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THIS MATTER having been opened to the Court by aftorneys for
Defendants Wyeth, Wyeth Pharmaceuticals, Inc., and Wyeth-Ayerst International,
Inc. (collectively “Wyeth”) on motions to dismiss Plaintiffs’ Complaint with
prejudice for lack of eligibility to suc under the terms of the Nationwide Class
Action Secttlement Agreement with American Home Produets Corporation, as
approved in Memotandum and Pretrial Order No.: 1415, fn re Diet Dirugs
{Phentermine/Fenfluramine/Dexfenfluramine) Prods, Liab. Litig.,, MDL Docket
No. 1203 (E.D. Pa. Aug. 28, 2000}, and the Plaintiffs baving opposed ihe motions
and the Cowt having considered the pupers submitid, the arguments of counse]
and (he testimony of experts and for the reasons set forth in the Letter Opinion
daled Seplember 23, 2004 and for other good cause,

IT IS on this 23™ day of September 2004;

ORDERED that Wyeth’s motions to dismiss he and herehy are granted as to
plaintiffs Margarct Comparotn, Helly TTarris, Lillian Henrie, Geraldine LaRocea,
Joy McPhail and Donna Minter and these Complainl’s are dismissed with
prejudice and thase plaintiffs are returned to the Class, und it is further

ORDERED that Wyeth’s motighs (o disiniss be and hereby are denied as to

plaintiff Kris Grimes.

Wzs J. WALSH, J.%.C.

P.B4.-38
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Thomas Herten, Esq.

Herlen, Burstein, Sheridan, Cevasco,
Bottinelli, Lits, Toskos & llarz

Court Plaza North

25 Main Street

Hackensack, NI 07601

RE: INRE: DIFT DRUG LITIGATION
Maszter Docket No, BER-L-7718-03

MARGARET COMPAROTO v. WYETH, INC.
Docket No. BER-L-332-04MT

KRIS GRIMES v. WYETH, INC,
Docket No, BER-L-365-04MT

HOLLY HARRIS v. WYETH, INC.
Docket No. BER-L-6818-U3MT

LILLIAN HENRIE v. WYEILH, INC.
Docket No. BER-L-8202-03M'T

CERALDINE LaROCCA v, WYETH, INC,
Docket No. BER-I -8260-03MT

JOY McPHAIL v. WYETH, INC.
Dincket No. BER-L-562-04MT

DONNA MINTER v. WYETH, INC.
Docket No, BER-L-7027-03

Dear Counsegl:

This matter is before the Court on applications by Wyeth Corporation, 89 the
successor b American Home Products Corporation (“AHP”) and each of its former
subsidiaries, affilistes and divisions (collectively “Wyeth or defendants”)
challenging the eligibility of seven (7) plaintiffs to exercise opt-outs from the
Nationwide Class Action Scttiement (“CAS”). These plaintiffs are: Margaret
Comparoto (“Comparotn”); Kris Grimes (“Grimes”); Holly Harris (“Harris”);
Tilian Henrie ("Henrie”); Geraldine LaRocea (“LaRocca”™); Joy MePhail
(“McPhail™); and Donma Minter {*Minter™).
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The Court conducted an evidentiary hearing which began on August 23,
2004 and concluded on September 8, 2004. During that period, the Court heurd
testimony [rom: Martin E. Guldman, MD. (*Dr. Goldman”); Charles Gibbs
Vasey, M.D. (“Dr. Vasey™); Samjiv Kaul, M.D. (“Dr, Kaul"); T.ouis Evan
Teichhalz, M.D. (“Dr. Teichholz"); Stephen L. Weinherg, M.D, (*Dr. Weinherg™);
Dilip Viswanath, M.D. (*Dr. Viswanath”); Jason Tazar, MD, (“Dr. Lazar”);
Mukamed Saric, M.D. PhD (“Dr. Saric™); Mark V. Sherrid, M.D. (“Dr. Sherrid”);
Arthur Millman, M.D. (“Lir. Millman™), all of whom were cardiologists; and Frank
Miele (“Miele™), an engineer and physicist. The Court was present at the
videotaped depositlon of Dr. Viswanath taken to rebut testimony given by Dir.
Shemid. Much of the direct testimony of each of these witnesses was presented
through affidavits, certifications or reports which were adopted during the course
of the evidentiary hearing, In addition, tho Court vousidered the contents ol
severnl Lreatises which were recognized in the proceedings us reliable under N.LR,
Evid. 803 (¢)(18), including: Harvey Feigenbaum, ECHOCARDIOGRAPHY
(5% Ed, 1994) (“Leigenhaum Text™; Arthur Weyman, PRINCIPLES AND
PRACTICES OF ECHOCARDIOLOGRAPHY (2% Ed. 1994) (“Weyman
Text™); Noviu . Nands, ATLAS OF COLOR DOPPLER
FOCHOCARDIOGRAPIY (1989); 1P, Singh, ct al,, Prevalence and Clinical
Determinaws of Mitral, Tricuspid, and Aortic Regurgitation (The Framingham
Heart Study), 83 Am. J. Cardiology (1999) (“Singh”); and The Task Force un
Velvular Regurgitasion Revommendation for Evaluation uf the Severity of Native
Valvular Regurgitation with Two-dimensionol and Doppler Echocardiography
(“ASE Standards"), J. Am. Soc. Echocardiography, 16; 777 (2003).

The Court previously discussed the standards to be used in assessing these
eligibility challenges. In Re: Diet Drug Litigation, RER-L-7718-03 (Law Division
April 13, 2004) (“Eligibility Srandards Opinion”) (slip op. at 31-36). Each
plaintiff secking to ¢exercise an 100 or BEQO is required by the CAS to establish
that he or she is FDA Positive by a qualifying echocardiogram. FDA Positive, us
defined, contuins two standards, First, the quantitative measurements thal
constitute FDA Positive heart valve regurgitation are as follows:

Aortic Valve — Mild or greater repuigitation,
defined as regurgitant jet dimmeter in the
parasiernal long-axis view (or in the apical long-
axis view, il the parasternal long-axiz view is
unavailable), equal to or greater than ten pervent
(10%0) of the outflow tract dismeter (JHIL.VOT).

P.87-38
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Mitral Valve — Moderate or grealsr regurgitation,
defined as regurgilant jet arca in any apical view
equal to or greater than twenty percenl (20%) of
the lett atrinl area (RIA/LAA).

CAS §1.22.b.

The CAS alge requires that specific criteria be used in determining whether these
levels of valvular repurgitation are present. Singh at 897-98.

Yecond, the CAS requires the achocardivgrams be performed and evaluated
by “qualified medical personncl” in ascordance with the methodology set forth in
two (2) referenced texts — The Feigenbium Text und the Weyman Texl. Eligibility

Standards Opinion (slip op. al 12-16).

This Court already has determined that “Wyeth {may] disqualify an 100 or
BEOO if il establishcs that (he performance and/or evaluation of the
echocardiogram (at issue) was medically unreasonable as a mutter of law. Stated
anather way, Wyeth [may] . . . disqualify ... {an) 100 or BEQQ if it can show that
... [sn] expert’s conchisions respecting the echocardingram suppurting the opt-out
could not ‘reliably flow from the facts known to the expert and the methodology
used”” Eligibility Standards Opinion (slip up at 31) (citations omitizd).

For the reasons which follow, the Court finds that Wyeth has satisfied the
Couct that the ochocardiograms supporting claims of Comparoto, Harris, Henurie,
LaRocca, McPhail and Minler have not been perfurined and/ar interpreted in a
medically reasonable manper. Accordingly, the Complaints filed by these
plaintiffs are dismissed and thuse plaintiffs are returned to the Class. The Court,
however, tinds that Wyath has failed to support its elipibility challenge as to
Grimes. Accordingly, Wyeth's motlion to dismiss will be denied as to her. The
findings of fact and conclusions of law supporting these determinations are
reported below.

i

A‘
In order lo determine whether Wyeth's chalienges have merit, une has to

understand e underlying medical conditions claimed hy thesc plaintiffs and the
tools used to detect and troat those conditions. Mild aortic and moderate mitral

P.B88-38
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regurgitation are the two (2) medical conditions that permit either an 100 or
BLOO. These conditions involve the backward or reverse flow of blond through
detective valves during the heart’s pumping cycle.

e heart consisls of four (4) chambers: the right atrium, the right ventricle,
the left atrium and the lefl ventricle. The right alrium receives deoxygenaied blood
from the body and eJects that blood into the right ventricle though the tricuspid
valve; the right ventricle then pumps that blood across the lungs through the
pulmonic or pulmonary valve (g oxygenation, The vxygenated hlood, in turm, is
received by the left atrium, which ejects bicod into Lhe left ventricle through (he
mitral valve. The left ventricle then pumps that oxygenated klood into the aorta
through the aortic valve, and frum therc to the rest of the body. The hearl
chambers are connected by valves that open to allow bloud to pass through and
then olose (v prevent significant backilow. This prooess ensures the proper
directional flow of blood through the hearl.

The chambers of the heart fill and empty in a two-phase curdiac cycle that
compriscs diastole - - the filling cycle, and systole - - the cmptying ¢ycle. For our
purposes, we are concemed with the active contraction of the left veniricle and
pumping of blood into the aorta through the vpen aortic valve during systole.
Throughaut this phase the mitral valve ig closed to prevent backward [low or
regurgitation from the left ventricle into the lefl atrium, We are also interested in
the other phase of the curdiac cycle - diastole -- which occurs when blood enters
the Jelt ventricle through the open mitral valve. During this phase the aortic valve
is closed to prevent leakage or regurgitation from the aoria back into the left
ventricle.

Heulthy heart valves rarely prevent all regurgitation. When these valves arc
closed there may be a minimol amount of leakage -- trace regurgitation. Moreaver,
during routing valve closure, blood caught between the valve leaflets is displaced
hacloward resulling in some hlood backflow. This backward displacement ol blood
is considered puri of the closing process, und is not regurgitation. According to
Weyman, “ue” mitral regurgitation “should last throughout most or all of
systole.” Weyrnun Text at 429. A brief or non-sustained jet of mitral regurgitation
is an indication (hat the regurgitation is usually less than mild. The same source
teaches that “trus™ aortic tegurgitation should continue “throughout diastole.” Jd.
at 529. Aortic regurgitation that s brief or non-sustained is nsvally less than mild.

Normaily blood flows at o uniform velocity in a forward direction. This
normal bluod flow is laminar, Regurgilaut flow, on the ather hond, produces # jut



SEP :
; 23 2084 15:14 FR CIVIL DIVISION 281 646 2513 TO 917325652959 P.18-38

of mixed velocities which is turbulent. It is this turbulent flow which is onc of the
focuses of echocardiography.

According to Singh, the degres of valvular regurgitation or valvular
insufficiency is claxsified as trace, mild, moderale, ot severe, Trace aortic
regurgitation and trace and mild mitcal regurgitation ure common in the general
population and ate considered normal findings. Singh at 900.

B'

Echocardiography is a principal technique used to evaluate the heurt,
including its function, structure and the Now of bload through it. The underlying
principle involved in echocardiography is the use of high frequency sound Waves.
A transducee is placed on the patient’s chest wall which emits sound waves that
bounce off of the heart’s structures, and that information is translated into moving
images of those structures on a SCrecn. There are several different techniques
availuble in echocardiogruphy.  The techniyue relevant here is Doppler
echocardiography.  “Doppler echacardiography is based on the chunge in
frequency of a sound wave that occurs when it strikes a moving target — in this
cage the red blood eclls.” Weymun ‘Lext at 143,

Color flow Diappler 18 used tu display the moverment of bload flow through
the heart by assigning different colors depending upon the direction and velocity of
the blood flow. By convention, laminar biood flowing towards the transducer is
depictcd in shades of red, and laminar bluod fiowing away from the transducer is
depicted in shades of blue; darker ghades indicating slower velosity and lighter
shades higher velocity. See Feigenbaum Text at 33, Turbulent blood fow is
depicted in a “mosaic,” multi-colored pattem, thus displaying the diffcrent
velocitiea and directions of the bloed in the area under study. The absence of
bivod flow s depicled by black on color flow Doppler. Thus, in Doppler
echocardiography blood flow is represented as discrete color arcas (jets) iu real
time, superimposcd on two-Jimensional images of the heart’s stnucture,

‘the quality of an echocardiogram depends on a number of factors including:
the patient’s hody; the techaical skill of the physician or sonographer performiny
the study: the equipment used and its seftings; and, the physician’s interpretation
and measurements, The proper performance of an echocardiogram in the cases
before this Court must fullow the guidelines set forth in the Weyman and
Feigenbaum Texts.
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Settings on the echocardiographic equipment cao have a suhstantial Lnpact
on the quafity of the images and the accuracy of the recordings. Two (2) key
gettingy on the cquipment are scferred 10 as the Nyquist limil and gain seming. The
Nygquist Limit establishes the maximum velocity of laminar blood tlow that can be
detected in a monochrumatic fashion (solid color).! When the velocity of the
turbufent blood flow exceeds the pre-set Nyquist limit the color depicting the klood
flow “wrups arotnd” so that if the flow is laminar it appears 10 be Jowing in the
npposite direction. The bluod flow in such circwnstances may also appear as @
“mosalc,” multi-colored patlern. 1f the Nyqulst limit is set too low, the velocity of
normal blood flow may excerd a low Nyquist setting and will appear as turbulent
regurgitation, even thangh it is uvtually normal non-regwgitant flow. Additionally,
when the Nyquist limit is set loo low it will exsggerate the degree of any
regurgitation present by including normal blood flow velocity in the turbulent
regurgitant jet area. Virtually all the experts who testified here agree that o higher
Nyquist limit generally leads to o more reliable echocardiogram. A recenl
consensus report by the American Society of Echocardiography stresscd the
importance of an appropriate Nyquist limit.

Numerous lechuical, physiclogic and anatomic facturs
affact the size of the rcgurgitant area and therefore alter
its accuracy us an index of reguryitation severity. Jet size
is affected by instrumcnt facturs, especially pulae
repctition frequency (PRF) and color gain. Standard
technique is to use a Nyquist limit (uliasing velocity) of
50/60 cmsec, and 8 color gain that fust eliminates
randora color speckle from non-moving regions. Jet area
is inverscly proportional to PRF, and subsiantial error
can be introduced with use of higher or lower settings
{han the nominal seftings to which cchocandiographers
huve becoms accustomed,

ASE Standards at 777-778 (emphasis added).

A color Doppler gain sefting is wnother important variable in the
echocardiographic system. If the gain on echocardiographic equipment is sct too

! As \he Feigenbeum ‘ext at 29 notes: “The major disadvantages of pulsed Pappler is that the velocity one cun
meewe is fimitcd. The pulsed sysiew inherently has a pulsed repetition freqquency of PRE. The PRF deternues
how high & Doppier frequency the pulsc gystem can decect.... Tiu iombility of & pulssd Doppler system tn delect
Righ—frequeacy Noppler ahifts is kmown 22 “allpwing,” The wpper limi of frequency thal o he dateoted with a
glven pulsed system ia known as she “Nyyoia® limit or numbar. Thic {imtc ts defined as onc half the pulse repetldon
fiequency or PRE. Sae Miele Certification af §1 16, 17, 31 and 32.

=
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high, the image hos “a background noise” or “gpeckling,” seriously degrading the
quality of the echocardiogram snd making it difficult to assess true regurgitation.
As Weyman teaches, the “detection of the Doppler frequency shift is critically
dependent on the signal/nuise ratio, and every effort must be made to maximize

this relationship.” Weyman Text at 256.

Anather important technical aspeet of echucardiographic acquisition rclates
to thc angle the transducer i5 placed relative 10 the heart when images are recorded.
If those imayes are not acquired in the appropriaie angle or piane, the amount of
regurgitation aud the glzes ol the chambers of (he heart may appear larger or
smallor than they really ore. Again, Weyman teuches that “doppler frequency
shifts are maximal when the sound beam is parallel to (e flow veetor (i.e., aligned
paralle! to the paih of blood flow in ihe vesse! of InteresL).... The Doppler beam,
therefore, is ideally aligned parsllel, rather than perpendicular, to flow beguuse
larger frequency shifts are easier to detecl and the output is less subject to random

fluctuation.” Woyman Text at 256.

FDA Positive heart valve regurgitation involving the aortic valve requires
that two (2) measurements be made: (1) the height of the jot of aortic regurgitation
(“TH"); aud (2) the helght of the left ventricular outflow tract (“LVOTIT” or
“VOT")2 The JH measurement is the linsar width of the jel of aortic

3 The same dlagram illusiating how this measuzcment is netually made i displayed in the Feigenbaum Text at 285,

Fig, 6-101, am! the Weymnan Lext at 534. The Ulnsiration s it appears in Weyman is reproduced below.

Fig. 19-5%  Tha Maasuremant ar regurgitant ight, R Ie
tant {ot hefqht (JH) s meacurog ot the uomr':-‘ u'f'&" val.g\m‘l\lﬂw

razinrnal long axls view. AQ = sorta; LA = Lalt alrium; LV -

# ventricte; LW = [T vaniriculae culilow (rach hedoht; AY ~
AGht Vantrieta. (From Pary G, ot al.: Bvaiyabon-ul B0t Inguifi-
?ﬁ“ﬁm{éﬁ” :md ng 3 Am Coll Girdtol §:852,
P i vy [ on fram the Amsnean Callege of

P.12-38
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regurgitation as It leaks backward into the left ventricle, Feigenbaum tells ws that
this measurement must be made as close as passible to the point of origin of that
jet on the ventricular side of the aortic valve. Feigenbaurn Text at 283. Otherwise,
the measurement will be exaggerated by the spray or “nuzzle cffect” that oceurs
when high velacity liquid (regurgitant blood) is gjected through a narrow orifice
iato a lower pressure chumber (the left venlricle in diastole). Id. at 283. The
LVOT is the region of ibe left ventricle below the aonic valve. These two (2)
measurements are then expressed as a ratio, JH/LVOT. Current technology utilizes
digitally calibrated calipers vr cursors, which can measurc the lincar width of the
TH and LVOT on a frozen frame or image using a digitally calibrated caliper or
curgors, from commercially uvailable software packages.

The definition of FDA Positive mitral reguryitation also requircs two )
measurements {o be made: (1) the regurgitant jet areu, or “RIA"; and (2) the left
atrial area, or “LAA.” Unlike the linear width measurements made of the JH and
LVOT, the RJA and LAA arc area measurements. Again these measurements are
¢xpressed os a ratio, RIA/LAA, in ussessing the degree ol mitral regurgitatiott.
These measurements of the RIA and LAA can he done while the sonographer is
acquiring the study, or off-line, and are referred to as tracings wr planimetry when
using the technology just described,

il
A,

The Court considered the qualifications of the expests as required by N.J.R.
EVID, 702. Kemp ex rel Wright v. State, 174 N.J. 412, 427 (2002). Overall, the
Court found the experts called by Wyeth and the plaintitfs to be well qualified, or
at least qualified, in the areas oflered.

The Court finds Trs. Goldman, Kaul, Tcichholz and Vasey well qualified i
the field of echocardiography, Dr. Goldman is a Professor of Medicine at the Mt.
Sinal School of Medicina in New York and has taught at (hat mediceal school for
over twenty (20) years. Dr. Goldman has written extensively in the fleld of
echocardiclogy and holds positions as a director of the American Society of
Echocardiopraphy (*ASE"), one of the bodies secking to promote advances in the
field of echucardiography, as well as several of it commifttees. Dr. Kaul is
currently a Professor of Medicine and Biomedical Engineeriny at the Liniversity of
Virginia where he holds an endowed chair. He also is the Director of the
Cardivvascular Imaging Center at the same institution. Dr. Kaul hes published

9
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extensively, has held numerous editorial poard positions at leading cardivlogy
journals in the Untied States and has been a board member of the ASE. Dr.
Teichholz is currcntly the Chief of the Divisiun of Cardiology in the Department ol
Internal Medicine and the Medical Director of Cardiac Services at the Hackensack
iniversity Medical Center. Lle is presently a Profcssor of Medicine at the
University of Medicine and Dentistry of New Jersey and an adjunct Professor of
Medicine at the Mount Sinai School of Medicine. Dr. Teichholz hus been active in
the fleld of echocardiography for thirty (30) years, particularly as this science was
being developed, and hns served on the board of the ASE. Dr. Vasey, toa, has
strong credentials in the field of echocardiography. He presently serves on the
board of the ASE, as well as ils operating commiltees. Coples of the curricula
vitac of these four (4) physicians are part of the hearing record.

The plaintills, too, produced qualificd witnesses. Dr. Weinberg is a
physician practicing cardiclogy a Cardiovascular Associates of the Delaware
Valley and has over twenty-five (25) years of clinical experience. Dr. Viswunath
is a board certified curdiologist with the same practice group as Dr. Weinberg. Dr.
Luzar is a hoard certilied cardiologist with Level TTl echocardiographic training.
He is currently an Echocardiography Attending Physician at New York Iospital in
Queens and the Director of Non-Invosive Cardiology and Associale Lhirector of
Cardiovascular Training ui the Medical Center at SUNY-Brooklyn (Downstate
Madival Center).’ The curricula vitac of these experts also are included as part of
the recurd.

The expert cardiologists appointed by the Court under the terms of the
Eligthility Standardr Opinion also are well qualified. Dr. Saric is presently the
Director of the Echocardiography Labaratary at the University of Medicine and
Dentistry of New Jorsey and has Level TTT echocardivgraphic teaining. In addilion
to his M.D. degres and board certilications in cardiolouy and echocardiography,
Dr. Saric holds a PhD) in medical sciences from Now York University. Tr. Sherrid
is presently Lhe Director of the Echucardiography Laboratory at St. Luke's
Roosevelt Hospital Center and serves as an Assoclate Professor of Clinical
Medicine at the Columbia University College of Physicians und Surgeons. Dr.
Sherrid presently is the President of the New York Tehocardiography Socicty. Dr.
Millman is the Chief of Cardiology at Trinilas Hospital in Flizabeth, New Jerscy.
Ite has had extensive experience in echucardiography and teaches cardiology

3 Mr. Misle provided gonernl informaticn about te Iaws of yliykics goveming schocardiography and the equipmest
used 1o its puackice. Il alao provided specific inforuation on Nyquust limits and the effect of transducer anpled on
color Duppler a3 they relats 10 Hentle uucl LaRoscn. As noted hawe In this Teler Opinion, the Court found Mr.
Miele quite knowledgesble in these srzus. Mr, Miclo's resome 1 part of the recard,

10
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fellows from the Seton Hall Graduate School of Medival Education. The curricula
vitze of these experts also are part of the record.

As in the past, the Coust's decisions in these individual eligibility cages ure
hagsed laryely on the quality of the echocardiograms, The initial teports of
physicians with respect Lo girtually all these challenged echocardiograms
significantly overstatcd the pathology observed. Accordingly, as in the cligibility
hearings on the Group 1 pluintitts (see Armsirong ef al v. Wyath, Inc., (RER-L~-
7024-03MT) Letter Opinion daled August 4, 2004, slip op. at 10-12), the plaintiffs’
experts speni much of iheir time sceking o excuse and explain these
overstatements, For example, FDA Positive aortic regurgitation was diagnosed
while Henrie’s cardinc cyclo was in systole -~ plainly an impossibility.
Neverthcless, one of the plaingiffs’ experts donied the echocardingram revealed this
obvious error While at the same time conceding that the mitral valve was closed -~
4 iclltale sign that mechanical systole had not concluded,*

ln other instances, Nyquist limits of 43 cmy/sec, well below the Nyguist
limits outlined in the AST. Standards at 777-778 (50-60 cm/sec) and in the
Weyman Text at 245 (60-90 cm/scc), appear in the echocardjvgram supporting the
Comparote opt-out.  In the face of such obvious devialjons from proper
echucardiographic practice, other plaindffs’ experts were left to opine that the ¢lear
capucity that this low Nyqyuist limit to influle any obscrved regurgitant jet were
overwhelmed by angle effects where views were taken in the parasternal long-axis
view (“PLAX").

Tn many instances, the techuiques used in wequiring the echocardiographic
images fell so far helow appropriate practice as lo make the data reported and

4 By, Lazar's testimony in this regard is telling:

Q. This is where mcasuremants we being mide, do you see that, Doctor?

A. ldn.

Q. And then you tae down hers in the lof Alrium, does that ¥pges tn be & rogurgitant jet?

A. 1don't know 1£1rs regurgitant or backflow or 1 den't knuw what it is.

Q. If it's backflow, the valve is closing, [sn't 17

A, Yep.

Q. 80 il would be unusya) to see aortic wgurgltation in a ¢conario whest tha milral velve is clossd
as wall, wouldn't it?

A. That's trus.

11
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conclusions mude by plaintffs’ experts viruslly worthless in either diagnosis ot
Lrzatment

Plaintiffs were awarc that the yualifying cchocurdiograms in issue would be
used to support the opt-outs sought. As will be seen, however, in six (6) ol the
seven (7) cases reviewed here, the submitted echocardivyrams were of such poor
quality or were interpreted in @& manner so plainly ot vdds with good medical
practice that thoy cannet, as & matter of law, support thuse plaintiffs’ claims W
qualify as FDA Positive,

The findings with respect to the seven (7) plaintiffs follow in the nexi
section of this Lerter Opinion. Where credibility determinations are made here,
they are reflected in the findings repotted below.

411
A. Margaret Comparoto

Compuroto relies on a September 16, 2002 echocardingram performed by
Cardiovascular Associates of the Delaware Valley, P.A. (“CATIV") and & report of
Ir. Annle M. Peter. Dr. Peter found that Compatoto had moderate mitral
regurgitation (*MMR") using the CAS criterin - RIA/LAA = 12%.

The September 16, 2002 echucardiogram was reviewed by threc (3) experts:
Dr. Treichholz, Dr. Sherrid and Dr. Vaswanath. Roth Drs. Teichholz and Sherrid
found that the cluimed diagnosis of MMR was medically unreasnnablc.  Dr.
Teichholz noted that the Nyquist limit of 43 cm/scc was 5et “unusually low end
exaggerates the degree of regurgitation present on the study by increasing the area
of the ‘mosalc’ patlern” TDr. Sherrid was of the same view. Morenver, both
physiciana found that Comparoto’s RJIA was “vastly overtraced” by “including
both Iaminar blue low velocity flow and bluck static blood in multiple tracings.”

Dr. Viswanath dues not deny that the Nyquist limit is low, but excuses this
by saying that the Hewlett-Packard schovardiographic equipment at CADV
sutomatically adjusts the Nyquist limit “on thut machine ... down to a limit of
40.... Thia suggests that HP considers the machine reliable down to a limit of 40.”
The Court rejects this assertion as complete nonsense. Dr. Viswanath oflers no
scientific evidence thal his {pse dizit hag any support. ‘The Court finds il lelling
that Miele, a well-qualified witness with significant cehocardiographic machine
design experience, was never asked to support this conclusion, Moreover, the

12
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significant departure in this echocardiogram from the Nyquist limits reported in the
medical literature already discussed, dvoms it s an appropriatc diagnostic tool,
The Nyquist limit setting here in and of itself mokes the performance ol the
schocardiogram medically unrcasonable and renders the MMR diagnosis based on

it medically unreasonable.

Dr. Viswanath cuntends that the low “Nyquist limit only becomes an issue
when there is significant aliasing occurring in arcas of low velocity flow.”
According to Dr. Viswanath that is not the case here. This effort to excuse a clear
deviation {rom proper practice fails for three (3) reasons. First, the failure to
follaw propet procedure, in the Cowrt’s view, renders the echocardiogram
unreligble. Second, Dr., Viswanath’s tracing does not confirm his claim since it
contains non-aliased blood, Third, Dr. Vigwanath’s tracings are medieally
anrcasonable.” ‘'he Court viewed the tracings produced hy Dr. Viswanath. The

S By, Teichholz sddregkad Pr. Viswanath’s RJIA wracing in the following, testimony which the Coart finds credible.

The echasardiogrephic viewy support Dr. ‘Lsichholz’s clnim that Comparoto’s RTA i vastly ovorteaced.

€. Dx. Telchhulz, just putting sskiv te Nyquist limits and the technical limiations of the
srudy, i une wants to do & teelng here, what would ont trace?
A. Qu this frame?
Q. Veah
A. Right bote, and 1 couldn't look ot the left amium. 1'd have to look at anotier frame,
And ngaim, the left mriun should be measured ut its largest, which is end systule and this
La really early systale.
JUDGE WATLSH: Dt in any #vent, yuu waukd cestainly agres that siuply becausc they
planimeteced this keft atrium that you could certainly £0 to woollier part of this epical
view and pasticelarly, a3 you say in systole ang tracy it &t iR maxiinwm ares.
WITNESS: Absolutaly.
JUTXE WALSH: Which is wlt should be done?
WITNGSE: Absolutely. Thece me othor tavings ol this jet whieh are very similur.
Sometimes the jet bas w Lisle mere turbulsoce jn It, tul it"s as 1 3aid here, no mure than
mild to moderate eagergitation.
SUDGE WALSH: Lonky like there's almost na webulenee, Moybe @ little af the top of
the tracing. Am T carrest?
WITNESS: That's commeet.
LR E N

Q. Okay. So]wanitogo D Doufense Bxchibit 2045, This wus a frame that the plaintiff's
exyeit trased o3 purportedly witral regurgitation. Do you huve any ériticism — ROW, I
nnderstand your Westimony luaut the teehnical liraitaticny of the atudy, but just putting
that asidg, do you have any additional criticigms of this 1mwing?
A. well, I'm concenmd becausc of a low Nyquist, forget about the technieal, that will
allow ponalins —
JUDGE WALSH: | think thar’s what ke was tafiing about,
WITNFSS: Dut that would allow nonulias fiow to uppsdr 48 flow.
JUDCE WALSH: He suid Jiaregad that for 3 time paing and ge1 vy ko the tracmg jreelf,
A. Hare we sea souwthing thet moy vepregent MR. Therc me two things that are 4

Blem levt. Normnlly, the MK is tear shapesl. 1t starta 2a 2 jotand stands v
FUNAE WALSHE Could we acenuric [alc] [eecontrie], couldn't ?

13
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Court considered the criticisms of thoso tracings by Drs. Teichholz and Sherrid
and, in light of all the evidence, finds these criticisms to be persuasive on this
subjoct, even disregarding the inappropriate Nyquist limit.

B. Kris Grimes

Grimes relies on an echocardiogram report by Dr. Gregg L. Fortino of
CADV dated December 9, 2002 Lo establish that she is 'DA Positive, Dr. Fortino
repartcd that Grimes has severe mitral regurgitation using the CAS criteria -
RIAN.AA = 42%, No worksheets (rom CADV were introduced in evidence.

‘The December 9, 2002 report and the accompanying echocardiogram were
reviewed hy three (3) experts: Dr. Kavl, Dr. Sherrid and Dr, Viswanath. Both Drs.
Waul and Sherrid found that Dr. Fortino's diagnosis of severe mitral regurgitation
and Crimes' olaim of FDA TPosltive mitral regurgilation were medically
unreasonahle. Both Drs. Kaul and Sherrid found that the mitral regurgitation
observed did not last through most or ali of systole as would be expected.
Weyman Text at 428-429. Specifically, the Weyman Teoxr notes that:

Mitral regurgitation characteristivally produces 8 high
velocity, turbulent, systolic flow disturbance (jet) in the
left atrium, which can be detected by pulsed ..,
continuous wave, or color flow Doppler. The high peak
velocity of the jet (ie.,, 5106 m/sec) is due to the large
pressure difference betwcen the left ventricle and left
atrium during systole.... Yot turbulence produces 8 wide
vange of velocities, which broadens the frequency
spectrum of the Doppler signal. Miwal regurgitant flow

A, Could be acentric [sic], but this is sort of Hgzupying, which, to be honesi, iy
sorpething we don't narvally see.

So I'm really concerned that there's black, all this biack in hers, which L betieve
maans thae this (uw here is probably neise. Rot mors importunt, if you look L this side
ot It, aguin, wc seo the some hing. There ix dark blue —

JUDGR WALSIL: “Uhis time we're ua the: left aido of the tracing as you Face it?
WITNFRS: Correot. 'Lhers 1 dark hlue, and thore*s black, and evea ar fhe cod hora, that
i heing traccd, block on this side, as well, thot 16 being waced Ut again, makes this
larger than it aewally — evem il the Nyquist were correct thun 1 actually is.
Q. So would i by miedically rcasonatle for amy sonopmupher of cardioleglet w race thiss,
sither proper taring wn the impropss Tacing ai repreacntative mitral jot in this sudy?
A. Idumet think so.
* Dr. Sherrid made two (2) RIAZLAA misasurcmenty ofter Ris review of Cuparoto’s cehocardlogram.  Thase
imenanrements Tesulted in area percenlages of 18% and $%, reppretively. According to Lir. Sherrld, these alc most
likely overroed.
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typically hegins immediately gfier mitral closure and
contines throughout most ar all of systole. (Emphasis
wdded.)

Dr. Kaul notes in his Affidavit that “{tihe jet of mitral regurgitulion on this
echacardiogram only lasts one or two framcs, indicating it is no more than mild."
[Juring his testimeny, however, Dr. Kaul conceded that the phenomenon which he
admitted was & regurgitant jet, lasted for longer than that, though it was, in his
view, not holosystolic. Dr. Sherrid concurred and also pointed out that thc
echiocardiogram  indicated  several Utegular heartbeats during which greater
regurgitant mitral jet volume would be expected and would make any MMR
diagnosis based on such cycles suspect. Moreover, both phiysicians believed that
portions of the lefl ventricle ahove the mitral valve leaflets were heing traced as
part of the RJA.

Dr. Viswanath disagrecd, orguing that Grimes has domed mitral valve
leaflels which justified the tracing made by the sanographer, He further argued
that the mitral value regurgitation was holosystolic, at least with respect to three
(3) cardiac cycles which be identificd during his deposition on September 8, 2004,
Dr. Viswanath concedes that Dr. Sherrid correctly identified lwregularitics in
Grimes’ heartbeat knywn as premature ventricular  contractions (“PVC™).
According to Dr. Viswauath, thesc PVCs cuuse extra blood und concomitant
pressure to be prescnt in {he left ventricle thereby causing a larger vohune jet to he
expressed into the left atriuza. But, Dr. Viswanalh indicated that on the next beat
the volume and pressure in the left ventricle would normalize and this cardiac
eycle would be appropriate for measurement.”

7 r. Viswanath's lexiimony on thif subject is fnsiructive:

Q. Dr. Viswanath, I'm gelng 1 wk you some questions In Fesponse o Dr. Sherrid’s testimony

Chuis [tic] Grimes. I'm guiug tn reproacnd to you that Dir. Sherrid tostificd that Chris [5i] Grimes

bad some premature venlricular contractions on sous heats on hee scho, 1s that Lestimony

accurote?

A Yes, itls

Q. Can you explain what premanire vanriculur contractions ore?

A. Premature venitricular contractions are exira heart beats that emanate fun the boitom portion

af (e hoart calfod the ventricle. Whal Uiat does is it creales an elecirival disturbanes is tha normal

fiythmz pettern of the heart, (ypically the PVC or the prenanme venlticular contraction comes i at

an carlior tims than formsl wdiac cyele. What that doss s it cmses 3 delay in the depolarizalivn

of the veutricle, Wt's a xlowing of the coductlon system becouse it's not along e warmal
. What that mwompasscs, the best comes in early. For ons thing means thit drere’s a

delzy aflerwards 30 onp would hsve an exma hezti dlist comes it oarly bus then a punia which is the

normal chain of ovents, It's ealled a nompensalory paies.

Q). Now. he also testified thal it's modicelly wnresonable 16 measuro o mitral regurgliant je

arourd o — around the e af a PVC, Do you agroe wilh Ut testjmony?

15
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The Court carefully reviewed the (estimony of the experts and the vlher
evidence, inclnding the echocardingram tape. While Drg. Kaul and Sherrid make
strong points, the Court belicves that there is sufficient counter evidence so that it
connot sy that Wyeth bLas established that & dingnosis of MMR is medically
unreasonable. The claimed doming of the mitral valve was challenged. Hut even
if the Court were to credit the challenge, the planimetry shows an RJ A/LAA
greater than 20%. While the claim that the mitral valve regurgitation is not -
halosystolic has been estublished by Wyeth with respect 10 some cardiac cycles,
there are several cycles where the jet ig present aver alf or most of systole.
Accordingly, the Court finds that Wyeth has failed to satisty it that the conclusion

that Girimes has at least MMR is medically unreascnable.
C. Holly Harris

Harria relies on an echocardiogram report by Dr. Mark D. Gelernt, M.D. of
CADV, dated Junuary 30, 2002, Lo establish that she is FDA Tositive. Dr, Gelernt
found that Harris had modcrate surtic regurgitation using the CAS criteria --
JH/LVOT. No workshests from CADV were introduced in evidence. -

A. Yca, thers is some muth W that. Crstninly It it wellsknown beoause of thay COMTCTISAIOTY AUSS
aftor the PVC, thul exira beat, the beat that stares right after it, the exact pust PV beot has 2
Tonger tima 1o Aill the ventricls, tharefars owlrs in a bigher presare 1 the ventricls 30 & larger
groobint of mitial regurgitation would be vom afier that ones Bear.

. Now, hanw sbout - ¥ 1et's for purpuses of the tormtinology ler’s it the beat, aotual beas alies
the PVC, the PYC boat,

A Okany.

Q. In it modionly unresconable (0 Licasure » tital reguritant jct in the beat after the PVC Licat?
A. No. That's & retam \w the narmal oardiac eyele, therelore, the K to B interval w the normal
cardine gycle restores imell,

Q. Were any of the repurgitant jats you locked ar thal you relicd upon for Chris [<ic] Grimes in
dingposing ber sy huving madcrats miral regurgitation, were any of thoos on FVC beaty?

. o, the inajocity of the oned we lookedd ul were on the past PVC besls or some other normal &
1o B rycle, 50 not-podt PVC beats.

DOr. Sherrid disagrecd with De, Viswansth on this seoce

Q. When you say, I (ink 1 beard you ey it's lmproper W planimctes around when (wre’s -~ when
vou're around prenmmnre beats? 1 it the word ynu used, “around™?

A. Basically, the beat of the pramature beat, you woulds't wont to planimeter that

Q. Haw about the next beat?

A. You would't want to that either, bacause bath of those are zubject (o srtifact

£). How sbout tha best after thal one?

A. The beat after that is gering better, but it"s not perlet.

Q. But i¢'s ool pes fect?

A. Not perfect. Imagine your electricnl appllances two secends after a power AUTgS.

16
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The January 24, 2002 echocwdiogram was reviewed by three (3) experts:
D:. Teichholz, Dr. Sherrid and Dr, Luzar. Roth Drs. Teichholz and Sherrid found
nu evidence of mild aortic regurgitalion (“MAR") in the PLAX. Dr. Teichholz
pointedly observed that “Harris' echocardingram does not show any aorlic
regurgitation in the ... [PLAX]. The ... [PLAX] was edequately visualized on this
echocardiogram. Nu aottic regurgitation is seen in the ... {PLAX] in the motion
frames of ... Harris’ echocardiogram.™ Dr. Sherrid was equally clear: “{t}he

aorlic regurgitation jet is inconsistent and trivial in degree.”

1 D¢, "'eichholz sxpluined that the PLAX wus availablc anrd the ooly spat v the schocardiagram la enrly diastole

wa nrtiface:

Q. Or. Toichholz, we're golng to play tho parastarnul lang axis view in 2 rnure, but was the
yarasternsl Long xds view available on this echocardingran?
A, Yes, itwas,
LE R N |

MHK. AGNESHWAR: Tho problem with this tape, Judge, is thas this, (ke sonographer ekipped
around all he placc, s¢ there’s 1ot ike « nice clean ahot of the purastemnal long axis view. So
unforuniicly, we'rs Koing to have Lo panse.
A. Thix is a parastersal Tong axiu view. This ia oortie root Leve. Mitral valve hete, Left wirium
brehind. Some color in the out flnw track, gortic valve sommwhiere Tight at the odge of whevn their
snctor of color 18 Nyquist Is 77 i this case,
Q. Let's juat o througl it frams by frame, if we couhl This is & 1L:44:01. If we can just step
through it 8 linte bit.
A. And here's the TKG to show co we a1 n wuly diastoke showing over lwre after the T-wave
and 1 don't sce any color here on that fame. Neat Next The mitral valve is atill bacieally
closed, gring to atart to open. Nexr. Nexi. Hore's the mitral valve opening and in thiz sequénce
herr, yu, DO, THOET, MOre, thers was nothing scen. ‘Lhere's another sequencs where thate’E ~

[ E RN
Q. Dr. ‘T'eiekholz, If yuu conld just 3oy stop a5 5000 35 the PLAX vicw baging 1o colur s then
we'll go trame By fFame.
A. So that view, [ didn’t see anything, and it was # leclmical — here’s another view.
Q- Stﬁp.
A. Smwop herw.
Q. Go fame by frame.
A Vidve it opening, 50 we're in dizsiole. You ¢an 30 by EKG, and apain, go, I'm corry, new
frame.  Systole. bg we're In sysiole here. Synole here, Now, by the way, just the point, even
thongh the Myqwiet is good, there's noise on every schocurdivpram that you tae, cojor noive.
Notice this sharp llne here. There’s no flow patiern that has Tl kiod of tow paterm. That's just
& nioise that we gee thal you adjust the pain 10 painimice that, but gtill see your echos. Next line.
Qloy.
). Nedt.
A. Next, and this is probably flow systolic yning out the aortn. Next.
3 Neat,
A. Next, next, we're sull tn sywivie, pet, still in systole, Nuw, we're basicaily af the end of
systolc.

‘(his may represeot @ little more of that aortic Quw. Here's your mitral. Next slide. Next
point. Now, here we'rc in sarly diastole and there is vas speek of what I'm nat swe is white
reprosenling some artiface of wall or wolor hecagsc if you look oo our color scale, it doosa't
aowrespend to anything. So thar's u (rame. Next frame. It's gone. R there's x speck there that
exists in ons sarly diastolic fame. 1l docn’t have a it 1ike appesuaARCE.
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Dr. Lazur, on the other hund, found the “fajortic regurgitation was present in
the P1.AX, Apicul 3 charmber, Apical 5 chamber, and short axis views.” During his
testimony, Dr. Luzar mesasured the JEVLVO'L as .25 ¢cm over 1.4 cm -1.6 cm wor
17.9% - 15.6% which, if credited, amounts to MAR.

The Court Gnds that Dr. Lagar’s conclusion that Huwris' echocardlogrum
supports a diagnosis of MAR is medically unrcasonable. The PLAX plainly is
avallable in this echocardiogram, Therefore, if MAR is not visible in this view,
Harris cannot qualily as FDA Positive. Review of the Harris echocardiogram
indicates, a3 reported by Drs. Teichholz uud Sherrid, that the momentary speck or
phenomenon is not holudiastolic - the sime gua non for & dingnosis of aortic
regucgitation, Dr. Lazzr admits that the phenomenon he meagured appears in only
two (2) frames which, because the frame rate vxceeds the PRF, actually reports the
same Luage.

By Mr. Gholsun:

Q. 1t's not advancing through the cardiac cyele, is it?

A. No.

Q. Okay. And 15:02 is the on¢ that you measured?

A, Comect.

Q. And based ou both of those, thoge single frames,
there’s no way for you to determine whether or not that
purported jet was represented holodiastolically for either
one of those frames [the other was 14:38], can you,
Daoctor?

A. ‘The answer Is unless you're capturing a frame that
happens to be weighed in diastnle, then you're -- sure it's
impaossible.

This also was the case whers Dr. Lazar sought an apical view to confirm aortic
regurgitation.

By Mr. Gholson:
Q. So it only lasted for those two frames, corroet?
A, That's corrcet.

In conclusion, while one (1) and perhaps two (2) measurements of the
phenomenon might be nhscrved in the PLAX, the Court finds that Wyeth has
established that it is not medically reasonahle to conclude thut the phenomenon
was MAR as defincd in the CAS.

18
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D. Lillian Henrie

Henrie relies on a December 4, 2001 echocardiogram pertormed and read by
Di. Richard L. Mueller. L. Musller found that Henrie had MAR and MMR using
the CAS criteria -- JH/LVOT and RJTA/LAA. TTentie has withdrawn her claim of
MMR and is relying solely on her claim ot MAR.

The echocardiogram supporting Henrie's claim was reviewed by three (3)
experts; Dr. Kaul, Dr. Millman and Dr. Lazar. Dr. Kaul found that *[t]he tracing
of JH that Dr. Mueller presumably relied upon for cal culating the degres of aortio
regurgitation on this echocardiogram was made during the incorreet cardiac cycle.
The tracing was made during systole when the uortic valve is open and the orta is
filling, not during diastole which is when the aorlic valve is closed and when aortic
regurgitation occurs if it is present.”

Dr. Kanl reviewed Henrie's echocardiogram iu its entircty and believes that
when properly assessed “it shows no more than truce aortic regurgitaion.” Dr.
Millman also agrecd that the echocardiogram did not support a diagnosis of MAR.
He further indicated that the echocardiogram was performed in a medically
unreasonable manner with the Nyquist limit set at 46 civsec.

4 Dr. Kaul amplificd his catielusions sbout the wrong measarements in his testimoiry:

Q. In reviewing this study, Nector, did you find any evidence uf a regurgitust et --
A No, [ don'. Idon'l see any regurgirant Jet and diis e madc ~ this mesurergent is made in

systole.

JUDGE WAI.SH: This is anotker one that'y doue in xystolc?

WITNESS: Yes.

TUDKIE WALSIL: Are you sure sbout (uat, Dector?

WITNFESS: I'm ours, and I'll show you a niuch better example as we gy Mang.

1.RFTI1: Leot's look st FDILH.3, it's at counter number 020:97.14.

A. Ycah, this in @ clasic example here bocause you ea thiey're going to moke o measurernent
heve. First of all, they*ve ent off their saterior sortie wall, ws 1 sald, They're poing o make 4
measwrement in sysnle becauss thore’s o emall clesing volnme of mifml valve, Mirral valve ix
closed. That's sysiole. You can’t have aortlc regurpilation and mitnd regurgitation ol [y same
time. So thin is 2 classic cxample. They did e same in the last patient, except they didn’t have
any MRs, a0 you couldn't see it. Hees's the litle closing body and you san gox Wis is where they
make the dimension.

IUDGE WALSH: How is thut pussible? [ mean, you'ra caying Ul even an amatells like me,
attcr | 20w enough of Giese, cauld say thid is impossible?

WITNESS: Yeah,

JUDGE WALSH: [low ia it poceible for 3 compainnt physivian to make this - you're suylng i's
impeasible?

A. It is impoctible, snd I --

JULWGE WALSH: Olay. 1 got the picture,
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[or. Lazar, on the other hand, “found that the echocardiogram ... [of Henrie}
was performed and interpreted according W the settlement criteria utilizing the
proper methodology.” He also concluded thut “|alortic regurgitation was measured
appropriately in diastole....”

‘The Court finds that the cchocardlogram was performed in & medically
unreasonablc way. The Nyquist limit wag far too low. As Weyman teaches, “{i]n
the adult, the color flow Nyquist limit is typically between 0.6 and 0.9 cm/sec but
can be raised by decreasing the sector depth or uging a lower [requency
transducer.” Woyman Text at 245.

The Court is aware that Micle indieated in his testimony that the angle
effects duminate where views ure taken in the PLAX. While this may be true us a
matter of physick, thls does not exeuse 2 departure from  appropriale
echocardiographic standards,”® Those standards are set by he medical commuanity
and are appurent in the literature (see ASE Standards; Weyman Text ag 245).
There 15 no justification for the departure from approptiate practice. In shor, the
schocardiogram was performed in a medically unrensonable manner.

In any case, the PLAX was available on this echocardiogram. Thercfore,
MAR rpust be documented in that view under the criteria expressed in the CAS.
Both Drs. Kaul and Millman have indicated that there Is virlually no aortic
regurgitation and the Court agrees with them based on its review of this
cchocardiogram. ‘Lhere is sufficient evidence on this basis to reject Dr. T.azar's
conclusion that  diagnosis of MAR is medically reasonable.

In sum, the Court finds that Wyeth has established that this echocardiogram
was performed and interpreted in a medically unreasonable way. While there
evidently is & disagreement between Drs, Kaul and Shertid on the ong hund, and
Dr. Lazar on the other, as to whether the JH/LVOT measurement shows MAR, that

% pr. Katl indicated this fact in his testinnry:

So aver years, we Lave developed our own thing, wnd I don'l agrec with hum [Miele]. | don't
aptee with him that a low Nvquist limit — in fact, ¥ low Nyquist limit makes a study sechnically
uninterprotuble for Dopplor.

TUTWIE WALSIL. Bceauao of the imreductivn of patential srtithct?

WITNESS: That's correct. New, 1f this wuuld have looked like thie, ane could kave saud, Well,
it*s already changing color, bul Wat wonld have been at 15 centimerers per secund,  That's very
lave volooity. '

JUDGE WALSH: 46

WITNESS: 46. That's very low velosity, and xo thix is what I said you could dia) things In and

odl.
TUDGE WALSH: Right.

20




SEF' 23 2004 15:19 FR CIVI[. DIVISION 201 B46 2513 TO 917325652959 P.25/38

is insuTicient in itself to take the matter to 6 jury. The poor technical quulity of the
echocardiogram, aa acknowledged by Dr. Lazar. the contrary testimony ol Lxrs.
Kaul und Sherrid, and the plein views of the echocardiogram by the Court which
show no MAR, dnom this opt-vut.

¥.. Geraldine LaRocea

LuRocca relics on 8 Deceriber 4, 2001 ¢chocardiogram performed and read
by Dr. Richerd L. Mugller. Dr. Mueller found that LaRocca had MAR and MMR
using the CAS criteria — JI/LVOT and RIA/LAA. LaRocea has withdrawn her
claim of MMR and is relying solely vn her claim of MAR.

The echocardiogram supporting LaKocca’s claim was reviewed hy three (3)
experts:  Dr. Xaul, Dr. Millman and Dr. Lazar. Both Drs. Kaul and Millman
conclude that LaRocea’s echocardiogram was petformed in a medically
unreasonble maaner. Tho Nyquist limil used in LaRocea’s echocardiogram was
43 cm/sce, which is *too low” and “has magnified the regurpitant lesions.”
Moreover, both physicians concluded that even if the technically deficient
echocardiogram wis to be credited, there was no MAR. Instead, LuRocca has only
trace aortic regurgitation. Finally, Dr. Kaul testified that in the particular frame
used hy Dr, Lazar lv find MAR, the LVOT cuuld not be determined.

Dr. Lazar disagrees with Drs. Kaul and Miliman, although he acknowledges
that the tochnical quality of the echocardiopram is poor. He measured the
JH/LVOT at frame 126:95:09 and concluded that the MAR is 14.3%,

Tor the reasous already articulated in Heurie, the Court finds that the
echocardiogram was pecformed in o medically unreasonable menner. Fisst, the
Nyquist limit {3 inappropriately low. second, the siynal to noise ratio (the wain) is
sel too high, thereby siguificantly degrading the quulity of the echocardiogram.
For these reasons plons, the Court finds that Wyeth hus satisfied i3 burden amd
shown that this cchocardiogeam is not reliable.

The Court slso finds Dr. Kaul’s testimony persuasive on the question of
whether the LVOT could be measured in the frame relied upon to Dr. Lazar. Dr.
Lazar conceded that he vould not see the LVOT in the frame he measured v
suppost his MAR finding."" But he claimed he could “see it well in real time.™

' oo, Lozar tectifled as folluws nn this subject:

Q. The first ane is gboltt M8, LaRocea, porreci?
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Weyman, however, indicates (hat because measurements of JH/LVOT are s0
scnsitive:

The size of the regurgitant orifice can be approximated
[tom the cross-seclivnal area and/or height of the
regurgitant jet as its vrigin just below Lhe acrtic valve,
upd this “orifice gize™ has been uscd as 4 measuse of the
severity of regurgitation (Fig. 19-61) [which shows the
proper measurement techuique].... To ensure that the jet
iy imaged at its origin, measuremenss showld be made
only in areas where valve companents are ulso recorded.
Weyman ‘Fext at 534 (emphasis added).

Plainly, in real time, the two (2) dimensional structures, such as the LVOT, torque
and distort as the heart beats, making the LVOT reading referred to by Dr. Lazar
necessarily imprecise.

Tn conclusion, the Court finds thal Wyeth has established that LaRocca’s
echocardiogram was not performed or evaluated in a medically reasonable way.

A. Ub-hiih.
Q. The first noto is that mild AD?
A. Yes
Q. And under that, saulus ix seen, is that witot you've got?
A, Yea,
TUDGE WALSH: Amblie gives a frame.
MK GHOLSON: Feame reforenos, yes, gir
. Now, over i the right, on the upper part, wint did you write there?
Can [ just put it up hare? That highlihted part right there, What doey that say?
. Nyyulst 45,
And under that, what does it say?
Perpendioular to eransducer.
Porpendleular 1o transiucer?
. Yoah, that's u — yeah, this B a perpendicular stgn.
3 Okay.
A, This is actually closgic — perpendicutar, T think that is g physics abbreviuion.
TUTWIR WALSIE: At lsast geometry-
A. Yea, yes
(. And ¢ under thut, that Thighlightad thers, what does it say Uiere?
A. Don'reee | VOT in that view, but soe i well in real-time. (Emphosis added.)

c.

SrOPR>
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F. Joy McPhuil

McPhail relies on an echocardiogram report of Dr. Stephen L. Weinberg
dated Fcbruary 18, 2003, The echocardiogram was performed by CADY. Dr.
Weinherg found that McPhail had MMR using the CAS criteria — RJA/LAA. No
workshects from CADV were introduced in evidence.

The echocardiogram was reviewed by three (3) cxperts: Dr. Vasey, Dr.
Saric and Dr. Viswanath. Both Drs, Vasey and Saric found that McPhail did not
have MMR. Buth physicians found that the KJA supporting Dr. Weinbcrg’s
conclusion that McPhail had MMR was vaslly overtraced. Dr. Vasey put it this
way:

The sonographer’s on-line wacings, ur planimetry, of the
rcgurgitant jets included predominanlly low velocity, or
non-gliased, displaced flow. The sonographer
planimetered outside the area of (he true mitral
regurgitanl jet on each acparate measureineat, resulting in
significant overtracings, ineluding laminar blue and black
signal, In fucl, one of the purported RJA tracings (3.02
cm®) not ovnly included non-aliased flow, but also
appeared to incorporate some flow within the left
ventricle (which cannot be mitral regurgitalion), rather
than the left atrium.... Additionally, the sonographer
failed t& measure, or trace, the left atrial area (LAA).

Al the hearing, it became apparent that Dr. Viswanath had traced an island
of blue color separatcd from the rest of the regurgitant jet. Dr. Saric cancurted,
stating that the RTA was overtraced and the LAA was ghsent.

Dr. Viswanath disagreed, finding that his rctracing of a 5.04 cm® RIA easily
comrelated with the sonographer's initial finding of 5.02 em”, Dr. Viswanath
claimed that McPhail’s mitral valve is domed-shaped and, as & resull, Dis. Vasey
and Saric had underestimated the RJA. Dr. Viswanath oppears tq ugree that the
LAA was not initially traced, but measured the LAA a1 23 om® during (he heanng.
Thus, according to him, the RJA/LAA yields a peroentage of 22% =-- MMR.
During his lestimony, Dr. Viswanath alio reported a RIA of 5.22 cm’ and a LAA
of 23.2 cru® at a diffcrent portion of the echocardiogram tape. Unforlunately, Tir.
Viswanath’s color photograph of the planimetry done by him was virtually
worlhiless. Tt simply could not be read.

21




SEI?' 23 2084 15:20 FR CIVIL DIVISIDN 281 646 2513 TO 917325652953 P.28-38

The Court reviewed the echovurdiogram cxamined by Dr. Viswanath and
finds that the (racing of the RJA is medically unrcagonsble, Dr, Viswanath traced
an istand of blue color separated fum the regurgitant jet. None of the color
appearcd 10 be mosaic and it was quite separate from the rest of the phenomenon
referred 10 as the jet. Lven assuming that McPhail's mitral leaflets are domed, a

* medical conclusion hotly comested by Drs. Vasey and Saic, the mitral
regurgitation does not approach MMR and no medically ressunable tracing can
suppart an MMR diagnosis. Tr. Vasey measured the same RJA and characterized
the blue island distiuct from the rest of thiy regurgitant Jet as Yyery low velocity
Now. Tt's entirely distinct trom what you sce happening up here ... [the regurgitnt
jet), and, if anything, it’s blood that was preexistent in the left alrinm ... {that] has
been pushed backwards, but it’s certainly not part of & mitra! regurgitant jet”” Tir.
Suric traced the RJA/LAA tfrom the echocardiogram tapo and, using a much
“maller T.AA of 15.12 cin?, came to the conclusion that McPhail had no more than
mild mitral regurgitation.’”

The Court completely agrees with Dr. Vusey and finds no reasonable
medical disagreement is possible here, even if the Court were to measure (he area
represcnted by the conlroversial “damed mitral leatiets” as part of the RJIA. Dr.
Viswanath's tracings here are medically unreasopable and Wycth has demonstrated
thal to be the case. Avcordingly, Wyeth has salistied its hurden to shuw that
McPhail’s MMR finding is medically unreasonable.

G, Donna Minter

Minter relies on o July 24, 2002 echacardiogram perlormed by CADV and
an undaied report of Dr. Stephen E. Weinberg. Dr. Weinberg found Minter had
MMR using CAS criteria -- RIA/LAA.

The July 24, 2002 echocardivgram was cxamined by three (3) experts: Dr.
Goldman, Dr. Saric and Dr, Weinberg, Both Drs. Goldman and Saric found that,
while the study was of acceptable quality, the sonographer and Dr. Weinberg

1 1y, Saric tostified that & i melbodnlogically poasible taat & finding of RIALAA is medieally reazanable. Tls
Court doss niot believe this teslinony indisatca this MMR fnding refisd npon is madically reatotable:

Q. Now, in McPhail’s casc you meatured e ratio at 16.3 percent,
A That's sorrest.

Q. You think it aigle be mdically reasonable to say 1t'e 20 percent?
A. It paight be possible. It might be possible. [t might be a range. The Jifferencs ic there ls 2
standard deviution That's mathomatically possible.
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significantly undertraced the LAA, reporting the LAA as 13.7 cm’. According to
Dr. Goldman, the LAA should have heen ot leasi 18.6 cm®.”® Hs further observed
that the RJA was overtraced und containcd ‘_‘non—turbulcnt monochromic laminar

bluc.”

Dr. Saric observed that even with the gross underestimation of the LAA, the
RIA/LAA calculation made by the sonographer did not establish MMR - 2.2
em¥/13.7 om® ~ 16%. Other tracings made b{ the sonographer led to similar
readings: Miuter was not shown to have MMR."* In any case, Dr. Saric traced the

3 3 cioldntan used the sonomrapber’e figuse uf 1R6cu. Dr. Weinberg buei rernecd this LAA 46 19.7 can”.

Q. And it's Lern marked 45 Eixhibit 2066, 'L just put it on the ovastiead and lct the dostor first
— D¢, Wehiberg, can you just axpluin Ui circumatances Lnder which ihis digital phote ook place
and why it was dons thie way?

A We wore paked 16 relouk uf the jcis to determing If the measurcmcnts were accurmle wd
whether — to what axtent (hey would denote vhe smuwit of mitra] insufficiency and, nmie
particularly, w have photugraphic imoges made 1o subshanlistc what we're saying.

Initially, when we did the images, after we tooked at them apain, and when T looked at
vem tha firze Lisuee —= fiest time | 53w te lmages, s 1 do with most of these, we lonk aver the study
and jaok 3t it in realstime, do e £10ck frues and might or mipht not agres with the techmeion in
tetras ol what she offered, but 1 woukd e roake my quantidve wnd wialitatve judgment a5 to
what T thought the relevance was uf the jet.

Then we ware askeid Ur be ciore precise 10 go back and to meaguce stock frames iy
substantate whit we Rowwl or what | found and so we liad my technicion go back wilk my
gsupervision aod sha sk framed the studies and weut and tmaged the jess, but we had at thar
time, and still dun't have, actually, printing caphilities to print the stdies. We Jon’t use print¢d
pnaterial any knger. [1's obsolets, In exscnce. So -

JUDGE WAT SH: Bchind in the ties, Doclur.
WITNESS: That's one of thoce things. This it nicc technology here, thougl,
A Sn in proparation for taday, we had to come up with another set of tracings that were hard
cupled to cnable us to demoustrate m black ond white, If you witl, or blue and white, & cewry,
wht wo were talking about. 5o Ji's undor thege pircumstioces that these fraages were produced].
Q. And this ls your pecsonal measarement of the LAA on Dunna Mimer?
A. This is my personad inasurement, ¥as.
Q. And, actuully, you camc ko 1evel higher number than Dr. Goldman 19,7 square sonnmeters?
A, That's comect,
Q. You're wying the number in . Goldman's certifications roadieally unrasnnahle?
A. No, I think there's 3 margin ol evror. Thete's o trame-by-frame differzice, The loft atrium
gt o Yittle bigget, smaller in the: \Lifferent parts of the candiac cyvle. The diffcrcnos betwaen hic
moasurcment and a5y meusurement is probably clinicatly Insignificant.
Q. Allright Let's g0 = we can g0 o the lape and 1 thiak yoh have it cued up to -
SUDGE WALSH: What was your measuremsat?
A, 197,

¥ e, Sgric’y (estimony is ea tollows:

TIE COURT: Let's mark thix ux 206 D and C. ‘1he first belng the upicad four-chambet view, It's
indicated &5 A4C, meaning apical four-chamber view, Fou Dromna Minter. [his will be 206 R.
And. the apical lwo-chomber vitw for Miss Minkes, which will be raarked Re 206 .

A. That's corvcet, your Honof.
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RIA/LAA in two (2) views, concluding that the RIA/LAA ranged from 9.3% (o
10.5% — clearly mild mitral regurgitativn,

(. Weinberg reached & different conclusion. He repurledly traccd RIAs of
277 om® and 7.82 co® and LAA of 24.7 om and reported Lhew in his Affidavit,
These measuremenls produced RIALAA percentages of 31% and 31.6%,
respectively. Another RTA/LAA comparison (5.04 em’/23.2 cm®), done at the
Liearing, produced a percentage of 22%, Arguing that “[a]ecording to the Weyman
Lextbook the maximum jet area oceurring at any point during syslole is taken ag the
representative value” ol RJA, Tir. Weinbery stands by his judgment that Mintcr has

(. I was geing 1o gve il i you, Dottor, as Boon 35 s clerk poty thope marloed. Whist we'll dor i
Ict you déscribe [n namrative fashion what your findinga wers., And, of £ourse, yuu can refer to the
report and your pictares and sddendum, i yuu wish.

1*if give you pil the exhibits, Doelur, and you may proceed.

A, These ace my 'Cports.

Q. Jnst in narrative fachion, can you dascribe those?

A. Your Honar, I was asked to revisw tho tape of or smdy ni Donpa Minter pecformed on July
24% 2002, } was peavided with both the tope und a digilal version of the stady. [was asked sbout
the mortic regurgitution and the mitral regurgitadon cn the swdy, and 1 found 0o nortic
repurgitation to be present in sny of the visws. In the study, however, thore wis prescnt moch
regurgitation, and I tricd to wvaluate the severity of it as well as to commeal on the findings that
ars parfurmed by tiic sonographer whu rid this study.

[ comunanted that the colur gains, or technical azpect ol te study, was ol right, that &
was ap sccoptabsle gmdy, The overall study was of acceptable quality. That the color galns were
sct appropristely, and the Nyquist limit was ponarally st to greator than 50 centimeten:
sccond. T conchuded 1 the best of my knowledge no miasurement on the original study supports
the diagnosis of ut kast moderslc witral regurgitalivn,

1 ulso nommcnicd & the finding by the sunographor, und 1 said that ou e original study
the sonnprapher performed both BJA aod LAA measurgments, and even by all these
measurements MR i¢ lass than moderme. Faor instance, it one get of measurements in which the
RJA was peneroualy traced and Wl pravided the numbere that the Jer area was between 2.7 om
1.07 centinoters vquared, 18 in the smne vigw the maasrement of Teft atrial arce of 1¥.6, and 17
you make o ratio of the twu yom will come o bit lese Wan 20 pertenl

1n another set ol icasurepicnts tha ared again ix less fhan 20 poroent, RUA wac23 Tel
aitinl ares was 13.7 and the ratio wos §b percent, despiic lhe gonorous undersetimation uf e left
atrial size [ this view, And al 1 parfarmed my uwwn measurciens, and 1 dia actully lwo sets
of measwrcinents for opical four-chamber view and the apcal two-chamber view. They're

view the right RJA was 1.5 centimelers squarcd. the ioft amrium area was 16.17, and the ratio of
(ha two was '.3 percest. The upics] brn-chamber view the jetarea ns 2.03. Left atnal aron was
1928, and the ratio 10,5 pement. And bascd on these ealculmivus 1 ranchaded thot regurpitation Is
mud.

), Any other comwents you tcel are sppropriaie with respect to the Minter study? And il nut
we'll muve on ta the noxt one, which i¢ the Pezinn study,

A. Even if you look at the original wyet, the eriginal report on 1ha trudy, the skt the work
shoct of the fmudy, the oniginal wark shoct of the sy, you see thed the most mensurements alke
gupport what 1 found, the tatic was 16 pereent to 1R peicent, 19 peroent, and only one
measuzement was 24 percent, 5¢ this is the originud report of the study that you have seen
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MMR."? At the hearing, additional tracings also were reported by . Weinberg,
however, the planimetry done in advance of the hearing and captured on
photographs taken by & digital cumera were actually worthless in supporting thal
canclusion because of poor color fidelity.'

I By the bearing, the partics Irad agrecd that oo LAA of 18.4 cni® was medically tengonable. The real debatc hare
cancemns the RJA.

JUDGE WALSIL: 1 mean, 1 1ake it hat the dehate hers, now thist you have Or, Goldmnn tatking

18.6, yous talklng 14.7, Dr. Saric, who recently cotered the fray hece, with his pwa planimsty,

miking about 16,2 and 193, vo if yoo aversge thoss, they al? are withiu & « lcas than 10 peroent of

rme nnother, £o the real debate hert is going to be over the sizr uf the jot

MR. CUKER: Thut's varrect,

JUDGE WALSH: Reguwegitant jot aron
15 [y, Weisberg admited rhat the digital photographs depicting the tracing done could nul Le read and critiqued.
Dut g0 the racord It complets, the Frames supparting Pr. Weinhetg's position are 591 out in ihix fotnate.

ME. CUKER: Thers wa go. 15 that yow — and that's agnin, that's 2t the sime frame $:5%:1.
TURGE WALSH: You folks hawe: i get a now digital camin,
WR, CUKIH: Thit 1a 6411 better than what we hod yesterday.
JUDGE WALSH: A lhtle bii.
WITNESS: Sb megu pixels.
JUPAGE WALSH: Tt docsn't have pood colar Bdality.
WITNESS: T think thet ans can argua that ynu can bold this area in and come opl Were and up
again. Tiis is coriainly mosai¢. 1's Hght Lloe. There's some white in here. The sune thing bere,
s | was ablc to pet 5,65 oatt of that,
Q). 5.65 squars contimutars?
A. That's correet.
Q. Now, did you do alteruate trazings, cutting out some of these wruas?
A, Yo, [did.
Q. Why did yuu do that?
A. Weli, baving becn down this road before, it's apparent to mé that everyone ls going L look at
thig thitsy a little difforently, and T thought, well, fet me 366 what the maslng would look Kike or the
area would lock like If T excluded suue areas that woro in queetion, and pur ancas in and thon just
kind of ¢hange things around a lile bit. So1 played a little bl with (e planimetar meaSuroments.
Q. By the way, that lusi une waa Exhibit 2060
JULMGE WALSH: 240, is it? All rignt.
MR CUKER: In his Pxchibit 2061, s i an alremate truciog of the ame Frame.
MR, AGNESHWAR: What wia the other one?
TUDGE WAT.STL: 2060,
WITNESS: It's the same baat, b I 1hink those are differcnt trames.
MR, FUKER: T somy.
A. This is 15 versus 11, but iv's ibe same beat, and Uve took out this area here. Left in this area,
and [ gt 5.07 ¢0 -
LE AN ]

MR CUKER: Fxhihi, 2062 iz a tracing you did at £59:26. Wonld that still be the same beat?
A. Tdon't renmmber the lust ona, but it's probably — thuse arg one-thirticth of & gacond, v dis
coman thown lere and ingludes this down, | discegaid any of the Hight blue over here. I'm pilling
a pact of this. This. agun, a2 Qifferent frame ul the same region.
Q. And that measured az what, 4.627
Al 6L
Q. Squar: watimeters? Olmy.

Waking our wuy down, Just show snuiler onc. This 18, azain, at 5:59:26 of the Sune
fiame?
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TUDUE WALSH: The last pletrs was 2062, right?
MR. CUKER: Correct.
JUDKGE WALSH: Now, we're on 20637
MR. CUKFR: Tuis is 2063.
Q. Wil did you = how did vou pull thif —
A T uut off part of tae bottom herw and kept in this arca, cut oft the side area here, anut lried 1o
inke it a littlc distorent just to 2o wherher il would change the size o7 The ane.
JUDGE WALSH: Each one of ilua arc different fmmes, L take it7
WITNESS: Differenr frames, yus,
MR, CUKER: They're shout a tenth of'a pacond apar.
MR. AGNRSHWAR; 1don't think so. 1 think the suavgrajher frecze frozs this pichme and kept
it om e for a while, S6 | think thiz is ali the same: feaune with difteront measaroments.
NINAE WALSIL: You do, hult? It gure luoks Jifferent t me.
WITNGSS: 1 don’t think co, because when you freeze fame this, my recollaction b, and T could
be wrong about this, thar e counles staps, and it becomes zero.
MR AGNESHWAR: Well —
JUDGE WALSH: We'll find qut an eross-¢xamination.
MR. AGNESHWAR: 0r with Dr. Coldman.
JUDGE WALSH: For what it's worth, 1've looked at the same [rames the doctor has and thay
ook dlffereni. Maybe they'rc not.
WITNFRI: And there wos aother one,
MR. CUKER: 'm going there.
WITNESS: Iapologize.
ML CUKER: That wat 4.45 vuoouwerers.
Q. Now, this is dafinttely r (ilTeeat imags, and maybe we sught to show il as it appears on the
tape. It's 354,
JUDGE WALSH. We're ablc to do that,
ME CUKFR: Let's gt baek to 554,
nEY
). Now, you did o tracing of thar trame, s well?
A Yes,
Q. And we'll switch 10 Exhibil P-2064, That's your drawing on that. Do you want to describe
that traeing?
WITNESS: Sure 1ok out the botfom part Bére, thinking Ut that would be an jssue and |
raced it around the — what | percsived to be the hiph flow arcas without the botiom part here,
coming in under here and back up around thiz way ad up t here.
NINGE WALBH: Looke hice 8 poos represenmiion ul Great Dritain,
MR. CUKER: 1 think & Jot of tham do, aciusily.
Q. And the moaguremienr was?
A, 4.27, I hiak
Q. Can we Jusi go back W the image on the videa again? Do you think yuu can ~ Dr. “‘Weinberg,
maybe you waul 1o mke this picture and show on that image what yon traceed? What's weluded?
A. Treame duwa this way. Sorry, your Honor.
TUTHE, WALSLE That’s all nght.
WITNESS; L came down this way In here and under and | excluded this area here, came under
here and trisd to work my way back up here, excluded this arca kere,
JUDGE WALSH: Right. And you say that was 4.277
WITNESS: 4.27, yes.
Q. Allright And Ihis last pne is - that’s Exhibit 2061
JUDGE WALSH: This is opcrating 19.6, that, 1 guess, would gel yuu cnmifortably over,
MR. CT/KTR: The ncxt one gols uk ¢ lintle less comfortably aver.
. ‘This, sgain, was dene ot rame 3:39:13, back in (I 559 scquenca,
A. Same thing. Came down here, excluded the dariker blue, sroluded thic area here, which is sorl
of & close cousin, bul paciapa nat part of the fumily, and came up this way and hack up W the top
agatn, and thi was 4.0,
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Dr. Goldman disagrees with Dr. Weinberg und has testified that gseveral of
the still frames, discussed by Dr, Weinberg, report the same point in the cardiac
cycle.)”

€. Mow, why don't we just ace the scrual video {mags of Prame 55%:137 Can you again, Dr.
Weinberg, takc whot you dzew on here snd show it un thevs, on the acreon?
A. Uhshoh. | tried to come down this way, in these arcoy over here, pick up thit, come nmder
bere, bock up bere, include this ares hers under that way.
. 4 square ceatdmetsrs?
JUDGE WALSH: Whutl was the size of that, just 47
ME. CUKER.: That was 4 ¢ven,
WITHRSS: 4.0,
NG WALSH: And the picwre is?
MR, CUKER; 2062 -- 3068, I'm sorry. Just for the record, though, is it your teqttmony thul Lthe
first troolng, 5,65 is medioally remnmble?
WITHESS: Which coo is thnt?
M. CUEER: This ome?
TUDGE WALSH, What’s the number on it/
MR CLIKRR: 20060,
WITNFAR: Yes, | bolicve that ncludes the jo1.
JUDGE WALSLE ‘Thet'a the 5.
WITNEEE: 5.63.
[ AR N ]
Q. Mow, in early systale, do the: Imalleis fonn that kind of pointy shape?
F o { N
Q. Does that Mullen out as you get into later systole?
A Yeu.
Q. Why would you - would it be appropriate in measuriog & reguigitant jct in o picture fike that
tn use a picture from late eystole — may [ have the puinter, please? Usc a pictore from late sysiole
whan the jets are flanened out like thut wul say to includa this part of the jet?
A Mo, ¥ou can't = Yol ¢An't wiy (hal becausc at this polnt in time i the aystollc cycle, # is what
itis.

You can'l say that I'm going to take the fet frem early sysiole aud cut off pant of it
becausc in late systole, as the leaflots coapt and become more flat, that yuu waot o use that as
your weker. That's nat rcascoable. No one does that.

(. No ems docy that?
A. Wcll, | dan't think anyone does tbal. 1 maan, | haven't heard snything like that. Let's pur ir
that way.

Y 1y, Goldman weetifled:

MR. AGNESHWAR: For the record. thase are Plaintiff's Exhibits 2062, 2084, 2060, 2065, 2061,
Anil 20464

A. Yes, sin,

Q. Dascd og your review of the echocardivgrum sty and your review of this frame and your
roview of Ur. Weinberg's frames, are thwes (racings done in the samc frame of o differem frame
thon what we se@ on the sermen?

A. The sams frams.

Q. All uf them?

A. Vun, s,

. The reason wo brought this other tereen ic because I want to show Lwo images side by sidc.
And if we pan g0 10 the videotape of this echocurdiagrmn and go to the same evclo 03 up here ot
the carne time counver.

MR. AGNESHWAR: And, for the reeord, that is 6:01:02,

Q. Duclir, we those the same images, the sams time counter? Feel free W yet up.
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The Court finds that Minter’s evhocardingram was performed in  medically
reasonable fashion, but the RIAS testified to hy Dt. Weinberg were substantially
overuaced. The Court finds that the lracings done by Dr. Weinberg which report
RJA in the range ol 427 cm’ o 7.8 cm’ were nol medically reasonable.
Exuminations of the [tames identified by Lrs. Weinberg, Goldmap and Saric
convince the Court thal Dr. Weinberg vvertraced geveral juts. Tn one examgple, he
expunded CADV’s sonographer's finding of RIA of 3.07 cm? 1o 445 cm® by
including low velocity non-turbulent flow’ In another, he retraced the
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MR CUKER: I'm going to object btcause what Dr. Weinberg was testifylng from — And this is
just a statcment for the recnrd, ceally. — did not have the soncgrapher's trectny v it This doee,
und 1t adds soms while dots to the mix that may nizke it hard o follow, I'm just making that

statcmnent,

MU, AGNESHWAR: That's nat the poinl ’'m making, 1 want o start out by showing the lwo
ti'muidehynidaandwlmlwuukllﬂremdoiswgomcl:ﬁmlmbymmeonthwldm umtil
m -

Q. Let me ask you this: Doctar, what is the time coumter on Tor. Weinberg's first tracing?

A. Ou 2062 it stoles 5:59.26.

(7. Before we do this lel me ask you one question: Huw can you told if two imuyet are images of
the capel same frame friwn the cchocardiagram or if they're differens? Are (here any abjective
criteria to be ablky (w determine that!

A. 'Lhere are mevxal external markers that ynu could s besides the image itsclt. What's very
helpful I5 thy FKG time markers. There uns fwo markers. The white line ropresents the EXI8Rt ol
\le Gozen Tuop in which i is contained, and thls talls you where i that marker, or where Jor that
luup you may be. And also, thix is the EXG, and tis is where this frame is -= ThIr i @ marker
hove showing you the imesval, hut you have a marker over here.

¢}. Cian you gescribe whid you'rs ponting 10 60 the erond is cloar

A. 'There it & linesr line going right afer the MRS here, 1t fooks like hwere are two arrowheada
which delineare the vycle, and thers’s & murker tight after two of those unowheads, 30 tha's
olitzide of the pichures jiaclf. And then you anid locak ot distingrive things within the picture, ilke

Yf this is & loop, the technulugist or the physiclan when they're reviswing it have the
ability uf going baok and forth Ly finding o frame they may want to mCasurs, and If the videntaps
is sl runming you'll see the tive morker changs, but the iinage may not change at al.

(1. Socven il the tme - The time morker might chiangy: even if the image 15 the sune?
A Yac. sir. Becauns 1t just says that the videotup: is running and recording.
0. Just 5o clarily, do you 360 oa the B that (liese are the 3ume, the strucluies arc the some?
A, They're the cxact same time and, obviuusly, it boa the came markers. Yes.
1 13¢ Goldman's lestimotty on this point ks as folluws:

€ The timo marksr is the same 11 tlxe sl you hirve compursl to what we see on the viden?

A, Yes omn

Q. And that's 5:59:24.

A. Yes, slr

Q. What RTA measurement did Or. Weluberg get hors?

A d.62 centimcteen squared. '

Q. As opposed to 3.07 thut le ronographer got?

A, Yes, sit.

. If you can tell by looking ot the Rard eopy of what Dr, Weinberg traced, il yon could point out
an the larger inags what be fraced to exprud the regurgitant it

30

P.34-38



SI‘EF' 23 2884 15:23 FR CIVIL DIVISION

281 646 2513 TO 917325652959 P.35-38

sonugrapher’s RIA su that it cxpanded in arca by almost 11%."" Fiually, again
taking the same view, Dr. Weinberg expanded the gonographer's tracing, this time

A It sppesss == Again it's hard. L appeand that he lncluded anything that had onlor io it
including thix very low-veloglry noatorholent blue and, cbvinusly, it looked ke it Incorporated
many wweas of black.
Q. T» that medically reasonable?
A ¥ don't think so.
Q. And just golng buck to your definiton of a mitral vopurgicant jot, why wanld it noer be
medically reasonable?
A. Becaust mitm! regurgitation should be Larbulent moskic highevelocity flow reprasentes] iy
eanlticolor mossic patter, and this is luw-velocity, very dark black, dark blue nonatlased fow.
. There was some teghirtony yesterday from Lr. Weinberg that even thouph those ansas are 1ot
maosaic they're still high velocily. Do you have an opindon about tiat?
A. Well, by detinitian if you lnok ot the Nyquist bur, if it has an olias tirough that it's pot going 0
evcoed 58 cotimarers pus second. So that's really not high veloeity. That's encampessed by the
Nyquist of that blood wovipg awoy fram veulficle or inflow in the venuicle, but it doasn’l
repreaent wrbulent masaie job.
0. And thar'sun appropriste Nyquist. Right?
A. Aguin, we alwoys try 10 have the highest Nyquist possible. 1 don't know if that’s wiat wa3
possiile un his mackine.
Q. If you can look st ybur sill and ~ of the next trwme of Dr. Weinberrr's, PlalntilTs' 2061, what
ix Cie time miacker on thix?
A 1t looke identieal. 5:19.20.
Q. Bams time murker?
A. Same time muarker and, therefort, the same image as we'Te geeing on the 6:01:02
Q. What did Tr. Weinbarg figt when he iruced it this ime?
A, 4.4% calimeters squand.
Q. Ra mboul o ceptimeter, a lilde more than 2 centimeter-and-n-halt moré than what the
oL grapiser got.
A. Yes, '
Q. And t0 the Best of your ability baced op tooking at this digitel photograpls, can you describe to
the judpe what Dir. Weinberg tmoad fo got lw: jet up to 4457 And just pointing out —
A. Again 1 preanme he incorporated within his trosing much of thiy area which is knw-velocity
penturba el Dow,
Q. Won'ld it bo madically repsonalike to include that In the tacing of o regurgitant Jar, milral
reguryitant j¢t?
A. Na, 3z,

¥ 3. Quldman twstified as follows:

MIL AGNESHWAR: 2060. Plaiotffy’ 2040,

. 1F you could just desaribe o the best of your sbility, Jooking av tho still frarae, what on this
tmaga Dr. Weinberg traced 10 get 5.647

A Aguin, T would assume be tnonmeretcd much of this lnw-velocity notturbulent flow that
wonald ol roprerent regurgitaiion.

Q. Medically reasonable?

A, 1don't tuink 50,

. Ifyou go 1o Plaintiffs’ 2065, the next fame?

A, Yeu,sir

Q. What did Dr. Weinbarg get la this measurement, just Iooking on the screen?

A. Dihink 5:55:13.

Q. What just occumed when we maved 1o 5:59:137

A. Vs the v frame.

Q. Can ynu explain pgain bow You cau 1ell ks tho same frame?

3
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by 66%.2° In short, it appears that the same cardiac cycle and jet werc measured
and romeasured with signiticantly different results.’!

A 1 think ebjectively the EKQ markor s vary fwipful in identifying b s the samc image snd dee
ame trume. Althaugh the VCR time marker migit have chatiged, the Mags is the game-
Q. Whan we wenl back \hrough all thege fimes did the fmage thunge ot A
A, Mo, slr,
Q. $o whal docs that tell you the gonographer did?
A, The sanagrapher had 2 frozen loop and kept the VCR moving 0s the loop dayed in position.
Q. What did . Weinberg gt thy fime whed be 1nued the RIA?
A. Tour centimeters sijuaed.
Q. And again that's pot much lugher than the sonographer's raviug, bt shout nine-aaths ul a
scntimeter grester Uxan the tracing that the wowngrapber did?
A, Hight Almugt 71 pereoat gream.
Q. Can you, ayain Jooking o the «til] franse thot you have, desciibe on the big piclure whar Dr.,
Welnbery Urced to get vp 1@ four?
A 1prums he snoompassed anything that had color, lncluding vory lowsveluity arean of black
shut would £ot reprasent mepargitent How,
(3. Would that ba medivally reasonable?
A. Mo, air,
. Goldmon's tettmony is as follows!

Q. I you vonld lock &2 PIRInGITS' 2041, what is the tinte murker an this one?
A. Thisis 5:5%150r 19,
Q. | think it's 15.
And agaln, ou the vidcotape, if we can Jjust go two frumes to 59:50. Did the image
change?
A, No, alr.
(3. Ls this the xans image os all the otlisy images we'vs seen and ws what we see on the biy scieen
from the echosardicgram?
A Ves, gir,
Q. Asd, again, how can you tell thm?
A, Using the BKG murkers.
Q. I'm sotry 1o beluhor this, bt fust g0 the record js clear, caa you poinl out again what you're
sceing on the EKG markers?
A Again I'm uging in thiz case the third QRS, There’s 8 Unear aiark right after the QRS
camplex. There are tWo serowheads which frazie the pecond und third (RS, and those appear o
be identical to what we're secig at 6:01:02, which would sy the Frozen frame & 5:58:115 is the
identical imngs that we're sening &t §:01.02.
€). What did Dr, Weinbery pet in his tracing this time?
A. 5.07 centimeters squured, .
(. And how much yrestar {a that than 3.07 that the sonographer traced?
A, probably around GG poreent.
Q. And wimt did Dr, Wainberg mact, lo the best you <an discwry 't, bascd an the phatograpt
tnera? Whal did homuonﬂikimqnmmuplos.lﬂ?
A Apaln, [ prosume he sncompussed anything he saw thul iad a color pixel in the Jef wiiun,
whicl would roprecens noaturbilent Bow,
Nty aric is of the same View:

THE COURT' Well, just bocouss thix is w. important matter, you g s planietry which is
reflected in your ow sxaminatlon. Culd you. just for us, ruce the repurgitant jat ther yoe
helicve cxisls hore?  We're refarring to the pisture up an fnur stitg-ofthe-mt wall, which is |
belicve the same image thal was photogrophad.

WILMESS! 1 prosame that thece are the leafless uf the mitzal valve. The anterior loaflet end the
postarior lmflel. Tholi™s the parimeter, e separation of the Jeft veniricle and the left awium. 1l
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Trr. Goldman concludad, us the Court now dues, that any RJA measurement
of 7.7 em® or 7.82 em™ reporied by Lir. Weinbery in his Affidavi, is medically
unreasonabls, Review of the echocardiogram convinces the Court that na
reasonahle expert could conclude that regurgitant jels of such ares exist there.

af*s corToot, the origin af jet would be bere and vontinues into the Lt atrfue. The arca that I
will tracs would ba the Ligh alle flow around -

TIE COURT: Yo would exclude the blur, wiethat it bo tight biue or ihe darker blue?
WITNESS: That's coirect

'YHE COTIRT: Why is thot?

WITNEAS: Bocuse the highwelocity jots -- Let's suy that the blood pressure is at lcast 3
mdred in any of the patenls. Sa the aasumption Is thul the jets travels &L very bigh velocity, &
Lenst 500 contimatere, which would be the prétnare uf'a hupdred, o, thetefore, regurgitant jet has
s - mitst alies 1 | travels at tha velosity. And alitionally if it's & high-velocity jot would be
congiderad to be & regurgitant jst. Thore woukdl be some brea of the blue that is displacernant ares
of & prewxisting blund, mtrained plood.

THE COURT: Dostar, wewd it be medicatly ressonable w fnchule any of that what you wall

intralned ~
THE WITNESS: ln my opinkon it's the high-velacity Jat, high aliasing that is migh-velncity jot
thul represcoty the miral reguryilant jot.
THE CQURI: All right. Anything you weat o follow up on?
MR. CUKER: Sure.
Q. Dr. Saric, in your wark ~ First of all, din you sgrec that et least wiilin these blus ayeas there
are areas of very light blnc to white that represeat higher velocity areun?
A Comect. At the lavel about — It's 597 1 think s 59, Se Qut would be approaching, but iL’s
still oot — it*s less then. Tr woulkd b in the fifties rRORS.
Q. Tan't it true, though, that the further the jot goss in e left atrium [t tands slow down it
velocity?
A. That's comest
{). Couldn’t 2 well trained, bighly qualified minlogist acting to The bt uf his ability reasonably
conchude that ul feast game of thesw light blue areat could belong in tha jel?
A. But Uey are umder the Nyquist limit, 3o you're telking about tu velncity dropping from 500 4
<0, These's & top-fold difference. 1t's alrcady the velocity - the Duw in the Jef mriem
MR. CUKER: Lould you rwd the question back, please.
(Whereupon, llie bast question 16 fead back by Uie reporter.)

. Con you answar ihut question. yos or no?
A. To the busi ol my ability | would say the jet (hat's traccd would be the highevelogity alias jet,
and 1 can spexk for myseit.
Q. Are you able to say whether other resonable, woll quatlfled cadiningists neting reasgnably
wonld 7 would pot conglude tome uf thess light blue areas as well?
A. You would Bave to ask them.
THE COURY: Here's the paint, Doctor, We don't cars huw you answer the question. And it's
not whether you embwrrass some Other pitysician ur xay somethiny that Is either (avorable or
upfaverable w Ui physician, Ihd questloner wils to know - He understands whot you're
teetifying. Niw he wants to know, could a cardiolagist with your maining and exporicnos, acdng
reasonubly, cruld that parton wace the blue o some of the blue anas, the hluc white areas within
that regurpitant jot and be acting i & medically raazonable way?
WITNESS: | doa't think the inclusion of this area would be ruediatly reaaenable.

¥ pr_Qoldman tcstified a5 follows:

. The bext, il you could look 3t plaintifrs’ 2064, and | belicys this 16 the lest une. What is the
time marker un this eno?

THE COURT; What a8 the tracing ol «

MR. AGNESHWAR: Of 20617
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Moreover, the Court finds that Dr. Weinberg retraced the RJAS measured by
CADV's sonographer and sigoificantly expanded them by including non-mosaic
laminar How or black segment blood. Accardingly, the Coust Linds thot Wyeth has
egtablished that Dr. Waeinberg’s conclusion that Miater has MMR 15 medically
unregsonable.

v

For these reasops, the Court grants Wyeth’s motions ta dismiss with
prejudice as 10 Comparoto, 1iamis, Henrie, LaRocca, McPhail and Minter and
hose plaintiffs will he peturned to the Class. The Court, however, denies Wyeth's
motion with respect 1o Grimes.

An Order reficeting these determinations s enclosed with this Letter
QOpinlon.

—

Very truly yopurs,

CIWilen I
Enel,

e ——

THE COVRT: On 2061,

ME. AGNESHWAR: The trauing on 2001 was 507

Q. :;lovhg 1o the bard cupy of 2064, this is ihus last tracing that . Wenberg did. Carrect?

A Yes.

Q. What is the dme snrker on this?

A 1should ssy Ir's the st ractng Ihat [ hava prints . 1 don't know iThe did othiers.
undevstand. That's 3l wit have, t00.

The time marker is 584,

Q. Row, | wantto g9 back, and | want you to Jescribe, ot 1 he image MOVeD, whut we'to S99I0E
A. 50 louks like they're siepping through the cycle. L you Juok, this BKG markier is moving? B
there*s a frozen lodp, and they're taking the loop through the ERG thirotgh {lie cardios complex as
noizd by the changs in raovement of the marker here.

THE COURT: Sarcleatly we have i new jot.

A But then by coecs back © the same vet [sic] [jet). So be comes hiack to the same jet that we
atarted. So the technician was going forward back, torward buck, but 5:54, If we takc thoge
gbjectiva markecs of the EKG, the ™o arnvwhends, this lincar marker are identical, S0 the
techuicinn was going back and orth but then cuded back where ho ar she had stasted.

THT COURT: So i’s tho same Jet ul} over pgain

WITNESS: Yes. Tt looks 8 i€ it°s the same yet [3ic].

__,__-_—-—-—""-'__.___-n-——___—-——
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