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

KAREN J. GREGG and : ClVIL ACTI ON
M CHAEL W GREGG :
Pl ai ntiffs, : NO. 95-4630
V. :

DANlEL M KANE, M D., STEPHEN :
L. TROKEL, M D., VISX, |NC :
and WLLS EYE HOSPI TAL,

Def endant s.

MEMORANDUM

BUCKWALTER, J. June 10, 1998

By Order dated Septenber 5, 1997, | deni ed Defendants’
notions for summary judgnent in this tort action for injuries to
Plaintiff Karen G egg’ s eye, and the case proceeded to trial. At
the close of Plaintiffs’ case, the remaining defendants noved for
judgnment as a matter of |aw pursuant to Federal Rule of G vil
Procedure 50 (a)(1).! After argunment, | entered judgnent for
Def endants WIlls Eye Hospital (WIIs) and VISX.  (NT 11/11/97 at
68-105), but | denied Dr. Daniel Kane's notion, as | found that
there remained jury issues as to his negligence. | |ater
summari zed ny hol ding as foll ows:

[E]ven if VISX and WIIls were sonewhat carel ess in what
they did, . . . there wasn’t enough evi dence to

YPlaintiffs do not chal  enge ny di smissal of defendant Stephen Troke
on the first day of trial



convince ne that it would be anything but a guesswork

for the jury to find that their carel essness was a

substantial factor in what happened here. But | found

that if there’s any substantial factor at all in this
case, it’s the doctor
(NT 11/11/97 at 218).

The jury returned a verdict for Dr. Kane, finding that
he had not negligently perfornmed the operation, and that Ms.
Gregg had given her infornmed consent to the operation.

Plaintiff now noves for a new trial against Dr. Kane, WIIls and
VISX. | will deny these notions. Plaintiff has failed to

sati sfy her heavy burden of denonstrating that the jury’s verdict

must be reversed,? and, on review of the pleadings and the trial

2 A jury verdict may not be overturned as agai nst the clear weight of
t he evi dence where the court woul d have reached a different conclusion than
the jury, but only where “the jury's verdict resulted in a mscarriage of
justice or where the verdict, on the record, cries out to be overturned or
shocks our conscience.” WIIlianmson v. Consolidated Rail Corp., 926 F.2d 1344,
1353 (3d Cir. 1991). The issues of negligence and i nformed consent were well -
presented and straightforward, and | cannot say that the jury’'s resolution of
t hem was agai nst the clear weight of the evidence. See id. at 1352 (“Were
the subject matter of the litigation is sinple and within a |layman’s
understandi ng, the district court is given less freedomto scrutinize the
jury’s verdict than in a case that deals with conplex factual deterninations
. . ."). Further, | amconfident that the jury’'s instructions on the Troke
consent formstated the correct |egal standard, Robinson v. Gty of
Pittsburgh, 120 F.3d 1286, 1293 (3d G r. 1997), and that it was not capabl e of
confusing or msleading the jury. Link v. Mercedes-Benz of North Anerica,
Inc., 788 F.2d 918, 922 (3d Cir. 1986). The sanme is true of mny negligence
instruction. Plaintiffs offered evidence as to Ms. Gegg’'s enrollnent in the
protocol ; their counsel in closing argued that the enroll ment denonstrated
negl i gence; and ny instruction, while not specifically including the
enrol | ment process, did not exclude it as a factor for the jury to consider
nor did it limt themto considering only the actual operation itself, rather
than the entire course of dealing between Ms. Gegg and Dr. Kane.
instructed themto consider “careless or unskilled performance by a physician
of the duties inposed on himby his professional relationship with his
patient,” (NT 11/13 at 97) and whether Kane “failed to exercise the degree of
skill and care expected in the field of laser surgery in his treatnent of the
plaintiff.” | accordingly do not find that ny reference to “surgery” limted
the jury to consider only the operation itself when evaluating Kane's all eged
negl i gence.




transcript, | amsatisfied that entry of judgnment for WIls and

VI SX was correct.

BACKGROUND

Plaintiffs Karen and M chael G egg s Second Amended
Conpl aint stated causes of action in negligence; reckless
i ndi fference, intentional m sconduct and informed consent agai nst
Def endants. They alleged that Ms. Gegg suffered injury from
t he second of two Phot ot herapeutic Keratectony (PTK) procedures
performed at WIlls by Dr. Kane using a 20/ 20 Exciner | aser
manuf act ured by Def endant VI SX

Exci mer | aser technol ogy was studied pursuant to
| nvesti gati onal Device Exenptions issued by the Food and Drug
Adm nistration (FDA). WIIls Eye purchased an exciner |aser from
VISX in 1991. Dr. Kane, who is not an enployee of WIlls, was an
i nvestigator for the VISX | aser study at WIlls. Because the
| aser was an experinental device, patients received | aser
treatment at no cost.

Ms. Gegg had high nyopia in both eyes: -19.75
diopters in her left eye, and -21 diopters in her right eye.
Aside fromthe nyopia, the vision in her right eye was good, but
a previous retinal henorrhage left her without central vision in
her left eye. Her best corrected visual acuity in her right eye
was 20/40 with glasses in 1992. Both of her corneas were

heal thy, and she did not have prior corneal surgery. Ms.
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Gregg’'s level of refractive abnormality was such that she was
considered to suffer from pathol ogi cal or malignant nyopia, and
her goal in seeking nedical help was to reduce her nyopia. Her
opht hal nol ogi st referred her to Dr. Kane for possible exciner

| aser treatnent.

W1 ls conducted excinmer |aser studies under two
protocols: the PTK protocol, and a Photorefractive Keratectony
(PRK) protocol for noderate nyopia. In PRK surgery, the |aser
vaporizes part of the corneal tissue to round off the cornea; the
greater a patient’s nyopia, the greater the anount of tissue
whi ch nust be renoved. The PRK trials were divided into three
groups: |low, noderate and high myopia. Low nyopia trials were
for patients with -1 to -6 diopter nyopia; noderate trials for
patients with -6 to -8 diopter nyopia; and, and high trials for
patients with -8 to -20 diopter nyopia. WIIs did not
participate in VISX s high nmyopia PRK protocol, and Ms. G egg
woul d not have qualified for that protocol.

VI SX divided the PTK trials into two groups, the second
of which is relevant here: Guoup Il for patients with
“refractive abnormalities, either pathologic or surgically
i nduced.” Unli ke the PRK protocol, the PTK protocol did not
i nclude diopter limts.

Wen Ms. Gegg first consulted Dr. Kane in the fall of

1992, he reconmended excimer |aser surgery to correct her nyopia



by renoving corneal tissue. Dr. Kane explained to Ms. G egg
the investigational nature of the |aser surgery, and he submtted
a registration/eligibility formto VISX. Kane registered Ms.
Gregg for the PTK Goup Il based on her refractive abnormality,
i.e., her pathol ogical nyopia. VISX approved the registration in
Novenber 1992. Although Ms. Gegg testified that Dr. Kane
provided her with a consent formutilized by Dr. Stephen Trokel
for a PRK low nyopia trial in New York, it is uncontested that
Ms. Gregg signed the appropriate formfor the PTK Goup I
protocol, and the jury found that she had given her inforned
consent to the PTK procedure.

Kane operated on Ms. Gegg’'s |eft eye on Decenber 17,
1992, and her vision in that eye inproved from 20/400 to 20/ 100.
Ms. Gregg then sought | aser treatnment for her right eye. Kane
advi sed her to wait six nonths, after which she again requested
the treatnent. Kane submtted another PTK G oup I
registration/enrollnment formto VISX which again approved the
surgery. Ms. Gregg again signed the required PTK Goup |1
consent form After her second operation on July 23, 1993, Ms.
Gregg’s right eye vision inproved, but she then devel oped gl are
and haze problens, and in Decenber 1993 her vision decreased.
Her vision in her right eye has gone from20/40 with glasses to

20/ 200 with glasses. Wile this astignati smhas been sonewhat



aneliorated with a contact |ens, she is nonet hel ess unable to

wor k or drive.

1. DI SCUSSI ON
The decision whether to grant a newtrial rests in the

trial judge' s discretion. Allied Chemcal Corp. v. Daiflon,

Inc., 449 U. S. 33, 36 (1980). Fed. R Cv. P. 59 permts the
grant of a new trial where there has been a manifest error of |aw
or fact, or newy discovered evidence, but Fed. R Cv. P. 61
bars the granting of a new trial where any error is harnless.
Entry of judgnment as a matter of law for WIlls and VI SX was
appropriate “only if, viewng the evidence in the |ight nost
favorabl e to the nonnovant and giving it the advantage of every
fair and reasonable inference, there [was] not sufficient
evidence fromwhich a jury could reasonably find liability.”

McDaniels v. Flick, 59 F.3d 446, 453 (3d Cr. 1995). Plaintiffs

attack nmy entry of judgnent for WIlIls and VI SX on procedural and
subst anti ve grounds.

First, | amconfident that Plaintiffs’ notion for
judgnment as a matter of |aw was properly raised, and that
Plaintiff cannot now attack it on procedural grounds when they
made no cont enpor aneous objection on those grounds and i ndeed

addressed the merits of the notions. WIlians v. Runyon, 130

F.3d 568, 572 (3d Gr. 1997). Nor do | agree that it was

i nproper to address whether Plaintiffs adduced sufficient
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evi dence to denonstrate causation when defendants’ notion
attacked Plaintiffs’ case on negligence grounds.® The transcript
denonstrates that all parties were well-prepared to debate the
el ements of Plaintiffs’ negligence clains.

Secondly, Plaintiffs do not denonstrate an error of
fact or law, but nerely reargue evidence which |I have already
found did not support negligence on Wlls or VISX s behalf. The
evi dence denonstrated that the PTK protocol did not contain a
diopter limtation; that it did not prohibit fell ow eye
treatnent; and that refractive surgery under the PTK protocol was
appropriate for Ms. Gegg. Plaintiffs’ presentation of Dr.
Kane’'s testinony is selective, and it ignores Kane's subsequent
opinion that Plaintiffs’ counsel had m srepresented the inport of
a scholarly article in presenting its alleged conclusions to him
The article which Plaintiffs represented as attacking the exciner
| aser trials was not only inconclusive, it was not published
until after both of the operations in question, and Plaintiff did
not indicate which parts of the article may have been publicly
di scussed prior to the second surgery.

It was because these factors appeared to create a jury

issue as to negligence that | denied VISX and WIIls’ notions for

3 The el enents of a negl i gence cl ai munder Pennsylvania |aw are: 1) a
duty or obligation, recognized by law, requiring the defendant to conformto a
certain standard of conduct; 2) a failure to conformto the standard of
conduct; 3) a causal connection between the conduct and the resulting injury;
and 4) actual |loss or danage resulting to the interests of another. @Glullo
v. Federal Express Corp., 937 F. Supp. 392, 394 (E.D. Pa. 1996).
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summary judgnent in Septenber 1997. The evidence as presented,
however, was not only insufficient to support these issues, it
actually undercut them and thus, even viewing it in the |ight
nost favorable to Plaintiffs, it would not support a reasonabl e
jury finding that either VISX or WIIl’s negligence was a
substantial factor in causing injury to Ms. G egg.

Mor eover, having determned that the jury's verdict for
Dr. Kane was not against the clear weight of the evidence, | am
unable to find that the evidence was sufficient to denonstrate
that the all eged negligence of either VISX or WIls could have
constituted a substantial factor in the injuries to Ms. G egg.
The jury rejected the bases of negligence which Plaintiffs
argued, and which they again advance: that Ms. G egg was
inproperly enrolled in the PTK protocol; that |aser surgery was
not indicated for a patient like Ms. Gegg wth high nyopia and
one healthy eye, and that the performance of the surgery was
bel ow t he standard of care.*

| therefore disagree with Plaintiffs’ argunent that
even if | deny Dr. Kane’s notion for a newtrial, | may still
grant VISX' s notion, as a jury could reasonably find that the
surgery shoul d never have happened, but that it was VISX s fault

rather than Dr. Kane's. Plaintiffs do not support this

“As | decline to overturn the jury’'s verdict for Dr. Kane, it is not
necessary to reach Plaintiff’s agency argunents against WIls or VISX
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contention, and I find no way to leapfrog the jury’'s

determ nations for Dr. Kane on negligence and infornmed consent,
and find that other parties further renoved fromany injuries to
Ms. Gegg were at greater fault. | will accordingly enter an

Order denying each of Plaintiffs’ notions.



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

KAREN J. CREGG and : ClVIL ACTI ON
M CHAEL W GREGG :

Plaintiffs, : NO.  95- 4630

V.

DANlEL M KANE, M D., STEPHEN :
L. TROKEL, M D., VISX, |NC
and WLLS EYE HOSPI TAL,

Def endant s.

ORDER

AND NOW this 10th day of June, 1998, upon
consideration of Plaintiffs’ Mtions for a New Trial (DKt.
172 & 173), and Defendants’ Responses thereto (Dkt. # 187,

189), it is hereby ORDERED that said notions are DEN ED.

BY THE COURT:

RONALD L. BUCKWALTER, J.

# 171,

188 &



