITHER
WAY WITH IT.
Q. WHAT ABOUT MISS MORALES, DO YOU REMEMBER ANY
DIFFERENCES BETWEEN YOUR OPINION AND DR. HELMCKE'S WITH
RESPECT TO MISS MCRALES?
. I LOOKED AT MISS MORALES'S TAPE, I HAD REPORTED

PO PO RO
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MCDERATE, MITRAL REGURGITATION. HE HAD REPCRTED MILD.
I LOOKED AT IT AGAIN AND WAS SATISFIED WITH THE STONE
HER'S MEASUREMENT. THAT WAS THE FIRST CASE THAT I
SHOWED TODAY.
Q. WHEN YCU SAY YOU WERE SATISFIED WITH THE
SONCGRAPHER'S MEASUREMENT WHICH WAY DID THAT QUUT?
A. MODERATE.
Q. I THINK THE FINAL WAS MISS ENLOE?
A, YES.

THE COURT: ROUTE ENLOE, EN L O E. I
BELIEVE I REFORTED HER AS MODERATE MITRAL
REGURGITATICON. DR. HELMCKE REPORTED HER AS MILD MITRAL
REGURGITATICN.

Q. HOW MANY CASES OF THE 88 AND HOW MANY CASES DID
BOTH YOU AND DR. HELMCKE LCOK AT THE RESULTS?

A. I COMPARED MY RESULTS TC 73 PATIENTS IN WHOM HE
HAD PROVIDED INTERPRETATICNS FOR ME TO COMPARE.

Q. AND THERE WERE SIGNIFICANT DIFFERENCE TAKE COUT HOW
MANY CUT OF THE 737

AL FOUR.,

Q. DID THAT SURPRISE YQU?

A NO. THAT IS WITHIN THE RANGE OF APPROXIMATELY

FIVE TC TEN PERCENT DISAGREEMENT. I WOULD EXPECT
BETWEEN ANY TWQO ECHO EXPERTS LOOKING AT THAT THAT MANY
TAPES.

Q. VERY BRIEFLY, HAVE YOU EVER CONSULTED WITH THE
TRUST THAT WOULD BE THE AHP SETTLEMENT TRUST BEFORE
THIS MATTER?

A, I WAS ASKED TO GIVE CADVISE BY THE TRUST EARLY ON
WHEN THEY WERE SETTING UP THE PLAN FOR ACQUIRING THE
VIDEOTAPES AND STORING THE IMAGES.

Q. WERE YOU PAID FOR THAT CONSULTATION?

AL NO, I WASN'T,

. DID YOUR PRIOR RELATIONSHIP WITH THE TRUST
INFLUENCE YOUR READINGS OF THE ECHOCARDIOGRAMS IN THIS
MATTER?

AL NO, IT DIDN'T.

Q. HAVE YOU EVER DONE ANY WORK FOR OTHER LAW FIRMS IN
CONNECTION WITH DIET DRUGS?

A, YES, I HAVE.

Q. WHAT WORK WAS THAT?

. I WAS HIRED ABOUT FOUR YEARS AGO BY A FIRM THAT

WAS REPRESENTING CNE OF THE OTHER COMPANIES IN ORDER TO
GIVE LECTURES, INSTRUCTIONAL MATERIAL TC THEIR
ATTORNEYS IN 1998.

DO YOU REMEMEER WHAT THE COTHER COMPANY WAS?

IT WAS ABOUT FIVE NAMES BEGINNING SNEAK, WALT MAN.
NO, NC, NOT THE LAW FIRM BUT THE DRUG COMPANY?

I HAVE NO -- I DON'T KNOW.

AND THE SNEAK ET CETERA, WHO IS5 THAT?

I BELIEVE A GROUP OF ATTORNEYS BASED IN NEW YORK.
. I THINK YOU SAID. WHEN DID THIS RELATIONSHIP
TART?

1998.

HAVE YOU EVER BREEN ASKED TO ACTUALLY DO ANY WORK
OR THE SHEEK FIRM?

NO .

WO 00 PO

om0



MS. FLETMAN: YES, WE WOULD.

THE WITNESS: THAT HAS NCT BEEN MARKED.

MS. FLETMAN: IT HAS NOT BEEN MARKED.

THE COURT: YOU CAN THINK ABOUT THAT.

MS. FLETMAN: WE WILL THINK ABOUT THAT. WE
WILL PRCVIDE THE COURT WITH NUMBERS POSSIBLY NOT UNTIL
TCMORROW MORNING.

THE COURT: ALL RIGHT. ALL RIGHT
MR. HARPER, YOU MAY PROCEED.

CROSS EXAMINATION.

MR. HARPER: I MEANT CONLY TO ASK YOUR HCNCR
WHETHER TO DO IT DURING THE EXAMINATION.

THE CQURT: TRAT'S ALL RIGHT. HHH.
Q. HARITON LAR?

Q. DID AFTERNCON MY NAME IS THE GERRY HARPER I
REPRESENT THE LAW FIRM OF NAPOLI KAISER AND BERN S0 IT
157

k. GOCD AFTERNCON.

Q. A FEW QUESTICNS THAT I WOULD LIKE TO ASK ¥QU IF I
MAY. FIRST OF ALL, AM I CORRECT THAT EVERY SINGLE
MEASUREMENT WITH WHICH YOU DISAGREE OF DR. MUELLER AND
DR. CROUSE'S IS ALSQO IN YOUR SWORN QPINION OUTSIDE THE
BOUNDARIES OF MEDICAL REASON?

A LET ME EXPLAIN THAT IT MAY NOT BE EVERY SINGLE
MEASUREMENT IN THE ENTIRE ECHOCARDIOGRAM BUT THE
MEASUREMENTS THAT APPEAR IN THEIR REPORTS, YES.

Q. SO0 EVERY SINGLE TIME THAT YQU LDISAGREE WITH A
CONCLUSICN QR INTERPRETATION REACHED BY DR. MUELLER, OR
DR. CROUSE AS SET FORTH IN THE GREEN FORMS, YCU BELIEVE
THAT DR. CROUSE AND DR. MUELLER DEVIATED FROM ANY
REASONABLE STANDARD OF MEDICAL CARE?

A, IF THAT IS5 THE DEFINITICON OF MEDICALLY
UNREASCNABLE, THEN I AGREE WITH THAT.

Q. COULL YOU HELP ME BY -- CaN I GET TO USE SOME QOF
YCOUR ANIMATED HEART AGAIN.

A, SURE. PUT IT UP ON THE SCREEN.

A, CaN YOU PUT IT UP ON THE SCREEN. IF I COULD SHOW
ME THAT GREAT PICTURE OF WHERE YOU WERE GOING FROM THE
CHANGE FROM DIASTOLE TGO SYSTOLE.

A SURE. CAN I HAVE THE LAPTOP CONNECTED, PLEASE.

Q. I'M SQORRY, WE NEED TECHNICAL HELP. HIT DISPLAY.
I'™ SCRRY, YOUR HONOR.

A. I HAVE THE TURN MY COMPUTER OFF AND THEN ON AGAIN.
Q. I APOLOGIZE, YQUR HONOR?

THE COURT: THAT'S ALL RIGHT.

THE WITNESS: APPARENTLY WHEN IT SITS FOR A
LONG TIME IT TURNS ITSELF QFF.
CAN YOU MULTI TASK?
JUST BEARLY.
I CAN ASK YOU QUESTIONS IF YOU WAIT?
I WILL BE COMFORTABLE WITH THAT.
YOU SAID AT LEAST 1 OR 17 TIMES BY MY COUNT, THAT
MEASUREMENTS TAKEN BY DR. MUELLER AND DR. CROUSE WERE
MEDICALLY UNREASONABLE. NOW I UNDERSTOOD THAT TO MEAN
BEYOND BOUNDS OF ANY REASONABLE MEDICAL BASIS. AM I
MISUNDERSTANDING YOUR TESTIMONY?
A, NO, THAT WQULD BE CORRECT.

JO.'D‘JO:I’;O
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IN THE UNITED STATES DISTRICT COURT
FOR THE EASTERN DISTRICT OF PENNSYLVANIA

IN RE: DIET DRUGS (PHENTERMINE/ : MDL NO, 1203
FENFLURAMINE /DEXFENFTLURAMINE)
PRODUCTS LIABILITY LITIGATION

SHEILA BROWN, ET AL.

V. i CIVIL ACTION
; NO. 95-20593

AMERICAN HOME PRODUCTS

CORPCRATION

PHILADELPHIA, PENNSYLVANIA
TUESDAY, SEPTEMBER 10, 2002

BEFORE: HONORABLE HARVEY BARTLE, III,

HEARING DRY FIVE

SUZANNE R. WHITE, C.M.
CERTIFIED REALTIME REPORTER
501 MARXET STREET
1234 0.5, COURTHOUSE
PHILADELPHIA, PA
{215y g27-1882
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141
MAYBE WE CAN -- LET'S GO TO MORALES FIRST AND THEW
COMPARE THE TWO.
A. I'M GOING TO LEAVE WILLIAMS UP BRCAUSE IT'S
EASIER. 1T WILL SAVE TIME TO PULL IT BACK.
Q. I'M SORRY. THAT IS5 MISS MORALES?
A. YES, THIS IS THE COLOR FLOW DOPPLER FRAME THAT I
BELIEVE MR. JOHNSON PROJECTED ON MRS. MORALES.
Q. JUST FOR THE RECORD, THIS 18 HN 138. YCU FOUND
THAT MS. MORALES HAD MODERATE MITRAL REGURGITATION?
A. YES, I DID.
Q. COULD YOU PLEASE PUT SIDE-BY-SIDE MORALES AND
WILLIAMS, AND EBXPLAIN TO US$ WHY YOU BELIEVE MS.
WILLIAMS HAD MILD MITRAL REGURGITATION AND MS. MORALES
HAD MODERATE?
A. THIS DOES NOT -- WHEN THEY'RE SIDE-BY-SIDE, THIS
S$IDE, IT DOES NOT PROJECT AT ALL WELL ON THAT SCREEN
UPFRONT. I WOULD RECOMMEND LOOK AT THE SMALLER
MOWNITORS COR I SHOULD ENLARGE ONE SHOW ONE AND THEN SHOW
THE OTHER.
Q. YCU CAN DO ONE AND THEN THE OTHER.
A, OKAY. UP THERE IT'S VERY FAINT. YOU CAN SEE IT
NCW. THIS I8 A ~-- WHEN I VIEWED THE VIDEOTAPE AND
LOOKED AT THE LOOPS, THIS I5 A REPRESENTATIVE SAMPLE OF
THE MITRAL REGURGITATION WHICH IS CORRECTLY TRACED HERE

BY THE SONOGRAPHER. IT HAS THE CHARACTERISTIC



Tvhilhit R



320 Womall Road Suite 240 ' Enioe, Ruth M

£Q8-42-54
Kansas City; MO 84111 . phat (816)531-7474 . 81 yearald Female DOS: 041311340
[Echocardiberaphy Report - - - - Piocasire DRE Maf 18 2002 T
Final Report

Priveacr 311827002 122754 PM

|- Procedire performed at Hardon & D'Angelo; Long Island, NY—Echo L. Crouse Office

| Medical[Record 2 (1.D.) No ID type " Hospital Room # ABN&PAP

[ . Procedures Performed

Specital Analysis Dopplar

Trans$orade Schecardiogram e :
2-0 and M-Mode compination, , S‘ ' ANNED

Color Fiow Doppler
[ Reason for Test
Phen-Fan :
L Measurements
Resting _ Nonmal Rangs
M-MQOE LY Diam Dias 4.80 cm ) 3.5.57
LV-Diam Sys - 240em 23.38%
LVEF 70.50 (3 4584
LV Septurn . 1.00em 0E-1.1
LY PoxtWall 1.00 cm 0eE-1.1
Ao Roat Size . I om 2-37
L_ - . Echocsrdiogranhic Interpretation
Resting ’
Y {left ventricie) LVEF 1 70 %
, Nosnat Lafy Ventrentar Function
MY {mitral valve) Moderate MV Ragurgitation
AY (aor.ic valve) Nomma! aocic vakve
LA (lefl atrium) The left atrat size is midly increased
RY {right ventricte) Normal rfight ventricie
TV {triguapid valve) Modsrate rouspid vaive regurgitation
_ PAR Based on Tncuspid Regurgitant Je! egtimaled at 45 mm Hy
R4 [right atriumn) - Nommal right atrium:
PV (pulmonic valve) Mormal pulmanary valve
T -
{ : Conclusion
EF-70%

Nomnal Lvifunction

Mild LA enjargement; 4 "s om in the PLAX view
Moderate MR 4.07/18.17=25% of the LA area
Nao AR

Moderate TR

PAP—§ mmtg

r StaiT

Sonographer: Ms, Audrey Loeb ROCS,RVT Deparsnent: reight

n
page: 1 Echocardiegraphy Report Enlce, Ruth
' SO042-6%

Prnted: QA SL00T 123055 PM / ) Final Report
SR R N )
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. . Echocardiography Report Enloe, Ruth M 50042517
page:2 - Procedurs Cate; Mar 19, 2002
Reviewed oy Or. Linda J. Grouse MO, FACC Tape Groug: Waeight: lbs
ESaA: sgm
Rty -7 okt s T G
: { Or. Unda J. Crouse MO, FACC T ———
0
[at O I E.:\_ 7
paga: 2 : _ Ecboeardiography Report Snice, Ruth M
Printzq: Q235720C2 '.2?1?355 Pt Final P-Eport ) ) - 200423174
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Claimant Name: ENLCE,RUTH
Claimant Number: §0407411
0 Nena Ng regurgitent caler gw
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Claimant Name: ENLOEZ, RUTHE
Claimani Number: 8007411
Lo
1L Aoriic Valve Pathalegy
L Conganital Acric Valve Acnermalily

Plezse sgecify:

0 Biedspid vaive Unicuspid valvs 0 Quadricuseid valve

0 Veniric 'ia settal defsct associated with aariic regurgitaton
‘-J ‘-'Grts(‘:‘.,tssec:lon*ﬁ\r:wn gring-asmiereot-and-don 2ariowaivs
O f-“g.or}ic sclercsis
3 Aartic roct dilatation > 3.0cm
O Acric stehosis with an aortic valve area < 1.0 square cantimeater 5y the Cantinuity Equation
O  Evidencs of aartic valve surgary
O Aonk valve patnology of a type 2ssacislzc with oacteral endocarditis
& Aortic valve lesions of the typg assaciated with systamic 1u;ius grythamatosis
o Aortiéc vaive izsions of the type 2ssociated with riieumateld arihit
Q  Aottie valve jesions cf the type associaled with carcinaid tumor
O ﬁ;.ortéc valve iesions of the type associated with methysergide and/or groctamine use

Comments on gortic valve pathology!
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A
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Mitrai Valve Pathology (continued)
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Claimant Name: ENLOE, RUTE
Claimant Number: 8007411
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Part 7 Technical Quality of Echocardiogram Tape -
10 Excellent ldes! image quallty
E/ Good Diagnestic images in el views far afl cardiac struciures that nesd to be assessed
I —~ Imace quallty that allows adsquate assessmeant of most of the cardiae struciures (aor
a3lr - . - f .. - .
- Al mitraf, and iricuspic valves} but not necessarily in all views.
.| -Foar Image quality is marginal to assess he aorlic and/er mitral valvals).
~Non- ' iy ek A atn fp o g ¢ : N itral
1 , image quality s inadequate o assass the aortic and milral valves.
interpretable - : ‘ ‘

Part8 Cardiologist Sigiature

initiais Date of Rezding

Car-:‘fcédgist Fgnature ~
! . . /‘1)‘._4_-"‘1 I>\..{::\<
i J |
o Print Name
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. Echocardiparaphic Report
| R Sl s
Name ' . . _ . Date
MITRAL YALVE REGURGITATION (RIAILAA) _él__a_____% C 3 j, J’%) Cs ~et
Olrone Thtce(t4%)  DlmitdS49%)  Tlmoderate(20-40%)  Dlsevere(>40%)
HlStructurally nommal valve Climitd (RI4<4cm from valve orfics)
OTHER FINDINGS (Check All Conditions Prasant) {l
[CiThickened leafielfs) [iparachuiavaive  Dlclefl associaled with ASD  [)Prosthetic Vaive

CIMiral Valve Protapsa {>2rum LA displaternent of leaflets and>Smen thick In diastale)
[Dacute myocandial infaset associated with acute regigiation  Tpapilary muscls rupture
Ulheumatic My Clitrat annufar calcificaion  [Jstencsis  {chorda tendinea nupture

Comments:

AOQRTIC VALVE REGURGITATION (RIHILVOT) N

Yo [PSLX or Apical Long-As  Parastemal Iy unavalabic)
quna Otece(14%) Clmid (1026%)  Clmoderale (2549%)  Tlsavera (>45%)

ﬁsmﬂy nomal valve
OTHER FINDINGS (Check all Conditions Present)

. ClThickened leafletls)  (Tlunicusp
[Prosthetic Valve

Dlbicuspid
T Aoric rool #latation »5.0cm
[TAortic stenosis with @ valve area <1.0 sq.cm. by conlinuity equation

Ulquadricuspid ~ Tlaortic scferosis diagnosed at <50yr. old
UlAoric dissection invoving oot of valve

Co :
ﬁmmgmm ‘Tﬁ‘w}}ud k&“ﬁﬂsﬁ‘/ﬂ Vi, . Pae., TAL
LEFT ATRIAL SIZE (CM) |

Paade, Suangy L
3 Within nomal timits Lf A

(PSLX MeA0) LA {Apical 4 chamber <6.3)
ASD NOTED [
LEFT VENTRICULAR FUNGTION (Ejection Fraction)
W se0%  [35060% [0 4049% [ 30-39%
LEFT VENTRICULAR SIZE

7 ATRIAL FIBRILLATION [

[ <3o% 62 % Now 8 IQ\J]G

{3 within normat fimits (3 abnomal LVESD>56mm [T} abnommal LVEDO>T0mm
[0 abnomal LVESO245mm

PEAKTRVELOCTTY_X 7] s P#P(RAﬂu]}_j_mm Hg

IMAGE QUALITY: [ diagnostic
Comments:

{3 nondiagnostic

ATTORNEY
WORK PRODU(

L&&AM

Subroto Gangopadhyay, M.D.







4320 Wornall Road Suite 240

Morales, Linda L

Kansas City, MO 64111 ph# (816)531-7474 ' 57 year old Female DOB: 01/10/1945

{Echocardiography Repord

Final Report
Printed: 03/14/2002 4:07:01 PM

Procedure Date: Mar 14, 2002

“ Procedure performed at Hariton & D'Angelo; Long Island, NY--Echo L. Crouse Office
| Medical Record # (1LD.) No ID type Hospital Room # ABNORMAL

[

Procedures Performed

Transthoracic Echocardiogram
2-D and M-Mode combination.

Spectral Analysis Doppler

Color Flow Doppler

-

Reason for Test

Phen-Fen
l Measurements
Resting Normal Range

M-MODE LV Diam Dias 460cm 35-57
LV Diam Sys 2.00cm = 23-39
LVEF 70.00 (%) 45 -84
LV Septum 120 em 0.6-1.1
LV Past Walt 1.20cm ™+ 06-11
Ao Root Size 2.5G cm 2-3.7

(

Echocardiographic Interpretation

Resting
LV {left ventricle)

MV (mitral valve)
AV [aortic valve)
LA (left atrium)

RV {right ventricle)
TV {tricuspid valve}

RA [right atrium)
PV (puimonic vatve)

LVEF : 70 %

Mild Concentric Mypertrophy

Moderate MV Regurgitatich

Normal aortic valve

The left atrial size is mildly increased

Normai right ventricle

Miid tricuspid vaive regurgitation

PAP Based on Tricuspid Regurgitant Jet estimated at; 33 mm Hg
Norma! right atrium

Narmal puimonary vatve

—

Conclusion

EF--70%
Maormat LV function
Mild Concentric Hypertrophy

Mild LA enlargement; 4.35 cm in the PLAX view
Moderate MR 4.73/19.73=24% of the LA area

No &R
Mild TR
PAP--323 mmHg



Echocardiography Report Morales, Linda L

page: 2 Procedure Date: Mar 14, 2002

| Staff

Reviewed by: Ms. Audrey Loeb RDCS,RVT Department; Height:
Dr. Linda J. Crouse MD, FACC Tape Group: Weight:

BSA:

Dr, Linda J. Crouse MD, FACC

Reviewed by

2 jfot
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TO7TE
o auial foriiation / AUtter o or
e -
poric Root {1 beat Lo em Not eveluatls O
st g {1 0220 Hxem Notavaiuzsie 2 -
Laf*.\lemricu%ar Internal Dimensich - £nd Syslale v weats) - e cm gt evaivabie O
2ng Disstol® (2 peals) - zm Mot evaluzdle O \l
I
|

Leﬁ'\fentricu"ar 1nterngt Cimension =

Comments:

1eacond Mot evaluzle -2/

Pask {ricuspic cequrgitation jet velocity - o _meters
_mm Mg .
i Mot eyaluale E‘.//\

PASH
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zracton 280%. please auantfy: 3
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Clatmeant Name: MOZALES, LINT A
Claimant Number 8408308
.
‘ .
{30 Nene No regurgiiant calor llow
:
:
I 71 Frysicloglc Nor-susiginas jelimmediataly [within 1 cm) pehind the annular piane or £ 3%
l m/,ﬁ; : {1} Either the RJAMLEA ratic is mere thar 5% or the mitsl regurgitant jet neigr
LD ,,b/ than 1 em from the valve orifice, and {2) ine RJALAA vetio e less than 20%
-
; - _ \\ FJA is gqual 1o or grealer than 20% of e LAA Dutless \han or 2qusl to 40%

0 ™ot Svglvabie.

Comments:

B R B L ———

Aortic Based gn Jet Diameter, (Assessad visually in tha parasternal long axis view arin the api
axis view, if the parasternal long-axis view is unavailable)

r G ‘ -
r G/Ncme No regurgitant cotor flow.
i 2 Trace JHILVOTH is less than 10%.
O Mg JEAVOTH Is greater than or 2gual to 10% and less than or ecual 1 24% {10%
JHANVOTH).
_ JHILVOTH I8 greater than or ecual to 29% and less than or aguaiio 28% (25%

N Macderale g voTH)

& Severe JHLVOTH is greater than 48%.

D Net Evaluzble

Comments:

i

echotardicpranhiz findings obsecved indicative of stier recognizad valvular disease?

Ars
QYeg ' ' fog¥ _ .
{Fyes, chack all applicable baox(es) below: If no, proceed to Part 5

T 2245

m
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Cizimagt Name: MORALES, LINDA
Claimant Number: 5006800 :
! Asrtic Valve Pathotogy - 7il T R e e
§ T Ceongsnital donic Valve Asnarmality
[- Pleass specify:
" Bicuspid valve 7 Unicusoid vaive O Guadricuspid valve

T Ventricutar septal defast associslad with soric regurgitatian

7 Agric dissection invalving the acric ract and for aortic valve

T Agriic sclarosis

Q  Aprtic root difstation > 3.Ccm

M Aortic stenosis with an sortic valve arsz < 1 0 squars centimeter oy the Continuity Zgustion
O Ewidence of sortic val_vé sUrgEny '

2 Acriic valve pathalogy of 2 type associaled with bacteriat endocardilis

T Agntic vaive lesions of 4 .a'type aszociatad with systemic lupus erythemalosis

L 2 2gsociated with rheumaloid amhritis

Agrtic valve lesions of the type

Aoric valve lesions of the lype assaciated with carcingid twmor

i

Aortic valve lasions of the type 2ssocialed with m erhvsarbf Adlor ergotaming use

]

: Camments an gartic valve oathology:

|
|
i
i
:

M tral Valve Pathology - &

- E:! -
J Mitrs! valve prolapse {Assessed inthe parasternal lang axis view gng dafined a3 dispiazem:
mitrat [gafiets > Zmm sbova tha awial-ventricular Sorder during sysiole, sad » Smmlealal thi
‘ dizsiole] ' :
Congenital Mitral Valve mbr\”r‘ atity
Please spacify:

Cieft of the mitral valve associated wiln atriz Ssemaldaec' '

T Chortdae langineas ructurs

Pagillary muscle rupture

Azule myceardial infarcticn associalad with scuts mitrzl reourgitation

]

8 Papittary muscle dysr’_unct’ron
G

M

tra! Va! g ' mologv {c.ommue*}

=
&

T Miral vaive izsions of 2 type2 s3s5gciated wilh Sagterial endocarditls

s

B
ﬁ O Mitra! annular salcificstion
- 0 - Ragumatic mitral vaive
5 (Defineg =3 doming of tha arterior leaflel andior zntarior metion of the posiarier fezfel andior
fusion -
{5 D) Evidencs of mitrzi valve surgery
o ' |



Claimant Name
Cizimant Number 3008304
T Mitral valve lesions o the tyne ss3aciatad witn IVSIEMIC Wous erythemalesis
8 Mitral valve lesigns of the type as3aciated with fraumaloid asthass

o with carsinald tumar

W

Mitral valve lasions of the type assccial

{3

m
[
i
@

of the type agsodiated with meihvsergidae andiar ergoiamin

n

!

|

E

[ T Mitral valve lesion
|

!'

Was this echorardiogram cenductad in accardanca with

) I ! the standards and coiteria as odtlined in
(1884) or Weyman® (198437 o S

G bg
If No, please comment en gl ofserved deviations:

g lzpe Seen sdited, modiies or altsred in any ragnect?




MORSIES, LIVDA

- Claimant Name:
Claimant Numosr: 3002394
TWes If Yes, p.fease commeant

o Excallent
" Good
] Falr
| Foor
, Nari-
: interore fab.‘e

ENg
"4 Feigennaum, Saaccardiography 88-133 (5 ea. 1384),
! A £ Weyman, Pring] p!as ar‘c’ r-r:c:rce of Echccardiography T3-37 (2nd 2d. 1584).

ideal mage quality

Diagnostic images in &l views for all cardiac structures that resd o be

image quality that allows adequale 2ssessment of most &f the cardiac 5
mitral, and ricuspid valves} but not necesserily in ail visws.

image guality i marginal 1o assess the zodtic and/or mitral vaivs(s).

image quatity is inadequats 1o agsess the sonic c‘éﬂd mital vaivas,

Pats Canlicogst Sgaatre

el

Cardzoi £Gist Smp.av're

—"‘{‘&vw 3 (

fnttials Cate of Azadi

Print Name
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236 F.Supp.2d 445
Pred.Liab.Rep. (CCH) P 16,489
(Cite as: 236 F.Supp.2d 445)

H
United States District Court,
E.D. Pennsylvania,

Inn ve: DIET DRUGS (PHENTERMINE,
FENFLURAMINE, DEXFENFLURAMINE}
PRODUCTS
LIABILITY LITIGATION.

This Document Relates to:

Sheila Brown, et al.

v,

American Home Products Corporation.

No. MDL 1203.
Civil Action No. 99-20593.

Nov. 14, 2002,

Settlement trust moved for order that it did not
have to pay certain claims for benefits under class
action settlement invelving prescription diet drugs
that caused heart ailments in some consumers, and
also sought authority to audit more claims than
allowed under settlement's terms. The District
Court, Bartle, ., held that: (1) trust's expert was
qualified to testifv as cardiologist and reader of
echocardiograms; (2} doctor's readings of 33
echocardiograms were medically unreasonable; (3}
echocardiograms  and  echocardiogram  readings
performed by second doctor were medically
unreasonable; (4) good cause existed to authorize
trust to audit claims for which two doctors provided
medical condition attestations or which were
submitted by certain law firms; (3) trust was not
entitled to attormev fee award; and (6) preliminary
injunctive relief was warranted.

Ordered accordingly.

West Headnotes

{11 Evidence €537
157k557 Most Cited Cases

Expett was qualified to testify as cardiologist and
reader of echocardiograms in connection with
disputed claims for benefits in settled class action
involving prescription diet drugs which cansed heant
ailments in some consumers; expert served as
medical director and interpreter of echocardiograms

Pag

at university for approximately eight
supervised echocardiography training prog
had authored numerous peer-reviewed a
about, and given lectures on, echocardiography
throughout his career read more than 2
echocardiograms and conducted more than |
and, with respect to disputed claims, revi
videotapes of echocardiograms, digital loops
provided, and still frames to evaluate consu
condition in context.

[2] Compromise and Settlement €=72
8972 Most Cited Cases

Doctor's readings of 53 echecardiograms

medically unreasonable, and thus did not su
award of benefits to claimants under class a
settlement involving prescription diet drugs cai
heart ailments; doctor frequently mistock back
and mild mitral regurgitation for the modera
more severe regurgitation required to esta
entitlement to benefits, did not analyze video
for all of echocardiogram for which she s
attestations, and approved echaocardiogram re
in which regurgitant jet areas were overtraced
thus overestimated level of mitral regurgitation,
circumstances under which echocardiograms

performed, which included reliance on law

employee to insttuct staff on how to me
regurgitant jets and an assembly line-like apprc
undermined doctar's credibility.

{3] Compromise and Setttement €272
89k72 Most Cited Cases

Echocardiograms  and  echocardiogram  read
performed by doctor were medically unreason:
and thus did not support award of benefit
claimants under ¢lass action settlement invol
prescription  diet drugs causing heart ajlmu
doctor used low Nyquist settings that resulte
sub-optimal  echocardiograms  which  inch
spurious or artifactual signals on  color
Doppler, doctor measured some spurious jets
backflow as mitral regurgitation required
establish entitlement to benefits, and contin
nature of portion of fee to be received by de
adversely affected doctor's credibility.

{4} Compromise and Settlement €72
89k 72 Most Cited Cases

Clanre @ Wact T N A Maimn tn Clede 110 M e A7 aaden



236 F.Supp.2d 445
Prod.Liab Rep. {CCH) P 16,489
(Cite as: 236 F.Supp.2d 445)

Pursuant to provision in settlement agreement in
class action involving prescription diet drugs, which
allowed court to order additional benefit claim
audits and administrative procedures for good cause
shown, including the results of audited claims,
district court had authority to attow settlement trust
to conduct additional audits of claims submitted on
behaif of claimants represented by certain law firms
or for whom attestations of required medicai
condition were provided by certain cardiclogists,
even though motion to allow trust to conduct
additional audits was not triggered by results of
audited claims; court was not required to wait until
challenged claims were audited to consider whether
good cause existed to modify claims administration
and auditing procedures.

{5} Compromise and Settiement €72
89k 72 Most Cited Cases

Good cause existed in class action invelving
prescription diet drugs for district court to authorize
settlement trust to audit all claims for benefits for
which medical condition attestations showing
entitlement to benefits under settlement terms were
provided by either of two cardiologists, and all
claims for benefits submitted on behalf of claimants
represented by two law firms, regardless of identity
of cardiologist providing attestation, given evidence
that two cardiologists had made medically
unreasonable judgments on a broad scale, that law
firms retained cardiclogists, and that ome firm
worked out guestionable financial arrangement with
one cardiclogist and was deeply involved in
completing medical portions of claims forms for
both cardiologists.

[6} Ynjunction €=138.27
212k138.27 Most Cited Cases

Enjoining faw firms from representing claimants in
filing for benefits under settfement trust in class
action involving prescription diet drugs was not
warranted, even though firms’ conduct had not been
completely exemplary, inasmuch as barring firms'
representation would harm innocent claimants who
were eligible for benefits and order allowing trust to
audit claims submitted by firms' cliemts was
sufficient to prevent unqualified claimants from
receiving benefirts,

{7] Injunction €=138.27

— A TP 4 MAAAS AT r c

Pag

212k138.27 Most Clted Cases

Pursuant to settlement agreement in class
involving prescription diet drugs, which al
defendant 1o challenge in individual lawsuit w
claimant's exercise of opt-out right was g
injunction was not warranted in class action
claimants from relying on attestations of «
cardiologists to support their exercise of ¢
right, despite evidence that certain aftest
provided by cardiologists in support of clair
benefits filed with settlement tfrust were mec
unreasonable.

[8] Federal Civil Procedure €°2737.13
F70AK2737.15 Most Cited Cases

Settlement trust was not entitled to awa
attorney fees in connection with its motion s¢
authorization not to pav contested claim
benefits in  settled class action inw
prescription diet drugs and seeking authorizat
audit certain  claims, inasmuch  as  settl
agreement did not provide for such relief.

{9} Injunction €=138.27
212k138.27 Most Cited Cases

Trust administering settiement fund in class :
involving prescription diet drugs was entitl
preliminary injunction barring it from m
improper payments and authorizing frust 1o co
additional audits of certain claims, inasmuch as
established that two law firms, through atiest:
of two cardiologists, submitted numerous med
unreasonable claims on behalf of clients, irrep:
harm through depletion of trust funds would
if payment of medically unreasonable claims
not stopped and expanded audits were not alli
possible delay in payment of claims was only
that legitimate claimants would suffer, and
interest in preserving integrity of settlement fa
injunctive relief.

*447 MEMORANDUM AND PRETRIAL
ORDER NO., 2640

BARTLE, District Judge.
The matter presently before the court concem

propriety of seventy- eight *448 claims for be
under the class action settiement involving ths

~ TT - Lowwr



236 F.Supp.2d 445
Prod.Liab Rep. (CCH) P 16,489
(Cite as: 236 F.Supp.2d 4453)

drugs commonly known as fen-phen. The AHP
Settlement Trust {the "Trust"), joined in by Wyeth
{formerly American Home Products or AHP) and
Class Counsel, has moved 1o prevent having to pay
those claims which were all submitted to the Trust
by the New York firms of Hariton & I'Angelo,
LLP and Napoli, Kaiser, Bern & Associates, LLP
{the "Hariton and Napoli firms”) on behalf of their
clients and which were certified by one or the other
of two cardiofogists the Hariton and Napoli firms
engaged. The moving parties contend that these
certifications  were  medically  unreasonable.
Accordingly, they assert that those class members
on  whose behalf the medically unreasonable
certifications were submitted do not meet the
definition for paymenis under the court approved
Settlement Agreement. Movants also seek authority
"for good cause shown" to audit more claims than
presently allowed under the Settlememt Agreement
as well as additional relief with respect to the twao
law firms and the two attesting physicians.

L

The class action settlement of this massive tort
litigation provides for payments o those who took
one of two prescription drugs for weight loss sold in
the United States under the brand names Pondimin
{fenfluramine) and Redux {dexfenfluramine} (“diet
drugs"). One of the serious conditions caused by
the use of these diet drugs was a form of valvular
heart disease known as moderate or more severe
mitral regurgitation. Whether a persen has mitral
regurgitation at these fevels can be determined cnly
after the administration and reading of an
echocardiogram, Any claim for benefits must be
attested to or certified by a cardiologist or
cardiothoracic surgeon.

The Settlement Agreement contains a series of
conditions that govern whether so-called Matrix
benefits will be paid w0 a class member and, if so, in
what amount. It is the Trust, established under the
Settlement Agreement, which reviews submissions
for benefits and administers what is known as Fund
B out of which the benefits and associated
administrative costs are paid with funds supplied by
Wyeth. Pretrial Order No. 1415 at 62, The Trust is
overseen by trustees appointed by the court, Under
the Settlement Agreement, Wyeth agreed 1o
contribute $2.55 billion to Fund B. Id From it, the
Trust had paid claimants more than $7735 miliion as

Pa

of June 30, 2002.

The motion before the court was originally t
the Teust on July 11, 2002 as a "Motion
Temporary Restraining Order and Preli
Injunction.” At the time, the Trust urged the
among other things, to prevent the Harit
Napoli firms from faisifying certain informati
they were submitting to the Trust and
misleading class members about their assc
with the Trust, In large past, the Trust's moti
based on the declaration of C.V. Compton S
registered nurse who was hired by the Harit
Napoli firms, albeit briefly, and who atter
training session that the firms conducted in
Texas on Marck 13, 2002, After a conferenc
counsel on July 16, 2002, this court sched
hearing for August 15, 2002, See Pretrial
No. 2524,

At a prehearing conference on August |
moving parties advised the court that they
abandoning  their reliance on M.
Declaration  because of concerns abou
credibility. Instead, after further review of
claims submitted by the two law firms, movar
now determined that the certifications by ¢
cardiologists of tmoderate or more sever
mitral regurgitation were medically unveasc
The Trust explained that it was on the ve
paying out nearly $50 million for what it belie
be ineligible claims submitted by the Haritc
Napoli firms. [FN1] This money would be di
if not impossible, to recoup if it wmed out
hearing that these claimants were not entit
henefits. Moreover, a serious issue existed w
sufficient funds would be available to pay <
claimants it onop-qualified persons e
payments. While Wyeth's obligation with resg
Fund B is certainly large, it is not uniimite
there are thousands of potential beneficiaries
fo the shift in the movants' {ocus, the
cancelled the August 15 hearing with the cons
all parties.

FN1. Specifically, the Trust was sche
to pay more than 32.1 millon ft
clatms on  Augast 16, 2002
approximately $4.3 million for ten «
on August 30, 2002, in addition, the
explained that it was likely to pay
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than $44 million for 104 claims on or after
September 13, 2002, Based on a review
by their expert, the Trust asserted that only
seven claims totaling more than 3$3.2
mitlion were eligible for payment.

The Hariton and Napoli firms, however, were eager
for a hearing to be held to seek to remove the cloud
that now was hanging over them and to have
resolved without undue delay the dispute over
claims that they contend were legitimate. Taking
into consideration these competing concerns, the
court decided to maintain the status quo but to set a
prompt hearing. It ordered the Trust:
temporarily {to] discontinue making paymetts
associated with any Matrix Claims that either
Hariton & D'Angelo, LLP or Napoli, Kaiser,
Bern & Associates, LLP fhas] submitted to the
Trust and that are scheduled to be paid on or
before August 30, 2002, (I} unless the Trust
determines that the Class Member has the
medical conditions necessary for eligibility for
Matrix ~ Compensation  Benefits under the
Settlement Agreement, or (25 until further order
of the court.
Pretrial Order No. 2572,
The hearing was rescheduled for September 3,
2002, in an effort to expedite matters and to give
the Hariton and Napoli firms a fair epportunity to
prepare, the court advised the Trust and other
moving parties that it would be limited 1o presenting
evidence as to eighty-eight certifications submitted
by those firms. Fifty-five of these certifications
wete signed by cardiologist Linda J. Crouse, M.D.
and thirty-three by cardiologist Richard L. Mueller,
M. Although the court was willing to set the
hearing for a date later than September 3 to afford
the non-movants more time 10 prepare, their counsel
assured the court that they could and would be
ready. The hearing went forward as planned and
fasted six days. During the hearing, the number of
contested attestations was reduced to seventy-eight,
fifty-three by Dr. Crouse and twenty-five by Dr.
Mueller, [FN2]

FNZ. The number of disputed claims was
reduced from eighty-eight o seventy-eight
as the hearing proceeded. The Trust
declined to challenge attestations for

Pe

claimants Kathleen Mannix and 1
Schulman because Dr. %
certification  was not the basis |
claim, although he had at one
performed an echocardiogram for e
addition, the Trust withdrew its ch
1o the attestation for claimant
Orgass. The Trust's expert did not
the medical reasonableness
certifications  for  claimants F
Adams, Toni Delligatti, Ruth Enloe,
Morales and Anthony Vaccaro. |
the Trust's expert did not opine as
echocardiogram  readings for «cle
Patricia - Cruz and Kathleen Kelb
because, in his opinion, the tapes we
evaluable.” See Movant's Ex, 94,

*450 1L

As noted above, moderate mitral regurgita
among the medical conditions fthat qua
claimant for Fund B Matrix level benefits firc
Trust. This condition involves the backw:
reverse flow of bloed through a defective
valve which separates the left atrium of the
from the feft ventricle.

The heart consists of four chambers: the
atrium, the right ventricle, the left atrium a1
left ventricle. These chambers are conuect
valves consisting of two leaflets. They op
allow blood to pass through and then close
rapid process ensures the proper directional fl
blood through the heart,

The chambers of the heart fill and empty
seamless, fwo-phase cardiac cycle that com
diastole, the filling cycle, and systole, the em
cycle. Initially, deoxygenated blood enters the
through the right atrium. During diastole
tricuspid valve opens and blood is pumped in
right ventricle where it collects before

expelled. As systole begins, the right ve
contracts and the blood is ejected inte
pulmonary arteries. The blood is then ¢
through these arteries inte the lungs where
re-oxXygenated before passing back into the
atrivm of the heart through the pulmonary

During diastole, the mitrat valve opens and
moves from the feft atrium into the left ven
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Thereafter, the mitral valve shuts. As systole
begins, the left ventricle contracts and expels the
blood through the open aortic valve into the aorta
and the rest of the body. The aortic valve then
closes to prevent any expelled blood from returming
to the left ventricle.

Mitral regurgitation occurs during the systolic
phase as the left ventricle confracts and pushes
blood into the aorta. Because the leaflets
comprising the mitral valve have failed to shut
properly, blood leaks backward, or regurgitates,
into the left atrium. As a result of this reverse flow,
the heart must work harder to pump the needed
blood throughout the heart and into the body.

It {s important to emphasize that not all levels of
mitral regurgitation are medically significant. Mild
and trace regurgiiation, two lesser grades of
valvular  regurgitation  identified in  medical
literature, are normal and exist it approximately
ninety percent of the population. Only when mitral
regurgitation reaches the moderate level does it
become a serious medical condition.

Under the class action Settlement Agreement, to be
entitled to Matrix benefits for mitral valve damage,
a claimant must be diagnosed as having moderate or
greater mitral  regurgitation. [FN3] Settlement
Agreement  §§ IV.B.1-2.  Moderate  mitral
regurgitation is defined as "“20%-40% RIA/LAAY
Id at § IVB2c2b RIA In the numerator of the
fraction represents Regurgitant Jet Area while LAA
in ihe denominator stands for Left Atrial Area. For
moderate mitral regurgitation to be nresent, the size
of the reverse flowing jet of blood at s most
expansive point must encompass between twenty
percent and forty percent of the area of the left
atrium. [FN4] Depending on other factors nog
currently *451 relevant, a claimant with qualifying
mitral regurgitation may receive between $38,422
and $643,500 in benefits from the Trust. [FN3] See
i at§IV.B2a

FN3. To qualify for benefits, a prospective
claimant with moderate or more severe
mitral regurgitation also must demonstrate
that he or she has one of five medical
conditions as set forth in the Settlement
Agreement. See Settlement Agreement §§
IV.B2.c.2.bi-v. For present purposes, the

movants do not dispute whethar
claimants at issue satisfies these
criteria.  Movants only chall
medical reasonableness of the f
moderate or  more  severt
regurgitation.

FN4, A claimant with such regwr
gligible for compensation und
A-1 upless he or she has one
"reduction factors” as noted in
Form, in  which case, ben
-determined in accordance with M
The presence of any one of the:
which  cannot  be  determi
echocardiogram,  establishes
purposes of this Settlement
claimant's  valvular  regurgitat
caused by something other than t
diet drugs.

FNS. By contrast, a claimant w
regurgitation at 19.9% RIA/LAA
just below moderate, is ineh
benefits. Such a claimani may,
become eligible in the future if |
condition worsens. See Pretrial €
1415 at 47,

Whether a claimant has moderatz or mc
mitral regurgitation is determined accordi
protocol outlined in the Settlement A
First, a claimant must undergo a
echocardiogram, that is, an ultrasound of
During the procedure, a cardiologist or soi
places a transducer on the patient's chest t
high frequency sound waves into the heal
sound waves bounce off the surface of the
back to the transducer, they create & movi
of the heart, its valves and blood flow. Thi
image is recorded on a videotape throug
procedure. In addition, the sonogra
cardiologist often will make 2 digitized v
the video, which will contain a subse
videotaped images including still frames a
[FN6} Because the image being taken is ¢
moving, the cardiologist or sonographer p
the echocardiogram must periedicatly f©i
image on the screen in order carefully to
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planimeter the boundary of the regurgitant jet and
lett atrium, Quly after reviewing multiple loops and
still frames can a cardiologist reach a medically
reasonable assessment as to whether the fwenly
percent threshold for moderate mitral regurgitation
has been achieved.

FN6. A loop shows the heart through one
filling and emptying cycle.

The Settlement Agreement establishes specific
criteria for conducting an echocardiogram. An
echocardiogram must be:
(1) conducted in accordance with the standards
and criteria outlined in Feigenbaum (1994) or
Weyman (1994);
(2) evaluated following the grading system of
valvular regurgitation defined in Singh (1999);
(3} conducted by a Diagnostic Cardiac
Sonographer who is able to produce and evaluate
ultrasound images and related data used by
physicians to render a medical diagnosis; and
{4) conducted under the supervision of, and read
and interpreted by, a Board- Certified
Cardiologist ... with level 2 traming in
echocardiography ....
fa. at § VIC.lb (citations omitted). In addition,
according to the 1999 Singh article referenced in §
VIC.1b2, the sonographer or cardiologist
conducting the echecardiogram must measure the
presence and severity of mitral regurgitation using
the color flow Doppler modality. [FN7] See
Jagmeet P. Singh, M.D, et al, Prevalence and
Clinical Determinants of Mitral, Tricuspid and
Aortic Regurgitation (The Framingham *432 Heart
Studyj, 83 Am. J. Cardiology 897-901 (March 15,
1999). Color flow Doppler provides information
about the direction and speed of blood flow as well
as the duration of any regurgitant jet. Under this
medality, blood flow that is moving away from the
transducer will appear as blue, whiie blood flow
moving toward the transducer will appear as red.

N7, Color flow Doppler is one of five
modalities  of  echocardiography.  The
others include M-Mode, two dimensional
echocardiography, continuous wave
Doppler and puised-wave Doppler. A
practicing cardiologist may use any or ail

Page 7
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of these  modalities during @
echocardiogram. However, the Setileme;
Agreement and Green Form refer w th
use of color flow Doppler to measure th
existence  and  severity of mitn
regurgitation. Neither authorizes the us
of continuous wave Doppler in measurin
the severity of mitral regurgitation.

As a condition for benefus, the echocardiogran
also must reveal a regurgitant jet that consists o
"blue, green or mosaic signals .. originating fron
the mitral valve and spreading into the left atriun
during systole.” Movant's Ex. {01 at 22. On -
color flow Doppler echocardiogram, mitra
regurgitation will thus display as a high velecity
mosaic blue/green teardrop shaped jet that border:
the mitral valve leaflets and expands into the lef
atrium throughout at least a portion of systole. [FN§
As a sign of the high velocity, the jet ofien wil
contain multicolored blue, green and yellow stripes
a phenomenon known as "aliasing." Aliasing is ¢
hallmark characteristic of a high velocity mitra
regurgitation jet.

FN8. The jet is high velocity because ol
the difference in pressure berween the
confracting  left ventricle and the left
atrium,

The process of taking and interpreting an
echocardiogram requires considerable skill and
training. An echocardiogram displays the heart in
constant motion, beating in real time. A regurgitant
Jet, which wiil appear only during systole, fasts for a
mere fraction of a second. To confirm mitral
regurgitation, a cardiologist will have to review
numerous frames and loops. Moreover, by adjusting
even slightly the settings on the machine, a
cardiologist or sonographer can influence and even
distort the quality of the image that he or she sees.
Over-manipulated  settings can  produce false
images, including artifacts and phantom jets,

One setting that is particularly important ta the
image displayed on an echocardiogram machine is
the Nyquist limit. The Nyquist limit is determined
in part by how the cardiologist or sonographer sets
the Pulse Repetition Frequency. It is the highest
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velocity of blood flow that an echocardiogram
machine can accurately measure in the color flow
Doppler modality. For example, if the Nyquist limit
is set at 70 cra/second, the machine can only
accurately calenlate and display the velocity of
blood that is moving slower than 70 cm/second. It
cannot accurately measure the velocity or direction
of blood flow moving faster than that limit. If the
velocity of blood flow exceeds the Nyquist setting,
then the machine will assign incorrect colors to the
apparent regurgitant jet. The jet will appear
splotchy and broken up. Although medical literature
does not propose an optimal Nyquist limit for
echocardiograms, the generally accepted practice is
the higher the befter. Accordingly, a Nyquist limit
in the 30's or 40's may not be as ideal for identifying
and measuring a mitral regurgitant jet as would a
limit in the 60's or 70's.

When  interpreting  an  echocardiogram, a
cardiologist must be able o distinguish true
regurgitation from ariifacts, phantom jets and
backflow. Backflow, a common phenomenon in
most Individuals and of no medical concern, is
characterized as "backward displacement of blood
into the left atrtum that is due to the closure of the
valve leaflets ... Arthur E. Weyman, Principles
and  Practice of Echocardiography 431 (2d
ed.1994). It is low velocity bloed flow that lasts
one-ienth of a second or less and is a normal
phenomenon that exists in virtually everyone.
Backflow is like the "wind in your face {that you
feel] *453 from the closing of [a] door.” Although
it will appear in the echocardiogram as blue colored
blood flow in the left atrium during the early part of
systole, it is not to be confused with mitral
regurgitation. - See Weyman, supra, at 263, 431
Mitral regurgitation has greater velocity and lasts
longer than backflow. See id. at 431.

In addition to the echocardiogram, a claimant
seeking benefits must submit to the Trust what is
called a Green Form. Part 11 of the form contains
questions related 10 the claimant's medical history
and his or her eligibility for Matrix level benefits. 1t
is to be completed and signed by a board-certified
cardiologist or cardiothoracic surgeon. By signing
the form, a physician specifically acknowledges that
the Green Form is a court document and that the
tnformation being provided is submitted under
penalty of perjury. The Green Form states:

[tthis form is an official Court document

Page

Pa

sanctioned by the Court that presides over
Diet Drug Settlement and submitting it to
AHP Settlement Trust is equivalent to filin
with a Court. | deciare under penaity of per
that the information provided in this form
correct to the best of my knowledge, informa
and belief,
Movant's Ex. 101 at 14,

IL

The moving parties contend that seventy-eight
the attestations of moderate or more severe mi
regurgitation by Dr. Crouse and Dr. Mueiler wt
the Hariton and Napoli firms submitted to the T
were medically unreasonable, It was this fae
issue that was the focus of the six-day hearing.

The movants called as an expert witness Dr. K
Dent, a cardiologist and level three trai
echocardiogram reader. Dr. Dent has served
Medical Director and Interpreter
Echocardiograms at the Adult Echocardiogra
Laboratory at the University of Virginia since {9
Prior to obtaining this poesition, he recel
extensive training in echocardiography as a resid
and cardiovascular Fellow at the University
Virginja. During the course of his professio
carcer, he has authored numerous peer-reviey
artictes about echocardiography and given jecly
on echocardiography at national and internatio
meetings, As  director  of  the  Ac
Echocardiography Laboratory, Dr. Dent supervi
the echocardiography training programs
oversees the work of five echocardiogram read
He reads approximately 3,000 echocardiogra
during the course of a vear and throughout
career has read more than 20,000 echocardiogra
and conducted himself more than 1,000.

Dr. Deunt initially focused on fifty-five Dr. Cro
echocardiograms  and  thirty Dr. Muel
echocardiograms. For each echocardiogram,

reviewed videotapes of the echocardiograms, dig
loops where provided and still frames in order
evaluate valvular regurgitation in context, [FP
He spent on average at least between fifteen ¢
thirty minutes viewing the tapes certified by °
Crouse. It is not clear how much time he sp
reviewing  Dr. Mueller's tapes. However,

testified that Dr. Mueller's tapes were on aver:
much longer than Dr. Crouse's. Because of limi
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time between his engagement and the hearing, he
focused his analysis on the amount of vabvular
regurgitation as shown *454 via color Doppler
modality (as opposed to the measurements of the
left atrial size). To assess the extent of mitral
regurgitation, he ‘"eyeballed,” that is visually
inspected, the measurements, rather than retrace the
regorgitant jet area or the left atrial area.
"Eyeballing” the regurgitant jet to assess severity is
well accepted in the world of cardiclogy. Where
Dr. Dent found "a close call,” he erred in favor of
the ctaimant.

FN9. Dr. Dent's review was blind in the
sense that he did not have either the
portion of the Green Forms filled out by
Drs, Crouse and Mueller or the original
echocardiogram  reports  from  those
doctors, He could, however, see the
regurgitant jet and atrial measurements that
Dr. Crouse's sonographer and Dr. Mueller
made.

Dr, Dents conclusions and opinions  differed
substantially from the conclusions and opinions
reached by Drs. Crouse and Mueller. For the
seventy- eight challenged echocardiograms, Dr.
Dent found no  significant levels of mitral
regurgitation. Specifically, he determined that each
of the readings by these cardjologists was outside
the bounds of medical reasonableness.

Dr. Demt found several recurring flaws in the
interpretation of echocardiograms by Drs. Crouse
and Mueller. For example, Dr, Mueller consistently
set a low Nyquist setting and traced spurious or
“phantom” jets, which should be discarded when
interpreting an echocardiogram. Both Drs. Crouse
and Mueller misidentified backflow as mitral
regurgitation in pumerous instances. In addition,
the backflow or mitral resurgitation was often
overtraced with the result that the backflow or
regurgitant jet as measured coverad too large an
area. These errors had the effect of enlarging the
ratio of the area of purported mitral regurgitation to
the area of the left atrium and thus improperly
increasing the percentage of the atrium covered by
mitral  regurgitation. As a result of the
miscalculations, the twenty percent or greater level
for moderate mitral regurgitation as set forth in the

Settlement Agreetient was improperly met.

{i1 We find Dr. Dent to have been exirem
qualified as a cardiclogist and  rea
echocardiograms.  We  accept his ¢
conclusions, and opinions concerning the

unreasonableness of the readings by Dr. Cro
Dr. Mueller. His presentation  outlinir
improper measurements and the misidentific:
backflow as mitral regurgitation was coge
Dent's credibitity was further enhanced

thorough analysis of the echocardiogram ¢
the claims in issue. He did not simply look
frame of an echocardiogram and reach an

about the severity of mitral regurgitation. [FN:

FN10. The moving partties also pr
as witnesses Drs, Richard Helmc
Ernest Madu, both highly g
cardinlogists and echocardiographe
a large extent, their testimom
repetitious of that of Dr. Dent. Whe
were differences, we accept what [
said.

The Hariton and Napoli finns called as an
withess Dr. Scott Lawrence Roth, a leve
trained echocardiographer. As  with the
doctors who testified, Dr. Roth has ex
experience in the field of cardiology
echocardiography. From 1992 to 1999, he
as Director of the adult echocardio
laboratory at Long Island Jewish Medical
(LI, In this capacity, Dr. Roth supervise
to four somographiers and cardiology Fellov
was further responsible for training the F
Following his tenure with LIJ, Dr. Roth beg
own private clinical practice in which he co
to be engaged. In his practice, he performs o
about 1,500 echocardiograms per year and o
course of his career has read more than
While he has authored peer-reviewed artic
echocardiography and cardiology, he he
written any articles or papers on the measuren
mitral regurgitation.

*455 Dr, Roth reviewed the echocardiograw
for ail the claims in issue. Me examine
Mueller's echocardiograms on videotape, t
Dr. Crouse, he primarily analyzed the digital
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and still frames. In very few cases did he also
examine the videotapes of the echocardiograms she
interpreted although the tapes were made available
to him. In terms of methodology, Dt. Roth did not
retrace any of the measurements supporting the Dr,
Crouse and Dr. Mueller echocardiograms. If he
thought the planimetry was reasonable, he simply
recopied the measurements onto a form that he
created for the purposes of his review, Of the
echocardiograms that he examined, he agreed that
he did not note on his review form a single
interpretive  disagreement with any of the
measurements made by Dr. Crouse's sonographer or
by Dr. Mueller.

In contrast to Dr. Dent, Dr. Roth festified that as to
all challenged echocardiograms in issue there was a
reasonable medical basis "for [Drs. Crouse and
Muclier] to have looked at [the] tapes, generated a
clinical echocardiography report ... and conchudefd]
that [the] patients had moderate  mitral
regurgitation.” Dr. Roth did not opine whether the
clajmants had in fact moderate or more severe
mitral regurgitation based on the echocardiograms.
In his review, he simply found that there was a
reasonable medical basis to support the planimetry
of the regurgitant jets. He further testified that he
believed that the waced blood flows were mitral
regurgitation as opposed to backflow. With respect
to this latter conclusion, Dr. Roth relied on
continuous wave Dyoppler analysis to confirm the
presence of mitral regurgitation. Significantly, he
did not state that continuous wave Doppler
confirmed the presence of moderate or more severe
mitral regurgitation.

Having observed both Dr. Roth and Dr. Dent on
the witness stand, we accept the testimony of Dr,
Dent to the extent that they disagreed. As
previously explained, Dr. Roth reviewed only a few
of the Dr. Crouse tapes. Moreover, he improperly
relied on continuous wave Doppler analysis to
support his conclusions. Nowhere does the Green
Form authorize the use of continuous wave Doppler
to establish the severity or duration of mitral
regurgitation. Indeed, the non-moving parties
concede that continuous wave Doppler cannot
accurately measure the severity of regurgitation.
Dr. Roth undermined his own credibility with his
demeanor on  ¢ross-examination.  Often, he
guibbled unnecessarily over semantics and
attemnpled to aveid direct answers to questions.,

Page

The non-moving parties also called Dr. Lir
Crouse, a level three echocardiographier
echocardiogram interpretations are at {ssue
Pr.  Crouse has  extensive  training
echocardiography. She currently operates a p
cardiology practice in Kansas City, Missour
teaches echocardiography at the Universit
Missouri-Kansas City. Over the course o
career, Dr. Crouse has read or interpreted more
150,000 echocardiograms. Dr. Crouse is an
member of various professional societies
associations, including the American Socie
Echocardiography and the American
Association.

The fifty-three Dr. Crouse echocardiograms b
us are a portion of 725 echocardiograms tha
agreed to interpret for the Hariton and Napoli
over a four and a half month period from
February, 2002 to July, 2002, {FN11] She ini
*456 met with both Mario D'Angelo and Ira H:
from the Hariton firm about this engagement
tater met with Mark Bermn from the Napoli
when he visited her office to examine
equiptmient and discuss the scheduling of
echocardiograms. A law firm emplovee cond
a training session at Dr. Crouse's office to ;
certain, as she explained 1it, that her

sonographer  “"onderstoed  how  to  make
measurements” under the Green Form protocal
Crouse received a flat fee of $1,000 to perforn
interpret each echocardiogram for a total fe
$725.000.

FNI11. These 725 were only a fractic
ihe echocardiograms that Dr. O
reviewed over this period. In additic
seeing patients as part of her nc
clinical practice, she interpreted 300
echocardiograms per week as part of
engagement with a second consartiur
law firms active in the diet drug litigs
She received $230 per echocardio
from this second consortium of f
Overall, she interpreted approxim
10,000 echocardiograms for
consottium  over a tem-month p
beginning in October, 2001.

On days when echocardiograms were performe
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Hariton and Napoli clients, Dr. Crouse's office
scheduled twenty-four to twenty-five
echocardiograms, each of which lasted for
approximately thirty minutes. A representative of
the firms was usually present while the client was in
Dr. Crouse's office. Dr. Crouse's lead sonographer,
Audrey Loeb, performed all but ome of the
echocardiograms  at  issue. Dr.  Crouse was
physically present in the room where the
echocardiogram was being performed only about
ten percent of the time.

Dr. Crouse normally reviewed the echocardiogram
findings throughout the course of the day and then
approved the echocardiogram reports using an
electronic signature. She would begin by anailyzing
the digitized images and then would refer to the
videotape. However, she did not always review the
videotape of the echocardiograms. Generally, she
would devote only two to three minutes when
reviewing what she characterized as an easy case.
For a more difficult echocardiogram that she
believed showed Dborderline mild to moderate
regurgitation, she might spend up to six or seven
minutes. However, we credit her records that
gstablished she sometimes spent far less time
reviewing the echocardiograms in issue. For one
patient, she approved the echocardiogram report
merely seconds after the conclusion of the
echocardiogram.

At some point after she approved  the
echocardiogram report, Dr. Crouse also signed a
Green Form for each of the Hariton and Napoli
claimants. She did so without ever reviewing
medical records and without ever taking 2 medical
history of any of the claimants. Surprisingly, she
testified that “it is the law firm's duty to take a
history.” Furthermore, in a majority of cases, she
signed the Green Form without personally
completing Part [i of the form, which expressly
states "Part Il of this form must be completed by a
Board-Certified Cardiologist ..." Movant’s Ex. 101
at 7. Instead, her sonographer would fil} ounf the
form based on the echocardiogram report that is
prepared in conjunction with each echocardiogram.
Althcugh if is not clear who actually prepared the
echocardiogram  report, Dr. Crouse ultimately
approved it

In each of the challenged echocardiograms that she
interpreted, Dr. Crouse found moderate or more
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severe mitral regurgitation. Qverall, she found tt
sixty to seventy percent of the 725 Hariton a
Napoli claimants her office saw had moderate
more  severe  regurgitation.  {FNiZ2]  The
percentages are significantly higher *457 than t
findings of a 1998 blinded clinical study in whi
she participated that examined the link between t©
diet drugs and valvular abnormalities, [FN13] ¢
part of the study, Dr. Crouse performed 6
echocardiograms over a  six-month period
found, simitar to the conclusions of the study, th
only about five percent of the diet drug patients b
moderate or greater mitral regurgitation. See Jult
M. Gardin, M.D., et al., Valvular Abnormaliti
and Cardiovascular Status Foflowing Exposure
Dexfenfluramine  or  Phentermine/  Fenfluramin
283 (No. 13) JAMA 1703 (April 5, 2000},

FN12, When considering ti
echocardiograms she interpreted for ath
law firms in conjunction with the diet dn
litigation, Dr. Crouse determined th
between forty percent and seventy perce
of diet drug claimants had moderate
more severe mitral regurgitation.

FN12. A "blinded" study means that whe
she read the echocardiograms, Dr. Crow
did not kngew whether the person had take
diet drugs or not.

2] As noted above, we agree with Dr. Dent th
fifty-three of the echocardiograms Dr. Crous
mterpreted were beyond the bounds of medic
reason. Dr. Crouse frequently mistook backflo
and mild mitral regurgitation for moderate or mo
severe regurgitation. Unlike Dr. Dent who base
this assessment on reviews of both the digitize
images and the wvideotapes, Dr, Crouse did
analyze the videotapes for all of tb
echocardiograms to which she attested. Moreove
the evidence demonstrated that Dr. Crous
approved  echocardiogram  reports  where th
regurgitant jet areas were overtraced and tht
overestimated the level of mitral regurgitation. D
Crouse's sonographer frequently traced black-code
blood outside the border of the regurgitant je
Blood that is observed as black on a color Dopple
echocardiogram  represents  very low  veloeiv
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swirling blood. 1t was not part of a high velocity
mitral regurgitant jet.

The circumstances under which the Dr. Crouse
echocardiograms were performed and interpreted
undermine her credibility. Despite her extensive
experience with echocardiography, she relied on a
law firm employee to instruct her staff on how to
measure vegurgitant jets, On days when Hariton
and Napoli clients were scheduled, her office would
conduct echocardiograms for twelve hours at half
hour intervals, all with the same sonographer! Dr.
Crouse spent little time actually reviewing and
approving the results of these echocardiograms. She
never met with the claimants, never reviewed their
medical records, and largely relied on the law firms
to provide the medical history required by the
Green Form. Nonetheless, Dr. Crouse received
$725,000 from the Hariton and Napoli firms to say
nothing of the $2,000,000 or more that she earned
from other law firms for interpreting fen-phen
echocardiograms. When considering the thousands
of echocardiograms that Dr. Crouse interpreted
during the period that she worked for the Hariton
and Napoll firms, her practice resembled a mass
production operation that would have been the envy
of Henry Ford.

The non-movants called as weli Dr. Richard L.
Mueller, a level two echocardiographer, whose
echocardiogram readings were also in issue. Dr
Mueller operates a private clinical practice in New
York City that covers the full scope of consultive
cardiology. He has considerable experience in
echocardiography  and  during  his  career has
interpreted approximately 6,000- 7.000
echocardiograms, or about 800 to 900 each year.
He has personally conducted more than ninety-five
percent of them,

The Hariton firm contacted Dy, Mueller about
performing  echocardiograms in conjunction with
the diet drug settlement in early 2001, At the time,
Mario D'Angelo, a member of the fum, asked him
to perform only echocardiograms for a number of
firm clients. The firm and Dr. Mueller *458
eventually agreed that he would be paid 5900 for
interpreting each echocardiogram and $2,000 for
filling out the seven pages in Part 11 of the Green
Form. In total, he interpreted between 250 and 300
echocardiograms for the Hariton firm and
completed between 50 and 100 Green Forms. After
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the firm developed cash flow probiems, it initiatec
new compensation arrangement with him. [
Mueller received $500 up front for completing
Green Form with another $1,500 due "upon rece!
of the client's settlement proceeds or six mont
from the date of submission to the AHP Serileme
Trust.” See Wyeth Ex. 103,

Of the Dr. Mueller echocardiograms at issue he
he conducted almost all of them himself. Ea
session with a Hariton client would last betwe
three and five hours. One, sometimes two, fir
representatives would be present in his office duri
those sessions, For the first few clients, Dr. Muell
conducted medical histories and reviewed medic
records. However, the Hariton firm eventual
informed him that it preferred to take the medic
history, and he deferred to the firm.

Dr. Mueller recorded each echocardicgram <
videotape and took still frames of any pictures .
interest. [FN14] He consistently performed il
echocardiograms with a Nyquist limit set in &
thirty to forty range. After the Trust complained
the Hariton firm about the low settings, Dr. Muell
agreed to "pay close attention to keeping it 50-¢
on all subsequent studies." See Wyeth Ex. 1]
According to correspondence between Dr. Muells
and the Hariton firm, the latter had represented -
him that Dr. Crouse believed that the norm
Nyquist range was within those parameters. D
Mueller usually completed an echocardiogra
report the same day as the echocardiogram wi
conducted.

EN14, The still frames and origin
videotapes were not available to the partic
during their preparation for the hearin
Dr. Mueller preferred to retain custody an
controf of ali originals.

At some point after Dr. Mueller performed eac
echocardiogram, the Hariton firm sent him a Gree
Form. He would subsequently spend sixty-five 1
seventy minutes completing the questions in Part |
initially, the firm sent blank Green Forms t¢ b
office. Later, the firm completed the angwers wit
respect to the medical listory of the claiman
‘While he questioned the firm about the propriety ¢
this arrangement, he abided by . When D
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Mueller found that the firm had made an error,
which happened on approximately ten percent of
the forms, he corrected it and sent the form back.
He did not know what information the firm
ultimately submitted to the Trust.

3] Dr. Mueller concluded as to each of the
disputed echocardiograms that the Hariton clients
had moderate or more severe mitral regurgitation.
He did not provide an exact percentage
measurement when assessing the severity of mitral
regurgitation, Rather, he calculated for each client
a range of the RJA/LAA. In one case, he
determined that a client had a range of regurgitation
that spanned twenty percentage points from
twenty-one percent to forty-one percent. The low
Nyguist settings used by Dr. Mueller resulted in
sub-optimal echocardiograms that included spurious
or artifactual signals on the color flow Doppler. He
also measured some of these spurious jets, as well
as backflow, as wmitral regurgitation. Again, we
accept the analysis, conclusions, and opinions of
Dr. Dent that Dr. Mueller's interpretations were
beyond the bounds of medical reason. To the extent
the testimony *459 of Dr. Mueller and Dr. Dent
diverged, we accept Dr. Dent's testimony.

The contingent nature of a portion of Dr. Muelfers
fee adversely affected his credibility. Green Forms
are submitted to the Trust only if the documentation
appears to support the claim for Matrix level
benefits under the Settlement Agreement. Dr
Mueller sicod to earn an additional amount when
his echocardiogram reading showed moderate or
more severe mitral regurgitation. As outlined in the
letter from Mario D’Angelo, he received an extra
$1,500 if the claimant obtained a benefit or the
claim was submitted to the Trust for payment.

The non-movants argue that there is nothing
inherently improper with charging a reasonable fee
to complete paperwork associated with a claim. We
agree, but that is not what happened here. Dr.
Mueller received additional compensation not for
stmply filling out the Green Forms but only if the
claimant received a benefit or if the Green Form
was forwarded to the Trust. Of course, a Green
Form would be sent to the Trust by the Hariton and
Napoli firms only if on its face the claimant was
eligible for a benefitt Thus, Dr. Mueller's
remuneration depended on how he mterpreted the
echocardiogram and on what he stated on the form,
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He had a financial incentive to reach a pan
result. He and the law firms were fully awar
tendering 2 Green Form was in effect testi
under oath. The form itself stated that submitt
to the Trust was "equivalent to filing it with a«
and was subject to the penalties of pe
Movant's Ex. 101 at {4, This highly questic
practice by Mario D'Angelo and the Hariton
seems to violate a lawyer's ethical obligation 1
compensate a witness on a contingent fee basis
New York DR 7- 109(c) and PA Rul
Professivnal Conduct 3.4(b). [FN15] We will
the matter by separate order to the New
Disciplinary authorities for further review
consideration.

FNIS. New York Disciplinary
7-109(c) states:

A lawyer shall not pay, offer to pa
acquiesce in the payment of compens
to a witness contingent upon the conte
his or her testimony ar the outcome ¢
case. But a lawyer may adv
guarantee, or acquiesce in the paymer
(Ielxpenses reasonably incurred U
wiess i atiending  or  testif
(Drjeasonable compensation to a wi
for the loss of time in attending, testi
.. Rule 34(b) of the Pennsylvania |
of Professional Conduct is similar.

We are also concerned about the Hariton f
involvement in  supplying Dr. Mueller
information required in the Green Form. Alth
his iestimony suggests he was not confortable
the arrangement, Dr. Mueller nonetheless alk
the Hariton firm to take medicai histories for
and at least prejiminarily fill ous the Green F
As noted above, the Green Form explicitly s
that Part 11 is 1o be "completed by a Board-Carl
Cardiologist.”

Neither the Hariton firm nor the Napoli firm
novice in the fen- phen arena. Both

considerable experience and sophistication wist
terms of the Settlement Agreement and hoy
process claims. The Hariton firm was forme
July, 2001 to practice solely in connection with
fen-phen litigation and the natienwide class a
Sentlement Agreement. The fimm handles claim:
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diet drug clients and retains medical doctors from
across the country to participate in their
echocardiogram program. It has a medical staff of
more than sixty, including nurses and eight per diem
sonographers, and owns its own echocardiogram
gquipment. In training sessions it conducts, firm
personnel have instructed echocardiogram *460
technicians on how to measure mitral regurgitation
under the Settlement Agreement,

The Hariton firm has been formally associated with
the Napoli firm since July, 2001 although members
of both firms worked with one another informally
on the diet drug litigation prior to that. The Napoli
firm devotes slightly less than half of its resources
to the diet drug litigation. Generally, the Hariton
firn is responsible for processing a claimant's case
through the initial intake and up uwntil a decision is
made 10 opt out of the settlement, 1f a claimant
does decide to opt-out, the Napoli firm will
represent the claimant in the ensuing lawsuit,

Despite the firms' seemingly distinct roles, the
responsibilities of both overlap. A member of the
Napoli firm has occasionally met with the
physicians who work with the Hariton firm in order
to further the working relationship. Mark Bemn of
the Napoli firm, for example, visited Dr. Crouse's
office o examine her "set-up." The two firms
operate a joini website related to the diet drug
seftiement, use a joint retainer agreement for their
clients, and require clients to sign a hold harmless
agreement that covers both firms.

In sum, we find thas the seventy-eight dispoted
attestations of Dr. Crouse and Dr. Mueller
submitted to the Trust by the Hariton and Napoli
firms were medically unreasonable.

V.

The Trust also seeks authority to conduct audits of
all claims involving attestations of Drs. Crouse and
Mueller and all claims submitted by the Hariton and
Napoli firms, regardless of what cardiologist was
invotved.

The Settlement Agreement only allows for audits
of up to fifteen percent of all claims submitted to
the Trust without further order of the court. The
Trust may designate for audit up to five percent of
the claims filed each quarter. Sertlement
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Agreement § VLE.1, In addition, Wyeth may selec
for audit up to ten percent of the claims filed eact
quarfer. See id at § VLF.2Z. When a claim i
selected for aundit, the Trust forwards relevan
documentation, including the claimant's medical
history and echocardiogram, o an independen
board-certified cardiologist. After analyzing the
information provided, the auditing cardiologist
makes a determination as to whether there was "a
reasonable medical basis for the representations
made by any physician in support of the [c]laim."
Id at § VLE.6. If the auditing cardiologist answers
this question in the negative, the Trust may not pay
the claim and must apply for a show cause order
with the court as to why the claim should be paid.
Id at § VLE.7, If the auditing cardiologist finds in
favor of the claimant, he or she is paid without any
further appeal. ¢

The moving parties argue that the fifteen percent
cap on audits is totally inadequate in light of the
evidence they have presented here. As things now
stand, eighty-five percent of ali claims must be paid
merely upon the attestation of the cerifying
cardiologist engaged by the claimant or the
claimant's attorney. The moving parties contend
that without such additional audits a serious risk
exists that many ineligible claimants will receive a
windfall.

The Settlement Agreement permits this court fto
order addizional audits and adopt additional claims
administration procedures for “good cause shown.”
[FN16] The *461 moving parties assert that this
standard has been met, Specifically, the Settlement

__Agreement states;

FNI16. The good cause provision was part
of the Fourth Amendment to the
Settlement Agreement and was approved
in Pretrial Order Ne. 1415,

[flor good cause shown, Including without
limitation the results of audits conducted on any
one or more Claims, groups of Claims, and/or
reguests for Credits made by [Wyeth], the Court
at any time, upon its own motion after notice to
{Wyeth] and Class Counsel, or upon motion by
any party and after such notice and hearing as the
Court may direct, may order the Trustees and/or
Claims Administrators to perform such additional
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audits and/or adopt such additional claims
administration procedures as the Court deems
appropriate.
Id at § VLE.

{41 Good cause remains undefined by the
Settlement Agreement. Our Court of Appeals has
not provided specific guidance on what constitutes
good cause in the context of a class action
settlement agreement. Generally, however, good
cause is a fluid concept, the meaning of which will
depend on the circumstances of the individual case,
One court has commented that the term is "difficult
to [define} in the abstract apart from the moorings
of a given case." In re Maxwell Newspapers, Inc.,
G81 F.2d 83, 90 (2d Cir.1992).

Movants argue that good cause may be established
by showing that claims submitted to the Trust for
payment lack a "reasonable medical basis.” We
agree. Section VILE identifies two general
situations that may provide good cause for
instituting new clalms processing procedures; the
results of audits conducted on claims and/or
Requests for Credits made by Wyeth. Seftiement
Agreement § VLE. The audit procedures outlined
in § VIE are designed to identify claims
unsupported by a reasonable medical basis and
thereby to ensure the integrity of the claims
submissions process. This court has authority to
address deficiencies or improprieties that arise
during this process. See id at § VIL.E.B.

It is true as the non-movants suggest that the
current motion was not prompted by the "results of
audits" as established through the audit procedure
set forth in §§ VLE.1-8, Instead, the motion was
driven by allegations of uvareasonable medical
aitestations in the Green Forms before audits on the
claims submitted by the Hariton and Napoli firms
had taken place. We do not believe, however, that
we are required to wait until after claims have
navigated through audit to consider whether good
cause exists to modify the claims administration and
auditing procedures. The situations enumerated in §
VIE. as giving rise to good cause are not
exclusive. The language specifically reads "for
good cause shown including, without fimitation, the
results of audits conducted on one or more claims
LDUidoat § VIE. (emphasis added). The heart of
the good cause provision lies in allowing the court
to order corrective measures to prevent the
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settlement from being subverted.

Under Pretrial Order No. 1415, this court retaine
"gxclusive jurisdiction over this action and each o
the Parties, including [Wveth] and the clas
members, to administer, supervise, interpret an
enforce this Settlement in accordance with its term
... and to enter such other and further orders as an
needed to effectuate the terms of the Settlement.
Pretrial Order No. 1415 at § 11, This court i
responsible for overseeing the seitlement of thit
massive class action, particularly $o make sure tha
the Seftlement Agreement, as approved by this
court, is properly enforced. See fn re Prudentia
fns. Co. of Am. Sales Practice Litig,, 261 F.3d 353
367- 68 (3d Cir.2001).

*462 [5] The settiement at issue was intended tc
provide individuals who took diet drugs anc
manifested the established Matrix level conditions
with a  streamlined process for  seeking
compensation as an alternative to filing a lawsuit.
The Settlement Agreement, of course, requires
those seeking Matrix level benefits to demonstrate
they are entitled to payments. The funds
contributed by Wyeth, though large, are finite,
particwlarly  with  thousands  of  potential
beneficiaries. Movanis have clearly demonstrated
that the Trust's ability to meet its part of the bargain
and pay legitimate c¢laims is being undercut by the
tender of claims that have no reasonable medical
basis. This coust's involvement therefore acts to
preserve the bargain struck so that Matrix level
benefits go only to those whose medical conditions
qualify them for payment. Our involvement is
consistent with the powers of the court to administer
& massive class action settlement such as this.

Had the events before us gone undetected, persons
not entitled to Matrix benefits under the Setilement
Agreement would have been paid, in some cases,
large sums of money. Obviously, this cannet be
tolerated. Good cause under the Settlement
Agreement clearly exists to modify the audit
procedures to enhance the safeguards against any
repetition of what has occurred here.

Accordingly, the Trust may audit all pending and
future atiestations of Dr. Crouse and Dr. Mueller,
Based on the evidence in the recerd, prudence
dictates no less. The two cardiologists have made
medically unreasonable judgments on a broad scale,
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One cardiologist has read echocardiograms on a
rapid fire basis and has received $725,000 from the
law firms for her efforts. The other cardiologist
spent more time with each echocardiogram but his
comipensation from those law firms depended on
whether the Green Forms with attestations were
submitted to the Trust for payment.

There is alse good cause 1o allow the Trust to audit
the Green Forms submitted en behalf of all
claimants by the Hariton and Napoli law firms,
regardless of the identity of the certifying
cardiotogist. These iwo firms concentrate on
fen-phen cases and are highly knowledgeable of the
claims process. They retained the two cardiologists
who interpreted, not one or two, but a significant
munber of echocardiograms i a medically
unreasonable manner. The Hariton firm worked out
the questionable financial arrangement with Dr.
Muzgller, and the firm was deeply involved with the
completion of the medical portions of the Green
Forms for both cardiologists. Our goal is 1o
preserve the limited funds for those who are entitled
to them. Allowing audits of afl their clients will
contribute to the legitimacy of the claims process
and help achieve this goal. If the client is entitled to
benefits, he or she has nothing to fear.

V.

[6] The moving parties have also requested that we
enjoin  the Hariton and Napoli firms from
representing clients in filing for Matrix benefits
with the Trust. Although their conduct has certainly
not been totally exemplary and in at least one
respect there has been highly questionable behavior,
we will not at this point take such a drastic step. To
bar them now could cause needless harm to
innocent claimants who are eligible for benefits. We
believe the remedy to be implemented including the
audit of all ¢laims fifed by clients of the Hariton and
Napoli firms will be adequate at present to prevent
unqualified claimants from receiving benefits from
the Trust. 1f future events with respect to the
Hariton law firm or any attorney or *463 firm
associated with it dramatically change the picture,
addisional relief may be in order.

[71 Further, the moving parties seek to prohibit
claimants from relying on the attestations of Dr.
Crouse and Dr. Mueller to support their right to
exercise an intermediate or back-end opt-out,
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Under the Settlement Agreement, claimaats m
exercise intermediate or back-end opt-outs al
with certain limitations, sue in the tort system wh
stil  remaining  class  members.  Settlem
Agreement §§ [V.D3-4. Thus, instead of seeki
benefits from the Trust, they may file lawsu
against Wyeth. In order to exercise such an o
out, the claimant must submit to "the Court, t
Trustees and/or Claims Administrator{s) and

AHP" a form expressing an intent to do ¢
Settlement Agreement §§ IV.D3b and IV.D.4
The form also requires the claimant to certify
he or she has been found by a "gualified physici
as FDDA positive.” One of the findings for an FL
positive  condition is "moderate or grea
regurgitation of the mitral valve of the hear
While we do not condone the performances of [
Crouse or Dr. Mueller in the cases before us, v
will not go so far as to prohibit such attestatior
This issue must be resolved in the lawsuit filed |
the opt-out claimant and not before this court. Tl
Settlement Agreement 8 guite explicit that Wye
“shall have the right 1o challenge, in such Iows:
only, whether the opt-out was timely and prope
including whether the Class Member was eligible
exercise such an opt-out right" Id at §§ IV.D.3,
and [V.D4.c. (emphasis added) Wyeth will {
able through the adversary process to dispute ar
guestionable conclusions or findings of either U
Crouse or Dr. Mueiler which might surface.

[8] Finally, the movants seek counsel fees. W
note that the Settlement Agreement itself does n
explicitly provide for such relief, While n
foreclosing such an  award under oth
circumstances, we will pot exercise any authori
we have 1o make such an award here.

VL

{9] The original motion filed by the Trust wi
captioned "AHP Settlement Trust's Motion £
Temporary Restraining Order and  Prelimina
Injunction.” Afthough a motion for a prelimina
injunction rather than for permanent relief does n
seem to fit this proceeding as it has developed ar
the non-moving parties have not indicated that the
have additional evidence to present at a fin
hearing, we find that the necessary elements for
preliminary  injunction have been met. Se
Swartzwelder v. McNeiily, 297 F.3d 228, 234 (2
Cir.2002).
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First, the moving parties have clearly established
that the Hariton and Napoli firms, through the
attestations of Dr. Crouse and Dr. Mueller, have
submitted numerous claims that are medically
unreasonable. The moving parties have established
maore than a reasonable likelihood of success on the
merits. Second, irreparable harm would occur if
payment of the medically unreasonable claims
before us was not stopped and of the expanded
aundits of the attestations of Dr. Crouse and Dr.
Mueller and of the ciaims submitted by the Hariton
and Napoli firms to the Trust were disallowed. The
payment of money by the Trust from a fimited fund
to ineligible persons would seriously increase the
danger that eligible persons would not be
compensated under the Settlement Agreement.
Realism dictates that money once paid to improper
recipients is unlikely ever to be recouped. Third,
the harm to legitimate claimants in nor granting this
relief clearly outweighs any harm to legitimate
claimants or to any others in granting *464 relief.
The only possible detriment is some delay as a
result of additional audits. Permitting these
additional audits before the payment of benefits is
really no different in substance than prohibiting a
bank from paying out funds of a customet’s account
until it can be determined if the person seeking to
withdraw the money i3 authorized to do so. The
two faw firms and the twe cardiologists simply have
ne interest that is as compelling as the interest of
rightful claimants in the protection of Fund B. After
all is said and done, Fund B exists for the benefit of
these rightfil claimants who suffered from fen-phen
and not as a pot of gold for lawyers, phvsicians and
non-qualitying claimants.  Finally, the public
interest compels the court to preserve the integrity
of this court-approved class action settlement by
enjoining the Trust from making improper
payments and by authorizing additional audits. See
Prudential, 261 F.3d at 367-68.

PRETRIAL ORDER NO. 2640

AND NOW, this 14th day of Novemb'er, 2002, for
the reasons set forth in the accompanying
M merandum, it is hereby ORDERED that:

(1) the AHP Settlement Trust ("Trust") shall not
pay the claims of the following class members
subinitted by the law fitms of Hariton & D'Angelg,
LLFP and/or Napoli, Kaiser, Bern & Associates, LLP
without prejudice to the right of said claimants to
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submit new echocardiograms and Green F
signed by a certifying cardiologist other than [
I. Crouse, M.D. or Richard L. Mueller, M
James Axford; James Barone; Charline Berg
Victor Bevilaqua; Fritz Blumenberg, Kath
Brandor, Ellen Brownstein: Lashauna Bur
Judy Butts; Darlene Campbell; Christine Car
Glenique Carter; Laura Chicchetti; Donald C
Miidred  Creach; Vernessa  Cruse;,  (
Cunningham; Girard Cwrry, Jr.; Renita Dale; ¢
Dale; Cathy Darpell; Silvio Dobry; Frank Fol:
Debra  Fuller; Peter Gehrt; Gail  Giglarov
Junetta Godwin; Jean Gomes: Patricia Gut
Carolyn Hackman; Bridget Hara; Vicky
Brenda Hobeck; Janice Hodge; Patricia Jack
Maryann lames; Cathy Jefferson; Carlya lo
Mary Kimrey; Sheila Koch; Geralyn Kosof
Arlene Kule; Karen Lack; Kathleen Lig
Josephine Lobuzzetta, Ron Lybarger; Cyr
Maltory; Linda Mark; Susan Mamr;, L
Martoretla; Barbara Meszaros; JoAmt M
Prudence Mougis; Carolyn Newman; Jessica
Eugene Paulen; Amy Peters; Sharon Picl
James Pierce; Michael Piper; Julia Purdy; Cyr
Read; WNancy Richard; Pamela Roberts; |
Rodriguez; Joseph Rogers; Rick Ross; B
Rutherford; Barbara Ryan; James Scak
Kathleen Scheve; Charles Schoenhair; Mat
Smith; Dorothy Snodgrass; Connie  Stogs
Evette Vititoe;, Brenda Williams; and Gwendc
Winklbauer;

{2) the Trust has full authority to audit under
Settlement  Agreement gach  and &
echocardiogram and Green Form already submi
or to be submitted in the future or behatf of a ¢
member wherein either Linda J. Crouse, M.D,
Richard L. Mueler, MD. iy the certify
cardiologist;

(3) the Trust has full authority to audit under
Settlement  Agreement each and 3
echocardiogram and Green Form already submi
or to be submitted in the future on behalf ot a ¢
member by the law firms of Hariton & D'Ang
LLP and/or Napoli, Kaiser, Bern & Associates, |
ar any attorneys affiliated or associated in any
with those law firms, regardless of the identity
the attesting cardiologist;

*465 {4) the Trust has full authority to withh
payment of any claims identified in paragraphs
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(2), and (3) pending the completion of the audit
process;

(5) notwithstanding anything to the contrary, the
echocardiograms already submitted to the Trust or
to be submiited in the future and certified by Linda
1. Crouse, M.D. or Richard L. Mueller, M.D. may
form the basis for a finding by the Trust that a class
member is FDA positive or has mild mitral
regurgitation for purposes of §3 IV.A.lc, IV.A 2.,
IV.B.1 and IV.D.3-4 of the Settlement Agreement;
and

{6y the movants' request for counsel fees is
DENIED.

236 F.Supp.2d 445, Prod.Liab.Rep. (CCH) P 16,489

END OF DOCUMENT

Copr. © West 2003 No Claim to Orig. U.S. Govt. Works
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AHP Settlement Trust |

P.0.Box 42805, Philadelphia, PA 19101 » 215-923-5211 - Fax: 215-923-5217

January 21, 2003
VIA 2% Dav Air

Ruth Erloe

cfo Hariton & D’ Angelo, LLP

Attn: Mario D’ Angelo, Esquire
3500 Sunvdise Highway, Suite T-207
Great River, NY 11739

RE:  Post Audit Determination Letter
Diet Drug Recipient: Ruth Enloe
Claim No.: 183/00 8007411

Dear Class Member ¢/o Counsel:

In accordance with the requirements of the Nationwide Class Action Settlement
Agreement with American Home Products Corporation (the “Settlement Agreement”) yc
Claim for Matrix Compensation Benefits (“Claim™) was selected for audit and reviewed
Auditing Cardiologist. Your Claim was selected and audited to determine whether there
reasonable medical basis for the answers given by the physician who completed your Gr
Form with respect to the question(s) identified in the enclosed Attestation of Auditing
Cardiologist Form {“Attestation Form™).

The Auditing Cardiologist found that there was no reasonable medical basis for ti
answers given by the physician who completed your Green Form with respect to the que
identified in the Attestation Form. The reason(s) for the Auditing Cardiologists findings
explained in the enclosed Attestation Form. Based on the findings of the Auditing Cardic
set forth in the enclosed Attestation Form, the Trust has determined that you do not quah
any Matrix Compensation Benefits under the Settlement Agreement.

Since the Auditing Cardiologist found that there is no reasonable medical basis t
support the answers in the Green Form that were placed into audit, the Settlement Agree
directs the Trust to apply to the Court for an Order to Show Cause why the Claim shoul¢
as submitted. Such an application will require you to prove to the Coust why your Clain
be paid as submitted and the relief requested by the Trust in its application should not be
Post Audit Determinations and Show Cause Proceedings are described in Sections IV th
VI of the Policies and Procedures for Audit and Disposition of Matrix Claims in Audit
approved by the court May 31, 2002 (“Polices and Procedures™). A copy of the Policies
Procedures was previously sent to you. Pursuant to the terms of the Settlement Agreemse
Court will then determine whether there was no reasonable medical basis to support the
in the Green Form that were placed into andit.



If you do not want your Claim to proceed through the audit process, you may withdra
your Green Form without prejudicing your ability to submit a new Matrix Compensation Cla
(new Green Form) in accordance with the terms of the Settlement Agreement. Submission of
new Green Form will constitute a new Claim and may be based on a new echocardiogram an
any other medical evidence previously submitted that you believe supports your eligibility fc
Matrix Compensation Benefits at the level of severity you are requesting. Accordingly, you
must complete fully all portions of the Green Form and may not rely on any answer providec
a previous Green Form. You may withdraw your Matrix Compensation Claim by completing
returning the enclosed Withdrawal Without Prejudice form. Withdrawal of your Claim will -
prejudice your ability to submit a new Claim if your condition changes in the future and mee
the criteria for Matrix Compensation and you have complied with the requirements and dead
date(s) contained in the Settlement Agreement for making a Matrix Compensation Claim.

If you dispute this Post Audit Determination and wish to proceed to the commencem
of show cause proceedings before the Court, you must so advise the Trust in writing. Your
written notice disputing the Post Audit Determination must be postmarked or placed in the h
of a delivery carrier no later than thirty (30) days from the date of this letter, addressed as
follows: AHP Settlement Trust, Post Audit Determination Dispute/Show Cause, P.O. Be
42290, Philadelphia, PA 19101. Pursuant to Section IV.C.3 of the Policies and Procedures
Audit Disposition of Matrix Compensation Claims in Audit, failure to deliver to the Trust a
written response disputing this Post Audit Determination may be deemed acceptance of the
Trusts determination.

If you have any questions concerning the audit process, you may contact the followin
persons:

For AHP Settlement Trust: For Class Counsel:
Jules S. Henshell, Esquire Luke Pepper, Esquire
Director, Matrix Claim Integrity, Class Counsel Claims Office
Review, & Disposition 325 Chestnut Street, Suite 320
AHP Settlement Trust Philadelphia, PA 19106
P.O. Box 42805 215.413.2759
Philadelphia, PA 19101
215.923.5211

Sincerely,

AHP Settlement Trust



Diet Drug Recipient: Ruth Enloe
Claim No.: 183/00 8007411

ACCEPTANCE OF POST-AUDIT DETERMINATION AND WITHDRAWAL
WITHOUT PREJUDICE

I hereby accept the Post-Audit Determination of the above captioned Claim contained in the
letter from the AHP Settlement Trust dated January 21, 2003, and hereby withdraw my Mat
Compensation Benefits Claim at this time. Iunderstand that my withdrawal of this Claim d
not prejudice my ability to submit a new claim in the event that my medical condition ¢hang
the future, meets the criteria for Matrix Compensation and I have complied with the
requirements and deadline date(s) contained in the Nationwide Class Action Settlement as
approved by the United States District Court.

Claimant: DATE:

Witness:




‘ AHP Settlement Trust

P.O. Box 42805, Philadelphia, PA 19101 + 215-923-5211 * Fax: 215-923-5217

February 20, 2003
VIA 2™ Day Air

Linda Morales

¢/o Hariton & D’ Angelo, LLP
Attn: Mario D" Angelo, Esquire
3500 Sunrise Highway, Suite T-207
Great River, NY 11739

RE:  Post Audit Determination Letter
Diet Drug Recipient: Linda Morales
Claim No.: 183/00 8006806

Dear Class Member c¢/fo Counsel:

In accordance with the requirements of the Nationwide Class Action Settlement
Agreement with American Home Products Corporation (the “Settlement Agreement”) your
Claim for Matrix Compensation Benefits (“Claim”) was selected for andit and reviewed by ar
Auditing Cardiologist. Your Claim was selected and audited to determine whether there was
reasonable medical basis for the answers given by the physician who completed your Green
Form with respect to the question(s) identified in the enclosed Attestation of Auditing
Cardiologist Form (“Attestation Form”).

The Auditing Cardiologist found that there was no reasonable medical basis for the
answers given by the physician who completed your Green Form with respect to the question
identified in the Attestation Form. The reason(s) for the Auditing Cardiologists findings are
explained in the enclosed Attestation Form. Based on the findings of the Auditing Cardiologr
set forth in the enclosed Attestation Form, the Trust has determined that you do not gualify fc
any Matrix Compensation Benefits under the Settlement Agreement.

Since the Aunditing Cardiologist found that there is no reasonable medical basis to
support the answers in the Green Form that were placed into audit, the Settlement Agreement
directs the Trust to apply to the Court for an Order to Show Cause why the Claim should be 1
as submitted. Such an application will require you to prove to the Court why your Claim sho
be paid as submitted and the relief requested by the Trust in its application should not be grar
Post Audit Determinations and Show Cause Proceedings are described in Sections [V throug!
VI of the Policies and Procedures for Audit and Disposition of Matrix Claims in Audit
approved by the court May 31, 2002 (“Palices and Procedures”). A copy of the Policies and
Procedures was previously sent to you. Pursuant to the terms of the Settlement Agreement, €
Court will then determine whether there was no reasonable medical basis to support the answ
in the Green Form that were placed into audit.



If you do not want your Claim to proceed through the audit process, you may withdre
your Green Form without prejudicing your ability to submit a new Matrix Compensation Cla
(new Green Form) in accordance with the terms of the Settlement Agreement. Submission of
new Green Form will constitute a new Claim and may be based on a new echocardiogram an
any other medical evidence previously submitted that you believe supports your eligibility f¢
Matrix Compensation Benefits at the level of severity you are requesting. Accordingly, you
must complete fully all portions of the Green Form and may not rely on any answer providec
a previous Green Form. You may withdraw your Matrix Compensation Claim by completing
reterning the enclosed Withdrawal Without Prejudice form. Withdrawal of your Claim will ;
prejudice your ability to submit a new Claim if your condition changes in the future and mee
the criteria for Matrix Compensation and you have complied with the requirements and dead
date(s) contained in the Settlement Agreement for making a Matrix Compensation Claim.

If you dispute this Post Audit Determination and wish to proceed to the commencem
of show cause proceedings before the Court, you must so advise the Trust in writing. Your
written notice disputing the Post Audit Determination must be postmarked or placed in the h:
of a delivery carrier no later than thirty (30} days from the date of this letter, addressed as
follows: AHP Settiement Trust, Post Audit Determination Dispute/Show Cause, P.O. B«
42290, Philadelphia, PA 19101. Pursuant to Section IV.C.3 of the Policies and Procedures
Audit Disposition of Matrix Compensation Claims in Audit, failure to deliver to the Trust a
written response disputing this Post Audit Determination may be deemed acceptance of the
Trusts determination.

If you have any questions concerning the audit process, you may contact the followin
persons:

For AHP Settlement Trust: For Class Counsel:

Jules S. Henshell, Esquire Luke Pepper, Esquire
Director, Matrix Claim Integrity, Class Counsel Claims Office
Review, & Disposition 325 Chestnut Street, Suite 320
AHP Settlement Trust Philadelphia, PA 19106

P.O. Box 42805 215.413.275%

Philadelphia, PA 19101 215.701.3561

215.923.5211

Sincerely,

AHP Settlement Trust



Diet Drug Recipient: Linda Morales
Claim No.: 183/00 8006806

ACCEPTANCE OF POST-AUDIT DETERMINATION AND WITHDRAWAL
WITHOUT PREJUDICE

Thereby accept the Post-Audit Determination of the above captioned Claim contained in the
letter from the AHP Settlement Trust dated February 20, 2003, and heteby withdraw my Matrix
Compensation Benefits Claim at this time. I understand that my withdrawal of this Claim does
not prejudice my ability to submit a new claim in the event that my medical condition changes in
the future, meets the criteria for Matrix Compensation and T have complied with the
requirements and deadline date(s) contained in the Nationwide Class Action Settlement as
approved by the United States District Court.

Claimant: DATE:

Witness:
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Claimant Name: Enloe, Ruth ST
Claimant Number: BO0T411 | Pty Sealolag <t
Data of Echacardiogram: 03/18/02 ate Audit Complete:

| have reviewad the Madical informatlon associated with this Clalrn. which was forwarded o me by the
AHP Settlement Trust, This Madicat lnfarmaﬂon includes {check all that apply): .

A Acopyofthe taps of an Echncardiogram preformad on ___:ff_.:i?::(d ate); (f
you reviawaed mera than one Echo please provide the date of aach Echo )}

If A copy of the Claim Fonms filed in support of the Cleim; and,

é‘( Medical records,

" The Trust's audit designation was based only on the spectﬁc {ssues hstad below Ra\new the issuss and nasp'and
10 the quesduns asked

1.a. Tha physician completing the claimant's Claim Form answerad the foilowing question in that
Form in the foliowing mannar:

. Based on your review of the Echocardiugram ta2pe or disk, does the above-named Diet Drug
Reclp:ent have the following conditicns as defined by Singh'? (Check aach that applies):

A. For mitral regurgitation, the followlng detemmined In any aplcal view: .
[ Mild mitral regurgitation, defined as (1) either the regurgitant Jet area/ief etrial orea

{"RJAJLAA™ ralio is more than 5% or the mitral regurgitantjat haight ia greater than 1
cm from the valve arifice, and {2) the RIAILAA ratic is less than 20%.

Moderate mitral regurgitation, defined as regurgitant jet area In any aplcal viaw squal {o

. or greater than 20% of the faft atrial area but less than or equal to 40% (20% - 40%
RIAILAA),

(J  sevare mitral requration, defined as > 40% RJALAA.
) Nene of the above.

1.b. n your opinian, was theras a reasonable medical basis for the answer given by the claimant's
physician to the Ciayom Questian abhave?

3 Yes
‘opin: The QTR iadodec (n «ﬂ.m\n S The, 2TP viad b et e tts
R [CRRTS ,fmz..x.:7 w(w(-x..d—L“[» LB, (e Gain it hm L

LV ST — ‘ - o —




Claimant Name: Enice, Ruth . o
. 7 Claimant Number: 8007411 Lt

Za. The physician completing the ¢lalmant's Claim Farm answerad the following question in that
g Form In the following manner:

F. To the best of your knowledge, nas the above-named Dlat Drug Recipiant developad the fcltowmg
. conditions AFTER the date on which the patient first usad Pondimit® and/ar Redux™ :

3. Pulmonary Hypertenaion secondary to moderate or greatar mitral reagurgitation with peak
systolic pulmonary arery pressure >40 mm Hp msasurad by cardiac catheterization crwith a
peak systolic pulmanary arery pressure >45 mm Hg* measurad by Doppler Echecardiography,
at resi, ulliizing standard proceduras assuming a rght atrial pressure of 10 mm Hg? :

EYes | T No

2.b. In your opinion, was there a raasunable medical basis for the answer given by the claimant's
physician to the Claim Form question abovae? .

O Yes e

E:;plain: ‘ uﬂz "Z \.—e,t..c_,.lﬁ A fal r,n.n..r..m.ft .:I:'t i .‘J__(,A__' /,,“_’
] vt\ ‘ol e ‘).r"t s»rsh-(*.t. it 3 ';LA_,.. u:\ 6.5{\:-..:}‘ o (LA (it ne,
A Lo g Q—z, (¥

"

3a. The physician completing the claimant’s Claim Form answersd the following questlon in that
. Form in the following manner: :

'

F. Tothe best of your knowledge, has the above-named Diet Drug Recipient dwaloped the foilowinq
ccndmcns AFTER the date an which the patient ficst used Pondimin*and/ar Redux™

5. Abnonrnal left atrial supero-infadar systolic dimension >5.3 cm® {apical four chamber view)} or
abnarmat tefl atrial antero-postericr systolic dimension >4.0 em (parastemal fong-axis view)
mesesured by 2-0 directed M-mode or 2-D echocardiography with nonmal sinus rhythm using
sites of measurament recammeanded by the Amarican Saciaty of Echucardmgraphy?

M Yes T No

3.b. In your.opinion, was there a reasanable medical hasis for the apswer given by the claimant's
physician ta the Claim Form questian above? .

@/Yes | 2 Ne

Exptain: LA ¢ A Ll LIAL, r-lmv.} ot Omﬁm o bt
wholer A5 secmed “‘#N ‘-'!'tu ;}\usﬁ-m.ﬁ. + foe Aadunt Ude .




Claiment Nama: Enlgce, Ruth
~ Claimant Number, 8007411

By:

Print Name:

Data: ll]o 3 )

1 J. P. Singh, et al.. Prevaience and Cinical Dﬂmmtnants af Mitrd, Tricuspid and Amﬁ: Raqurgitation {The Framingham Heart Study}, §3 A J
"Candiol. 897-002 (1990),

2 Braunwald, Heart inanea: Taxtbook of Cardlovasasior Medicing 788-88 {(1987).
3 AE.Weyman, Principles and Practlce of Echocardiography 1290-1282 {2d ad. 1084),

4 Henry, W.L, el al,, Repart of tha American Saclety of Echocardisgraphy Committas on Namenclaturs and Stardards i in Twa-dimenaions
. Echacardography, 62 Circuiation 212-17 (1980),



-- s AHP Settlement Trust
"~ Auditing Cardiologist Worksheet

~Claimant Name: Ruth Enloe
" Clafmant Numober: §007411

A4,

3 Stress Echo (resting portion oni

Is me‘ petient in: (ﬁinus rhythm 0 Atrial fibritation / flutter €Y Other: specify

Aortic Root {t beat) A.gom Not evaiuab
Left atrium (antero-posterior dimension/parastemal longs 4. } oy " Notevaluab
axis view/1 beat i o84 ‘ :
Left atrium (supero-inferior dimensionfaplcal four chamber- ~ , ' : :
“view/1 beat) Sdem - Nat evaluab
Laft Venticular intermal Dimension - End Systole (2beats) _23em Not evaluab
5 _i m Not evaluat

Left Ventricular internal Dimension — End Dieslols (2 beats)

Comments:

g Fart2 Pulmanary Artery Pressura (continuous wave doppler) :

Peak tricuspid regurgitation jet vetocity - 2. (n metersisecond Nat avaluai

3%_mm Hg
RASP ‘ 4 , _ . Not evajua

Compute from TR velocity ustng the foliowing
equatson PASP = 4 « TRvai® +10 mmHg

Comments

integrating information from all view:

Part 3 Left Vantricular Systolic Function (Assessad visually
Ejection Fraction :

@ >60% if Biection Fraction >80%, please quaniify: é S - %7
T 50%-60%
0 40%-48%

O 35%-3%%




-, AXP Settlement Yrust ‘ .
. Auditing Cardiologist Worksheet

Clalmant Name: Euth Enloe
- Claimant Number: 8007411
. <30%

Part 4 Valvular Regurgitation . -

PRI LTI A e e len o mdity gl
| Mitral {Assessed visually in any apical ¥iew) . - .

Q0 None No regurgitant color flow

O Physlologlc  Non-sustalned Jet immediately (within 4 cm) behind the annular plane or £ 5% RJAILAA

J Miid ' {1} Either tha RJA/LAA ratio is more than 5% or the mitral ragurgitant jet height s greatar
K than 1 cm from the valve orifice, and (2} the RJA/LAA ratio is less than 20%

Q  Moderats RJAls equal 10 or greater than 20% of the LAA but less than or equal to 40% (20% -40%
o RIALAA).
Q ‘Severa | RJA/LAA greater than 40%.

Q Not Evaluable

Commants:

b "
MG

Kititic Baé‘éﬁd on et Bismetar’ (Aasesseﬂ vmuaus’rm therpfarasierna! !ar.:g axis \m.w orin the apj sl 15
«a,x]s view;if the pagasternal idng-axis-view Is: unavaliable)

E/ None . No regurgitant color flow. o . o : . .

Q  Trace JHILVOTH i's less than 10%.

o Mid JHLVOTH s graater than or equal to 10% and less than or squal to 24% {10% 24%
JHLVOTH).

JHAVQOTH is greater than or equal 1o 26% and less t.’nan or equal to 49% (25% - 49% -
Q Moderate JHALVOTH).

Q0  Severa JHALVOTH is-greater than 45%.

"3 Not Evaluable

Cgmments_:




AHP Settlement Trust ,
Auditing Cardiologist Worksheet

Claimant Name; . Rutk Enlee
Claimant Number: 8007411

oo o0odagD o op

P-itts dtﬁéi-'Paihdrcgy TR

s B
Congemtal Aoruc Valve Abnum-lallhj
Please specify: _
Q Bicuspid valve 0 Unsmspld valve .0 Quadricuspid valve

3 Ventricutar seplai defact associated with aortic regurg\tation
Aortic dissection invalving the aortic roct and for agrtic valve
Acriic sclerosis

Aortic root dilatation » 5.0cm

Aortic stenosis with an aorfic valve area < 1.0 square centimeter by the Continulty Equation
Evidence of aortic valve surgery ' '

. Aoric valve pathology of a type associatad with bacterlal endocarditis

Aprtlc valve laslons of the type assocdiated wilh systemnic lupus arythematosis
Aortic vaive iesions of the type associatad with rheumatoid arthritis
Aortic vatve lesions of the tybe associated with carcingid tumaor

Aartic valve leslons of the lype associated with methysergide and/ot ergotamine use

~ Comments Qn aartic valve pathology:

Mltral valve prolapse [Assessed in tha parasternal long axis view and defined as displacemant of one or b
mitral leaflets > 2mm above the alrial-ventricular border during systols, and > 5mm leaflat thickening during
. diastole) .

Q  Congenital Mitral Valve Abnarmality
Pisase specify: - . .
Q Parachute valve ~ O Clef of the mitral valve assaciatsd with atria! sepial defect

Q Chordae tendineas rupture . .

0 Papillary muscla rupture

rl"'l [ o TEUPEY, | ERNERRVARIPRPRY JRRA Y PRy



s : AHP Settlement Trust

Anditing Cardlologmt Workslieat

Claimant Name: Ruth Enloe
Claimant Namber: 8007411

Acute myocardxal mfamtmn assac;ated with acute mltrai regurgttahon

" Mitral annular caic{ﬁcalmn
Rheurnatic mitral vatve

{Defined as doming of the anterior leaflet and/or anterior motion of tha posterior leaflet andior commissural
fusion)

0O  Evidence of mitral valve sﬁrgery

0  Mitral valve lesions of a type associated with bacterial endocarditis

O -Miral vaive lesions of the type associated with systemic lupus erythematosia
O Miral valve lesions of the type assoclated with rheurnateid anthritis

Q  Mitral valve lasions of the type assaciated with carcinoid tumor

Q

Mitral valve lesions of the type associated with methysergide and/or érgotamine use -
Comments on mital valve patnology: A

Q Endomrdial ﬂbrosm
Q' Other: please specify sbnormality:

DYes If Yes pleasecomment.




., AMDP Settlement Trust .
© 7 Auditing Cardiologist Worksheet

- Clalmant Name: " Ruth Enloe
Claimant Number: ‘8047411

PartG Echocardmgram Evaluatmn s

Q No
It No, please comment or all observed deviations:

e béﬁlee}md 3 osalpre wﬁ%‘? rospH ﬁ;@“\ ,.zﬁ *“"

1t
G Yes h’ Yss, pleasa commant. _

L

7
GYNo

H Feigenbaum, Echocardiography 68-133 (5th ed. 1994)
* A.E. Weyman, Principles and Fratice of Echocardiography 75-97 (2nd ad. 1594).

Part 7 Technical Quality of Echacardiogram Tape

Q Excallent . Ideal image quality
Q Good ~. - Diagnostic images in ail views far ali cardiac structures that need to be assessed
v Eair ' image quallty that aliows adequate asesssmant of most of the cardlac structures (aaric,
. ' mitra), and tricyspid valves) but not necessarily in alt views.
Q Poor . Image quality Is marginal to assess the aarlic and/or mitral valve(s).
g Den image quality is inadequate to assess the aortic éﬁd mitral vaives
_mterprefable g o '

1 { IL‘; el
Initials Date of Reading

L Print Nam@

Graaq Olwners HD




4320 Wornali Road Suite 240 ’ Enloe, Ruth M

61 year oid Female DCB8: 041181940
Procedura Date; Mar 19, 2002

Kansas Clty, MQ 84111 ph# (B16)531-7474
[Echocardiography Report

Finai Report
Printsd: DB/D/2002 12:97:54 PN

s

500-42-6171

Procedure performed at Hariton & D'Angelo; Long Island, NY—Eche L. Crouse Office

S ]

» 4

cimchorpl.rp
aan 8

Medical Record # (1.D.) No ID type Hospital Room # ABN&PAP
L Procedures Performed |
Transthoracic Echocardiogram '
2-D and M-Mode combinallon.
Spectral Analysia Doppler
Color Flow Doppler
{ Resson for Test ]
Phen-Fen
] Measurements |
ti ‘ Nommal Range
M-MODE LV Diam Dias 480 cm a5-87
LV Diam Sys 240cm 23-38
LVEF 70.00 {°%) 45 -84
LV Septum 1.00 cm 08-13
LV Post Wall 1.00 em 08-1.1
Ao Root Size 3.00 em 2-.37
{ Echocardiographic Interpretation
Resting
LV (left ventricie) LWEF .70 %
Nommal Left Venfricutar Function
MV (mitral valve) Moderste MV Regurpitation
AV {aortic valve) Normal aarfic valve
LA {Jeft atrium) The left atrial size is mildly increased
RV (right ventricle! Naormal right ventricle
TV (trlcuspid valve) Moderate tricuspid valve ieguigitation
PAP Based on Tricuspid Regurgitant Jet estimated at: 48 mm Hg
RA (right atrlum} Momal rght atdum
PV {puknonic valva) Normal pulmanary valve
Conclusion
EF--70%
Normal LV function
Mild LA enlargement; 4.26 em in the PLAX view
Moderate MR; 4.07/16.12=25% of the LA area
No AR
Moderate TR
PAP—46 mmHg
I Staff
Sonographer: Ms. Audrey Loeb ROCS,RYT Department: Height: In
page: 1 Echocardiography Report Enlos, Ruth 1
Frinked: OUIN2A02 12:57:55 PM / Final Report 200-42-617



Echocardiography Report
page: 2

Entae, Ruth M

500-42-8171
Procadure Dats. Mar 19, 2002
Reviewed by: Dr. Linda J. Crouse MO, FACC Tapa Group: Waight bs
BSA: aqm
&3&«1& Chrrrede . M
Reviewed by Ca ’b % A9 ot
Dr. Uinda J. Crouse MD, FACC

page: 2 Echocardiography Report Enloe, Rutt
Printed: OH1G/2002 1237:55 P [ Final Report
snechorpt am

500-42-6"
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Claimant Name; Morales, Linda e
Claimant Numbar: BGO680E Auditing Fardlolog; .
Date of Echocardiogtam: 03144102 . Date Audit Complets: —— 4yt ¥

1

1 have reviewdd the Mekfical Information assaciated with this Ctalm, which was farwarded o me by the
AHP Settlem lTrpst. iThis Medical Information inchidas (check afl that apply):

A copy df the tapqi af an Echocardiogram preformed on ._S.J_Mdate): {
you revigwed more than one Echo, please provide the date of each Echo,)

E{‘\-copy the Claié'n Forms filed in sﬁpﬁoﬂ of the Claim; and,

‘.D/ﬁ:dtcal rds

Wyeth's audit df s;gnallon was based only on tha specific issue listed below, Raulew the issue and r?sp to the
quasﬂon agked. i

Form in th fallowlﬁq manner:

C. 3, Bassll on your review of the Echocardlogram tape or disk, does iha above-named Diet D
Racipgient b navu the follawing ¢ondltions as defined by Singh*? (Check each that applies): {

A, jFor mltmi requrgitation, tha following determined in any apical view:

1.a. The physician compirting the claimant’s Ciaim Form answared the following question ln'nI:t
I

O Mld mitral regurgitation, defined as (1) either the regurgitant jet areafieft atn | aseq
{"RJNLM Y ratio Is more than 5% or tha mitral regurgitant jet height is greater than 1
m from the valve orifice, and (2) the RIAILAA ratio (s less than 20%. i
M Moderate miat regurgitation, defined as regurgitant jet area in any apicel vrbw dgqual to
or greater than 20% of the lefi atrial area but iess than or equal to 40% (20% - 4&!%
RIALAA. |

0 -Severa mitral reguration, defined as > 40% RJALAA
O ‘Nona of the above.

1.b. in yaur epinion, was ‘there a reasonable medical basis for tha answer given by tha cla!mal:lt's
physician (o the miyrm question above?

[} Yes !

Explain: —f"“"*\ ‘,." WA, E L & Ve e 204 5{

PRS- _‘L_Q ‘-i*—'\wrﬁ- \a.l\p-&-.. \\\r’ Q—*' S‘_"‘L o TS M e P 4

—_— REY %—: — s

L




Claimant Name: Moy,
Claimant Numbar, 80{8806

Print Name:

Date:

1J.P an:h et al,, Pravalepce and Cllhicd Determinants of Mitsal, Tricuspig and Aorile 'Rngurg{tanon (The Framingfuam Hear( Studyf, 83 fn. J,
Card\d BAT-002 (1500),

:'




AHP Set emenft Trust
Aunditing Cardiolagist Worksheet

Claimant Name:
Claimant Mumber:

Linda Morales
8006806

Date of Echocardiogram LmrandJyyyy)

Study Type QTTE | O TEE Q Stress Echo [resting portion onl
Part 1 {l-Mode Ch antitative Measurements (parasternal long-axis view)

Is the patient jn:

& Sinus rhythm Q Atrial fibrillation / futter [ Other: specify

Aortic Root {1 beat) | _ %N em Not evjlubia O
Left atrium (1]beat) | Y Yem Not eviiluable O -
Left Ventricular Internal Dumensmn -~ End Systole (2 beats) - ZF-_ om Not evgluaple &
i
Left Ventricutar Intemal Dimension -- End Diastole {2 baats) ﬁcm Not sviluaple &—"
Comments:
B ;

Part 2 Pulmonary Artery Pressure (continugus wave doppler)

2.0

_~_meters/zecond

}_‘9_ mm Hg

. Peak tricuspid ragurghzaﬁon Jet velocity

PASP

Compute from TR veloclty uslng tha foliowing
-equation: PASP = 4 TRvel + 10 mmHg

Comments

1
Not aviluz

Not evalu

Part 3 Let \entric
Ejacﬂon Fractlon

ulay Systolic Function (Asscsed visuaily integratin

information from all vi

% >80%

5 - r3)
it Ejéction Fraction >80%, please quantify: W /A

50% - 80%

40% - 49%

e

35% - 39%

0% - 34?0
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Part 4 Vaivular Regurgitation
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Cardiologist Worksheet

Linda Morsles
RU06806

.risually[q any a'plcal view)

J HNona
Physiologié

E/ Mild

O Moderate

Q Severe

Q0  Not Evalugble

No rhgurgltant caor fiow

Non-sustamed jet lmmedlately {within 1 cm) behind the annular plane or <5% RJALAA

RJAILAA).

RJAJLAA greater than 40%.

' (1) ﬁlther the RJAJLAA ratio is more than 5% or the mitral regurgitant jet height ISJ greater
than; 1 cm from the vaive orifice, and (2) the RIALLAA ratlo Is tess than 20%

RJAIlS equal to or greater than 20% of the LAA but less than or squal to 40%

{2085 <40%

Comments:

“Aoie Bisad on 'y

axisv:e/w{ ifthe g al_‘astgrr

htar’ (Assassad visuaiiy in the parastarnal kmg axls vlnw or ln tho aq'
al lo ng-axis vmw is unavallable) ot

b/ None |

0 Trace

O Mid
0O Modarata

ju Savers

O Not Evahigble

No ri;zgurgitant calor flow.

JHANOTH is less than 10%.

JHﬂ.:.VOTH is greater than or equal to 10% and less than or equal to 24% (10

JHILNOTH)

JI—UL{VOTH Is greatsr than ar equal to 25% and less than or squal to 48% (25

JHANOTH),

JHLVOTH is greater than 45%.

Pa - R4%

B -~ B9%

Comments:
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Part 5 Other Pathio! ogy

Congemtai A j Vaive Abnormahty
Plsase specily: P

O Bleuspld valve Cl Unicuspid vaive 3 Quadricuspid vaive

O Ventricularjseptat defect assoclated with aortic regurgitation
Aoriic dissect on invol{;u‘ng the aortic root ang /or aort(c vaive

Aortic sclerosis - _':

£

_Aortic root dilatation = 5 Dom
Aocrtic stenosik with an' anmc. valve area < 1.0 square centimeter by the Continuily Equation
Evidence of apiiic valve surgery
Aontic valve ph thology of a type associated with bacteriat endcdarditis
Aortic valve lgsions of the type associated with aystemic Eupus srythematosis
Aortic valve igsions of ﬂ'\e typa assoclatad with rheumatoid anhrms

Aortic velve lgsions of !ha typa assocxated with carcinoid tumor

0 000 oo pDoCc O

" Aortic valve ldsions uf!he typa associated with methysergide and/or ergotamlne use

Commants on* aortic vatve pathology:

Mitral vaive . ulapsa kAssessed in the parastemat long axis viaw and defined as daspiacemen{ of

mitral leaflets > 2mm 2bove the atrial-ventricutar border during syslo[e and > S5mm ieaflef tmckam

dlastole) a
Q  Congenital Mitral Vaive Annormality
Pleaze spacify: i

Q Parachute valve E_ O Cleit of the mitral vaiva associated with atsial septal defect
Chordae tendineae ru"pture

Papillary mus*nle ruptufre

c oloja

Paplilary musgcie dysfunction
Acute myocapdiat infai‘r.;t{on associated with acute mitral regurgitation

o
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B MULAZ T W A,

Mitral annula caiciﬁca'tibn
Rheumatic mitral Valvq

(Defined as dpming ofithe anterior leaflet and/or antenor motion of the posterior leaflet andlor o
fusion) i

Evidence of

i

nral vah.ze surgery

Mitral valva Idslons of alype associatad with bacterial endocarditis

Mitral vaive lgslons of !he type associated with systamic lupus erythematosis

Mitral valve Igsions of the type assooiated with rheumateld arthritis

Mitral valve lgsions of lhe type assoclated with carcinoid tumor -

Mitra!l valve ldsions of 1he type assoclaled with methyserglde and/or argotamme use

Comments on mitral ualve patholagy:
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specify abnormality:
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Q/ - Fair
Q Poor

!deat image qual!ty

Dtagpostm lrnagas in ali wews for all cardiac structures that need to be asses

1maga quality thal allows adequate assessment of most of the cardiac structu
mitral and tricuspid valvas) but not nacassarily in all views.

lmaga quality is marginal to assess the aoric and/or mitral valve(s).

‘.mgéa quality is inadequate fo assess the aortic and mitral vaives.
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4320 Womall Road Suite 240

Morales, Linda L 488-46-2628
Kansas Clity, MC 64111 ph# (815)531-7474 §T year old Female DOB: 01/10/1945
|Echocardioganhz Rgﬁuﬂ Procedure Date: Mar 14, 2002
Final Report
Frinted® 03/1472002 3:07101 FM
Procedure performed at Hariton & D'Angelo; Long Island, NY—Echo L. Crouse Office “
Medical Record # (1L.D.) No ID type Hogpital Room # ABNORMAL

Procedures Performed

Transthoracic Echocardiogram

einachorpt.iep

2-0 and M-Mode combination.
Spectral Analysis Doppler
Coior Flow Doppter
l Reason for Test j
Phen-Fan
[ Measurements |
Resting MNormal Range
M-MODE LV Diam Dias 4,60 cm 35-57
LV Diam Sys 2.00cm * 23-38
LVEF 70.00 (%) 45.84
LV Septum 120em 0.6-11
LV Post Wall 120¢m ™ 0.8-1.1
Ao Root Size 2.50 cm 2-3.7
| Echocardiographic Interpretation |
Resting
LV (left veniricle) - LVEF .70 %
NMitd Concantric Hypertraphy
MV {mitrai valve) Moderate MV Regurgitation
AV (aortic valve) MNormal aortic vaive
LA {left atrlum) The left atrial size (s mildly increased
RV {right ventricle} Mormal right ventricte
TV (tricuspid vatva) Mild tricuspid valve ragurgitation
PAP Bassd on Tricuspld Regurgitant Jet estimated at: 33 mm Hg
RA (right atrium} Nomal right atrium
PV (puimenic valve) Normal pulmonary valve
Conclusion J
" EF-70%
Normal LV function
Mild Conceniric Hypertrophy
Miid LA enlargament; 4.3% em in the PLAX view
Maoderate MR; 4,73/19.73=24% of the LA area
No AR
Mild TR
PAP—-33 mmHg
page: 1 Echocardiography Report Morales, Linda L
Prirted: 444142002 4:67:02 PM | Final Report 428-46-2623
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Evaluation of Fen-Phen Cardiac Pathology
Review of Echocardiogram

tastName Morales FirstName Linda StudyDate 3-14-2002

Study Information VHS tape copy

MCdisk # Tape #
Measurements (mm) pMode Ao LA 44
LVEDD LVIDS iVSdiast FPWdiast
EF-Telcholz %
20 L.A2D LAlength RVdiam
EF-Simpsons Y%
Valve Appearance aortic  nomal mitral DOrmal
pulmonic tricuspid
Valvular Regurgitation a0 MR 2-3
O~=none
;"-:trgc: Aljetdlam cm Alparcent % MR]etarea 4 ¢msq MRpercent 20 %
3=moderate AILVOTdiam cm  mild= <10-24% MRLAarea 20 cmsqg mild= <15%
4=severe mod = 2549% mod= 20-40%
severe =>50% severe = >40%
w0 TRpeakve! m/s estRAP mmHg  estPAP
Pl mmHg
Conclusions
1. Technically adequate study quality.
2. Normal LV size and systolic function.
3. Mildly dilated left atrium.
4. No significant Al.
5. Miid to moderate MR, narrow jet but extends toward the posterior left atrium.
6. No measurable TR.

Reviewer

Scott L. Roth. MD. FACG
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An Assessment of Heart-Valve Abnormalities in Obese
Patients Taking Dexfenfluramine, Sustained-Release

. Dexfenfluramine, or Placebo
Neil J. Weissman, M.D., John F. Tighe, M.D., John S. Gottdiener, M.D., John T. Gwynne,
M.D., for The Sustained-Release Dexfenfluramine Study Group

ABSTRACT

Background The appetite-suppressant drug fenfluramine,
usually given in combination with phentermine, has been
reported to be associated with cardiac valvular regurgitation.
Concemn has been raised that the d-enantiomer of
fenfluramine, dexfenfluramine, may also cause this problem.
We were able to study the question by modifying an ongoing
trial comparing sustained-release dexfenfluramine with regular
dexfenfluramine and placebo.

Methods We modified our randomized, double-blind, placebo-
controlled study of dexfenfluramine to include
echocardiographic examinations of 1072 overweight patients
within a median of one month after the discontinuation of
treatment. The patients (approximately 80 percent of whom

were women) had been randomly assigned to receive
dexfenfluramine (366 patients), investigational sustained-

release dexfenfluramine (352 patients), or placebo (354
patients). The average duration of treatment was 71 {o 72 days
in each of the three groups. Echocardiograms were assessed
in a blinded fashion.

Results When all degrees of valvular regurgitation were
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combined, there was a higher prevalence of any degree of L COLLECTIONS Y
aortic regurgitation (17.0 percent vs. 11.8 percent, P=0.03)and % Obesity

any degree of mitral regurgitation (61.4 percent vs. 54.4 » Cardiovascular Diseases
percent, P=0.01) in the active-treatment groups than in the » Related Chapters at

. . . Harrison's Online
placebo group. These differences were primarily due to a arm "

higher prevalence of physiclogic, trace, or mild regurgitation. Analyses that used the criteria of
the Foad and Drug Administration for aortic regurgitation of miid or greater severity and mitral
regurgitation of moderate or greater severity found no significant difference among the groups
(P=0.14to 0.75). These analyses showed that aortic regurgitation of mild or greater severity
occurred in 5.0 percent of the patients in the dexfenfluramine group, 5.8 percent of those in the
sustained-release dexfenfluramine group, 5.4 percent of those in the two active-treatment
groups combined, and 3.6 percent of those in the placebo group. Mitral regurgitation of
moderate or greater severity occurredin 1.7, 1.8, 1.8, and 1.2 percent, respectively. Aortic
regurgitation of mild or greater severity, mitral regurgitation of moderate or greater severity, or
both occurred in 6.5 percent, 7.3 percent, 6.9 percent, and 4.5 percent, respectively.

Conclusions We found a small increase in the prevalence of aortic and mifral regurgitation in
patients treated with dexfenfluramine, and the degree of regurgitation was in most cases
classified as physiclogic, trace, or mild. However, the duration of therapy was short, and
whether therapy of longer duration would yield the same or different results is not known,

Source Information

From the Division of Cardiology and the Cardiovascular Institute, Georgetown University Medical Center, Washington, D.C.
MN.J.W., JE.T., 1.5.G.); and the Department of Clinical Research, Wyeth—Ayerst Research, Philadelphia (J.T.G.).

Address reprint requests to Dr. Weissman at the Division of Cardiology, Georgetown University Medical Center, 3800
Reservoir Rd.,, NW, Washington, DC 20007-2197.
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Prevalence of valvular-regurgitation associated with
dexfenfluramine three to five months after discontinuation of
treatment.

Weissman NJ, Tighe JF, Gottdiener S, Gwynne JT

J Am Coll Cardiof 1999 Dec 34:2088-35

View: Full MEDLINE | Related Records

Abstract

OBJECTIVES: The goal of this study was to determine the prevalence of valvular
regurgitation and abnormal valve morphclogy in patients three to five months after
discontinuation of dexfenfluramine (Dexfen) therapy. BACKGROUND: We previously
reported the resuits of a randomized, double-blind, placebo-controlled trial of valvular
structure and function in 1,073 patients treated either with Dexfen, with an investigational
sustained-release dexfenfluramine (Dexfen SR}, or with a placebo, with
echocardiograms performed approximately one month from the last dose. Using FDA
criteria (aortic regurgitation [AR] > or =mild and/or mitral regurgitation [MR] > or
=moderate) we found no statistical difference among the groups, but when all degrees of
valvular regurgitation were considered and when the two Dexfen groups were combined,
there was a higher prevatence of any degree of AR, any degree of MR, and restricted
posterior mitral leaflet mobility. However, it was unknown whether these differences in
prevalence persisted. METHODS: The double blind was maintained, and all patients
were invited to return for a follow-up echocardiogram. Echocardiograms were acquired
using a standardized protocol and assessed blindly to determine the degree of valvular
regurgitation and valve leaflet thickness and mobility. We had an 80% power to detect a
statistically significant change in paired proportions using the McNemar test (alpha =
0.05). RESULTS: Echocardiograms were obtained on 941 patients with a median of 137
days after drug discontinuation. Aortic regurgitation {of any degree) was present in
13.8% of Dexfen {p = 0.41 compared to placebo), 10.7% of Dexfen SR (p = 0.64
compared to placebo), and 11.9% of placebo patients. The minor differences between
patients treated with active drug versus placebo, which were found in the previous study,
were no longer significant even when the groups were combined (p = 0.83 compared to
placebo). Mitral regurgitation (of any degree) was present in 71.5% (p = 0.15 compared
to placebo), 68.8% (p = 0.30 compared to placebo), and 70.5%, respectively. This was
also not significantly different from placebo when both Dexfen groups were combined (p
= (0.16). There was no difference in the prevalence of restricted posterior mitral leafiet
mobility among the three groups (p = 0.19). CONCLUSIONS: The small increase in
prevatence of minor degrees of AR and MR in patients treated with two to three months
of Dexfen previcusly reportad is no longer present three to five months after
discontinuation of medication. These data suggest that the degree of regurgitation
observed in patients who used Dexfen for a relatively short duration does not progress
over time.
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TA DOES THE INCREASED PREVALENCE OF REGURGITATION
ASSOCIATED WITH APPETITE SUPPRESSANTS PERSIST 3-5
MONTHS AFTER DISCONTINUATION OF MEDICATION?
Neil J Weissman WD, John F Tigae MD, John § Gondigner MDD, Joka T
Gwynne, Georgetown Medical Conter, Washingtoa, DC and Wyeth-
Ayerst, Phitadelphia, PA

We previously reported the results of a randomized, double-blind, placebo
vonirolled study of valvular struciure and function in 1072 patients {ps) on
dexfenfluramine (dex), investigationai sustained release dexfenfluramine {dex
SR} and placebo with echocardiograms perfonned within a mediag of ane
month from last dose. An analysis conducted using the FDA eruteria (AR =
mild and MR = moderate) found ne statistical difference ameng the groups
Whena ali degrees of valvular regurgitation were considered {including
race'physiologic) and when the twe dex proups were combined, there was
s higher prevalence of any degree of AR (p=(1.03) and any degree of MIL
{p=0.01; and a higher prevalence of restricted posterior mitral leafet mobility
{p=0.02}. Todetermine if the increased prevalence persist or increases afler
discantinuation of dex, the double blind was maintained and ail patients were
invited to return for a repeal 3-5 month echocardiogram, Results; 941
patients had a repeat echo using a standardized protocol 137 days (mediany
after drug discontinuation {138 piacebo, 136 dex, and 136 dex SR). AR (of
any degres) was present o 11 9% of placebo pis. [3.9% of dex (p=0.54), and
10.7% of dex SR {p=0.70). The difference berween pis treared with active
drug vs placebo were no longer significant even when the groups were
combined (p=0.91). MR (of any degree) was present i 70.4%, 71.5%, and
69.9% of placebe, dex, and dex SR patients, respectively. This was also not
diftgrent even when both dex groups were combined (p=0.94). Simtlarly,
there was no longer difference in the prevaience of restricted posterior miral
leafler mability (p=0.1%). Conelusion: The smail increase in prevatence of
mild degrees of aortic and mitral regurgitation in palients treated with 2-3
months of dexfenfluramine previousiy reported is no longer present 4 to 3
months after discontiouation of medication. These data suggests that the
degree of regurpilation observed in patients who used deafenfluramine does
not progress ever tine and thete may be rezression.
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Abstract and Introduction
Abstract

Background and Objective: Substantiai variability in serial
echocardiographic qualitative assessment of valvular regurgitation may
exist. Reader variability is generally well understood, but acquisition
variability (portions of variability caused by equipment, sonographers,
physiologic changes) has been less frequently assessed, particuiarly in
combination with reader variability. We attempted to determine the
relative contributions of acquisition and reader variability as
components of total test-retest variability for aortic (AR) and mitral (MR)
regurgitation.

Methods: Qutpatient echocardiographic study was done at 2 clinical
sites. Twenty-three predominantly obese middle-aged females had 3
echocardiograms, 2 performed 14 + 3 days apart and the third
performed within 1 to 2 hours of the second. Triplets of
echocardiograms were evaluated for change in grade of AR and MR.
Medicat history, anthropometrics, and blood pressures were obtained.
Results: Average intrareader variability {percentage of reads for which
there is within-reader disagreement) was 5.6% for AR and 16.7% for
MR. The average total test-retest variability (percentage of reads for
which there is disagreement between visits) was 29.0% for AR and
24.6% for MR. The acquisition variability for AR was 23.4% + 7.7%; for
MR, it was 7.9% % 10.2%. A significant predictor of change for AR/MR
was the initial grade. Change in diastolic biood pressure was positively
associated with change in AR and MR.

Conclusions: Intrareader agreement was substantial for AR and MR.
Components of total test-retest variability found were reader, biological

{(change in diastolic blood pressure), and regression to the mean.
Danrmmmandatinne far Alinical nractice incliide manitaring bloed




Testing the Test: The Reliability of Echocardiography Page 2 0f 2

pressure changes and understanding the confidence limits of the
clinical test. Testretest varabllity and its components should be
considered in echocardiography and other diagnostic testing.

Introduction

Echocardiography is the principal diagnostic technique used for the
assessment of cardiac structures and function.l'-3 In clinical practice
and research, serial echocardiograms are used to assess the
improvement or worsening of regurgitation.l Accurate and
reproducible measurements are necessary to permit meaningful
comparisons between examinations. However, variability in image
acquisition and physician interpretation may be problematic for serial
assessment of valvular regurgitation, -8l

We have previously shown that substantial variability in serial
assessment of regurgitation may exist despite excellent observer
reliability.®] Test-retest variability, which is the likelinood that a repeat
test shows change that actually did not occur, is pertinent to clinical
practice. However, the components of test-retest variability, reader
variability, and acquisition variabifity (nonreader variability, such as
equipment variability, differences in sonographer practice, biclogical
changes, and regression to the mean) remain undetermined. The
present study was conducted to determine the relative contribution of
acquisition and reader variability as compcnents of total test-retest
variability.

Section 1 of 4 © Continued
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MS. BINIS: Well, asking -- let's --
let's re-state -- let's hear the question again.

CCOURT REPORTER: Question "Now, do vyou
also know that how scientific studies are reported can

affect the stock market value"

MS. BINIS: Well, I think it is a

misleading qguestion. I am going to object to form.

Q. (BY MR. BLIZZARD) You can answer 1it.
A. Yes.
Q. Okay. Do you know that the timing of

reporting of scientific studies can affect how the
stock value of the company resacts?
MS. BINIS: Objection, misleading.
A. In some cases, yes.
Q. (BY MR. BLIZZARD) Okay. So that the results
of clinical studies on fen-phen and whether or not
fen-phen can cause people heart valve damage can affect

the financial fortunes of American Home Products,

right?
MS. BINIS: Objection, hypothetical.
A Yes.
Q. (BY MR. BLIZZARD) Okay, now, part of the

work of the Redux team was to be involved in the
process of the design of these scientific studies,

correct?
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A. Yes.

Q. The Redux team was also involved in the

methodology for the studies, correct?

A, Yes.
Q. The conduct cf the studies?
MS. BINIS: OCbjection.
AL Yes.
Q. (BY MR. BLIZZARD) Were you =-- was the Redux

team also involved in writing the manuscripts for some
of the clinical studies that we have discussed?

A, Yes.

Q. Was the Redux team also involved in -- well,
was support for the Redux team alsc involved in issuing
press releases about the reports or about the clinical
study results that were being supervised by the Redux
team?

A. Yes.

Q. Was there also a discussion within the Redux
team meetings about the timing of the release of
scientific study results?

MS. BINIS: Objection.

A. This I can't just answer yes or no, because
most of the time =~ prcbably every time - it was the
release was related to either a presentation, so really

the timing was based mestly on when the investigator
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was going to present the data.

Q. (BY MR. BLIZZARD) When the data was ready,
then?

A. Yes.

Q. But in terms of assisting the investigators

in presenting the data, was the Redux team invclved in
that?
MS. BINIS: Objection.

A. I would say that in some investigators, we
were scmewhat invelved; in other investigators,
minimally invclved. But we were involved in everyone,
yes.

Q. (BY MR. BLIZZARD) Invelved in sometimes in

helping prepare the overheads that would be used in a

presentation?
A, Yes.
Q. In helping train the mediatocr on how -- I'm

sorry. The mediator.
Helping train the investigator on how to
talk to the media about the results of the study?
MS. BINIS: Objection.
A We didn't do that.
Q. (BY MR. BLIZZARD) Do you know what media
training is?

A. Yes.
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Q. Were any of the investigators media trained?
A, Yes.
Q. And were they media trained in connection

with the presentation of their study results?
MS. BINIS: Objection.

. Yes, 1in connection with, mostly on what kind
of guestions would be asked.

Q. (BY MR. BLIZZARD) . All right. And in fact,
were there Q and A's prepared for the investigators
that would assist them in answering questions that
might be posed by media?

MS. BINIS: Objection.

A, There were Q and A's prepared. I'm not sure
that the Q and A's that we prepared were ever seen by
the investigators. They were used mostly for our PR
people.

Q. (BY MR. BLIZZARD) Were they supplied to the
investigators?

A. I'm sorry, I can't answer that.

Q. All right.

A. I doubt it, but I'm not -- I -- T can't be
sure of that.

Q. Okay. If in fact American Home Products and
the Redux team at Wyeth-Ayerst were invelved in the

design of the clinical studies, the methodology of the
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studies and writing the manuscripts for the studies and
helped prepare the overheads for some of the studies
and media training some of the investigators in
connection with the presentaticn of the results of some
of these studies, would it be fair to say that these
studies were not conducted independent of the influence
of American Home Products and Wyeth-Ayerst?

MS, BINIS: Objecticon. You are
mischaracterizing his testimony. I am going to direct
him to not to answer the question because the way you
have asked it is not what he said.

MR. SHELLER: Barbara, you can't do
that.

MR. KRATHEN: You know --

MR. BLIZZARD: Please certify the
question.

MR. SHELLER: Are ycu directing him not
To answer?

MS. BINIS: Mm-hmm.

ME. SHELLER: Barbara, that is a
violation of the rules in Pennsylvania.

MR. KERATHEN: 1It's a violation cf the
Florida rules. TIt's a violation of the rules cf every
state in the United States of America and I don't think

you as counsel really believe that you can direct him



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

12/6/1999 Pittelli, Joseph

not to answer that question.

MS. BINIS: If Mr. Blizzard asked my
client a guestion to say in a way that he said
something he didn't say I'm goling to direct him to not
to answer 1it. If yocu want to rephrase the guestion,
you can.

MR. KRATHEN: If it doesn't invclve a
privilege -- if it doesn't invade a privilege you
shouldn't be directing him not to answer the question.

MS. BINIS: Let's read the guestion
back.

COURT REPCRTER: Question: "If in fact
American Home Products and the Redux team at
Wyeth-Ayerst were involved 1in the design ¢f the
clinical studies, the methodoleogy cf the studies and
writing the manuscripts for the studies and helped
prepare the overheads for some of the studies and media
training some of the investigators in connection with
the presentaticn of the results of scme of these
studies, would it ke fair to say that these studies
were not conducted independent of the influence of
American Home Products and Wyeth-Ayerst?

M5, BINIS: And I think that
Mr. Pittelli's testimony was clear that this team was

not involved in media training. Is that correct?
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A. That's correct.

MR. KRATHEN: I am going to object and
move to strike that guestion and answer by
Mr. Pittelli.

Q. (BY MR. BLIZZARD) Let me see if I can state
this simply, Dr. Pittelli.

These clinical studies that were being
overseen by the Redux team were nct designed and
conducted independent of Wyeth-Averst and American
Home's influence, were theay?

MS. BINIS: Objection.

A. They were not -- I would eliminate American
Home. Wyeth-Ayerst influence.
Q. (BY MR. BLIZZARD) Okay. They were not

conducted independent of Wyeth-Ayerst influence, were

they?
MS. BINIS: Objection.
A, That's correct.
Q. (BY MR. BLIZZARD)} And in fact, Wyeth-Ayerst

and the Redux team, through you, kept American Home
Products infcrmed about the activities of the Redux
team, correct?

MS. BINIS: Cbjection.

A, Yes.

Q. {BY MR. BLIZZARD) Through a steering
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committee at American Home Products that included the
top lawyer in the company, an executive vice president
of the company and Dr. Levy who is involved in research
issues, correct?

MS. BINIS: Objection.

A. Yes.

0. (BY MR. BLIZZARD) Now I want to talk to you
about some documents. And we will take this as slow as
we have to take 1t to make sure you have an opportunity
to review these documents. I hope by that invitation
we don't end up slowing it down unnecessarily.

Let me show you what I am going To mark
as the next exhibit, Dr. Pittelli.
(Marked Deposition Ex. 1268)

Q. (BY MR. BLIZZARD) This, I believe, 1s an
AHT; 1is that correct?

A, Yes.

Q. And this is dated October 30th, 1897,

correct?
A, Yep. Yes.
Q. And does that authorize the expenditure cf

approximately $140,°900 additionally per year plus some
telecommunications costs of $48,000 per year, plus some
one-time costs that are related to moving the Redux

team into a new locatien?
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A. Yes.
Q- Has he reported any abnormal valves anywhere?
A. No, he really hasn't.
(Marked Deposition Ex. 1276)
Q. (RY MR. BLIZZARD) Let me show you exhibit

number 1276. Is this also an American Home Treasury

document dated in 19987

A, Yes.

Q. Looks like May the 1lst of 19987

A, Yes.

Q. And this is a one-year follow up study for

which study?

A Neil Weissman's 300 study.

Q. Okay. So the original funding of
approximately $10 million carried you through the
three-menth echo, correct?

A, Yes, the original study plus the three-month

follow up, I think.

Q. And that was approximately $10 millicn,
correct?

A. Yes, approximately.

Q. Now, it locks like the one-year follow up is

being funded in May of 13598 and it is another
$7,975,000, correct?

A. That's right.
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Q. And the one-year follow up echo, as I
understand, was done at approximately 11 months, is
that right, 11.9 months is what I saw.

A. That's -—- yes, that's --

Q. So the 11.9 menths has passed, hasn't 1t,

since the initial echo?

A. Yes.

Q. So the data i1s there, correct?

A. Yes.

0. Hasn't been reported anywhere, has it?

A, Not yet.

Q. Is there any plan to report it anywhere?

A, Desperately, vyes.

Q. And currently where is it planned to be
presanted?

M5. BINIS: Objection. I am going tc

metisr +h
i L wl

(=R A=Y o+
L2 W is j =4 N

Q. (BY MR. BLIZZARD) Is that a secret?
MS. BINIS: Objection.

Q. ({BY MR. BLIZZARD) I mean, 1s there -- has
there been a plan made to present it at a specific
scientific meeting?

A, Yes, we're trying to get 1t presented at a
specific scientific meeting.

Q. Has that been firmed up yet?
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Redux team.

Q. And the Interneuron cost sharing is $891,000,
correct?

A, Yes.

Q. Ckay. Well, excluding those two, if you go

over to the last page, I mean the last line, does it

show total research costs of $88,406,4007

A. Yes.

C. Give or take a couple of million, correct?

A. Yes.

Q. So this research project that the company has
engaged in regarding the -- the clinical effects of

fen-phen has been an expensive project?

A, Not -- no, it has ncot been an expensive
project when you look at the total amount of money that
we spend on a project; it's about average.

Q. All right, now, these expenses that have been
incurred by the company that are about average for a
project, as you indicated, are these expenses, have
they been incurred for the purpose of defending the
company in lawsuits?

MS. BINIS: Objection.

A, No, the original thought that I -- that I had

and that my staff had and that I think the company had

was we wanted to find out if Redux or fen-phen caused
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the problem.

Q. (BY MR. BLIZZARD} Okay.

A. End if it caused the problem, the extent of
the problem. A&nd that was the original intent of all
of these studies.

Q. All right.

A. And that's how they were set up.

Q. So ycu understand the distincticn of using

the studies to essentially find the truth, versus using

the studies for advocacy purposes?
MS. BINIS: Objection.
A. Well, I -- you know, we could all hope that
they could be used for both.
Q. (BY MR. BLIZZARD) Right. But at the
ocutset, these studies, were they designed to be used

for advocacy purposes?

A. No, they were not.

Q. Okay. Let me show you --

AL Not in my mind anyway.

0. All right. I understand. And I appreciate

that.
Let me show you what is marked as --
MS. BINIS: Here.
MR. BLIZZARD: Thank you.

(Marked Deposition Ex. 1283)






RULES FOR THE AUDIT
- OF MATRIX COMPENSATION CLAIMS

EFFECTIVE DECEMBER 1, 2002

EXHIBIT A



Rule 2. Qualifications of Auditing Cardiologists. The Trust shall maintain a pool
of qualified Auditing Cardiologists for reviewing Claims in Audit. Each Auditing Cardiologist
shall be an independent Board-Certified Cardiologist, or Board-Certified Cardicthoracic
Surgeon, with Level 3 training in Echocardiography. When necessary to sustain the optimal
number of Auditing Cardiologists, the Trust may engage Board-Certified Cardiologists and
Board-Certified Cardiothoracic Surgeons who have been certified by the National Board of
Echocardiography in Transthoracic Echocardiography and have completed Level 2 training in
Echocardiography. Absent Court approval, no person shall serve as an Auditing Cardiologist if
that person is a Trustes of the Trust, has served as an Attesting Physician in more than ten
Claims, or would be disqualified from serving as a Trustee under the provisions of Section
VI.A.4.b of the Settlement Agreement. If an Auditing Cardiologist has been an Attesting

Physician on a Claim, he/she may not review that Claim in Audit.

AUDIT PROCESS

Rule 3. Claims in Audir. The Trust shall refer to Audit all Claims that have been
completed in accordance with the terms of Section V1.C of the Settlement Agreement and any
Court Approved Procedures concerning completeness criteria that, from the face of the GREEN
Form submitted, allege a medical condition for which the Claimant may be entitled to Matrix

Compensation Benefits.

Rule 4. Procedures to Initiate Audit of Claims. As soon as reasonably practicable
after the Trust determines under Rule 3 that a Claim should be referred to Audit under Ruie 3,
the Trust shall forward each Claim to an Auditing Cardiologist. The Trust shall submit to the
Auditing Cardiologist the Electronic Audit Application and the documentation specified in

Section VLE.6 of the Settlement Agreement.
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