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

SCOTT ZEMAI TATI S AND : CIVIL ACTI ON
STEPHEN ZEMAI TATI S :

V.

| NNOVASI VE DEVI CES, | NC. ; NO. 98-1221

MEMORANDUM AND ORDER

Norma L. Shapiro, S.J. March 17, 2000
A jury found by a preponderance of the evidence that a
defectively designed product of defendant |nnovasive Devi ces,
Inc. (“lnnovasive”) was a substantial factor in causing harm
suffered by plaintiff, Scott Zemmitatis. The verdict awarded
Zemai tatis was $47,000 in nmedi cal expenses and $250, 000 for pain
and suffering. Innovasive, noving for judgnent as a matter of
law, a new trial, and/or remttitur of the pain and suffering
award, argues that: 1) it was error to allow plaintiff’s expert
witness to testify; 2) it was error to preclude defendant’s
expert witness fromtestifying about FDA approval data; 3) the
verdi ct was agai nst the weight of the evidence; and 4) a
remttitur of damages should be granted. Zenmitatis noved to
nol d the verdict and for del ay danmages under Pennsyl vania Rul e of

Cvil Procedure 238.



BACKGROUND

Plaintiff Scott Zemaitatis (“Zemaitatis”) was a varsity
swi mmer and soccer player at Eastern Regional H gh School in
Voor hees, New Jersey, when his |l eft shoul der becane dislocated in
May, 1995; there was a spontaneous reduction. This happened
again four or five tines in the follow ng nonths. |n August,
1995, Zemmitatis consulted Dr. Joseph P. lannotti (“Dr.
| annotti”) about his shoulder; at Zemaitatis's request, Dr.
| annotti did not operate on plaintiff to correct the condition
until March 7, 1996.

The operative procedure involved placing suture anchors in
plaintiff’s shoulder. The suture anchors, designed and
manuf act ured by I nnovasive, consisted of a collar and a pin
inserted into the collar to expand outward agai nst the bone
surface. Suture material was pre-loaded into an eye at the top
of the pin. Defendant’s delivery systemalso included a drill
wth a pre-fixed depth, drill guide, and gun trigger. Dr.
lannotti drilled holes, inserted three collars, pushed in the
pins, and tied sutures to the eyes of the pins. The liganents
around the shoul der were then tied in place.

Zemaitatis followed a rehabilitation programafter the
operation, but noticed a clicking noise and felt some disconfort
in his shoulder. Dr. lannotti recommended corrective surgery; at

t he second operation two nonths later, Dr. lannotti found the



pins in all three anchors protrudi ng above the | evel of the bone;
he corrected this by filing each pin to bone |evel.

After the second surgery, Zemaitatis clainmed to suffer
i ncreasi ng shoul der pain affecting his ability to play soccer and
swwm He insisted on a third surgery in June, 1997; it reveal ed
degenerative changes in the articular cartilage around his
shoul der bone.

DI SCUSSI ON

. Plaintiff’s expert w tness

In order to establish defectiveness of the suture anchor and
causation, plaintiff offered the expert testinony of Dr. Steven
Batterman. The court held two hearings in accordance with

Daubert v. Merrill Dow Pharmaceuticals, Inc., 509 U S. 579

(1993), to consider Dr. Batterman’s proposed testinony and
argunents of counsel.! Under Daubert, the trial court nakes a
determ nation whether: 1) the proposed witness is qualified as an
expert, 2) the expert enploys a reliable reasoning or

met hodol ogy; and 3) the reasoning or nmethodol ogy is relevant.

See Daubert, 509 U. S. at 592-93. The test is flexible and shoul d

focus on reasoni ng and net hods not conclusions. See Daubert, 509

U S at 594-95. It was ordered that Dr. Batterman could testify

that: 1) defendant’s suture anchor system was defectively

! Def endant made the sanme argunents at the Daubert hearings
that he nakes in his post-trial notion.
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desi gned because it was |oaded fromthe front rather than the
rear; and 2) the engineering of defendant’s product caused
plaintiff’s injury. Dr. Batterman was precluded fromtestifying
t hat defendant’s system was defective for any ot her reason, or
gi vi ng nedi cal opi nions.

| nnovasi ve argues it was error to allow Dr. Batternman to
testify at all because his testinony |acked a scientific basis.
| nnovasi ve al so argues that Dr. Batternman | acked specific
qualifications as to education, training or experience necessary
for himto render an opinion regarding the design of the suture
anchors. It is true that Dr. Batterman is a jack-of-all-trades
expert, but the court was satisfied he possessed sufficient
qualifications to testify in the limted areas permtted. The
court determned that Dr. Batterman’ s opinion regardi ng | oadi ng
of the suture anchors was adm ssi bl e because it had sufficient
scientific basis to aid the jury in reaching an accurate result.

See In re: Paoli Railroad Yard PCB Litigation, 35 F.3d 717, 746

(3d Cir. 1994). These findings satisfied the Daubert
requi renents; no new evidence or argunent has been presented
post-trial.
1. Innovasive's expert w tness

| nnovasi ve argues that its expert, Steven Kurz, should have
been allowed to testify to Food and Drug Adm nistration data

(“FDA data”) he reviewed to assess the safety of Innovasive's



suture anchor.? The court denied Innovasive' s notion in |imne
to allow testinony regarding the FDA data because it was
irrelevant and unduly prejudicial. See Fed. R Evid. 402, 403.
| nnovasi ve obt ai ned FDA approval of the suture anchor by
asserting it was “substantially equivalent” to other devices
already on the market. See 21 U . S.C. § 360e(b)(1)(B). Devices
on the market have not all been rigorously tested by the FDA,
nost devices currently on the nmarket have not received detail ed

FDA revi ew. See Medtronic, Inc. v. Lohr, 518 U S. 470, 477-78

(1996). The suture anchor at issue was never subjected to FDA de

novo review. Cf. Medtronic, Inc. v. Lohr, 518 U S. at 479 (“in

contrast to the 1,200 hours necessary to conplete a [de novo FDA
review], the [“substantial equivalence” review] is conpleted in

an average of only 20 hours.”); Othopedic Bone Screw Prods.

Liab. Litig., 193 F.3d 781, 786 (3d Cir. 1999) (if a device

obt ai ns FDA approval because of its substantial equival ence, it
may be introduced into conmerce wthout pre-market approval based
on safety and efficacy data from i ndependent investigation).

Testi nony of FDA approval was likely to lead the jury to believe
t he FDA conducted substantial testing of the suture anchors; it

woul d gi ve the product an unearned stanp of approval. The court

Z I'nnovasive cited no | egal authority in its post-trial
nmenor andum supporting its assertion that the FDA data shoul d have
been admitted, or that the failure to admt the FDA data was
reversible error.



determ ned the evidence, if admtted, would unduly prejudice the
jury.

Non-constitutional error in a civil suit is harmess if “it
is highly probable that the error did not affect the outcone of

the case.” West v. Philadelphia Elec. Co., 45 F. 3d 744, 752 (3d

Cr. 1995). Even if Dr. Kurz were allowed to testify to the FDA
data he reviewed in assessing the safety of Innovasive s suture
anchor, it is highly probable that the jury would have found for
Zemaitatis because of the testinony of Dr. Batterman and Dr.
| annotti .
I11. The weight of the evidence

A verdict will be stricken as agai nst the weight of the
evi dence only where “a mscarriage of justice would result if the
verdict were to stand . . . this |imt upon the district court’s
power to grant a newtrial seeks to ensure that a district court
does not substitute its judgnent of the facts and the credibility

of the witnesses for that of the jury.” Delli Santi v. CNA

| nsurance Cos., 88 F.3d 192, 201 (3d G r. 1996) (internal quotes

omtted). To allow a district court to override a jury decision
nmore freely would denigrate the Anerican judicial system

| nnovasi ve argues that, in addition to basing his case on
i nadmi ssi bl e expert testinony, Zenmmitatis relied on equivocal
testinmony by his surgeon, Dr. lannotti, on whether the suture

anchors were defective. It would have been quite reasonable for



the jury to have found that Zemaitatis's adverse result was
caused by Doctor lannotti’s negligence in inserting the device or
not checking to be sure the device was seated properly. There
was reason to question the credibility of the doctor’s testinony.
But credibility determ nations are for the jury. The jury
verdi ct should not be set aside because the court would have
reached a different result. The court cannot conclude that the
jury verdict was a m scarriage of justice.
V. Remttitur

The verdict awarded Zemaitatis was $47, 000 in nedi cal
expenses and $250, 000 for pain and suffering. |In reviewing a
jury’s award of danmages, a court nust ensure that the verdict is
clearly supported by the evidence, and that it is not excessive

as a nmatter of | aw See Starceski v. Westinghouse Electric

Corp., 54 F.3d 1089, 1100 (3d G r. 1995); Gunbs v. Pueblo

International, Inc., 823 F.2d 768, 773 (3d Gr. 1987). The

objective is to ensure that the jury has cone to a rationally
based conclusion. Starceski, 54 F.3d at 1100. A district court
must ensure “that jury awards do not extend beyond all reasonabl e

bounds.” MWalters v. Mntec, 758 F.2d 73, 82 (3d Cr. 1985). A

district court has broad discretion in granting or denying

remttitur. See Delli Santi v. CNA |Insurance Cos., 88 F.3d 192,

206 (3d Gir. 1996).

Zemaitatis, a young man interested in sports, postponed his



first operation until the conclusion of the 1996 soccer season.
Hi s second operation followed two nonths later, and his third
operation was perforned year thereafter; the third operation was
performed at Zenmmitatis' s insistence because of purported pain,
not because Dr. lannotti thought it necessary. Zemaitatis
testified he experienced pain on a daily basis since his first
operation in March, 1996 and has been forced to curtail his
athletic pursuits because of this shoul der pain; there was
evidence his arthritis my grow worse as he ages. For this past
and future pain and suffering, Zemaitatis received an award of
$250, 000.

In Gunbs v. Pueblo International, Inc., plaintiff slipped

and fell on oil in defendant’s supermarket. Plaintiff suffered a
sprai ned coccyx, a back spasm resultant osteoarthritic changes,
and sone herniation of an intervertebral disk. 823 F.2d 768, 774
(3d Cr. 1987). At the tinme of the accident, plaintiff “had
preexisting scoliosis, an osteoarthritic condition of the spine,
and wei ghed about 240 pounds which even she considered ‘very
heavy’ . . .7 1d. at 775. Plaintiff claimed that as a result of
the pain fromher fall, she could no | onger enjoy jogging,
swi nm ng, tunbling, and tennis, and that the pain she suffered
interfered with her marital relationship. I1d. Plaintiff al so
cl ai med that her accounting practice and secretarial school work

suffered as a result of her pain. 1d.



At trial, a jury awarded plaintiff $900,000 for past and
future pain and suffering, nmental anguish, and | oss of enjoynent
of life. Q@nbs, 823 F.2d at 769. The district court ordered a
remttitur to $575,000. |[d. at 770. The Court of Appeals, after
reviewing jury verdicts in tort cases involving simlar injuries,
ordered a further remttitur to $235,000 as the maxi mum recovery
that a jury reasonably could have awarded the plaintiff for pain
and suffering, nental anguish, and | oss of enjoynent of life.

The jury evidently believed Zemaitatis suffered significant,
life-altering pain as a result of Innovasive' s defectively
desi gned product and that he has been and will continue to be
restricted fromengaging in physical activities he fornerly
enjoyed. The award for pain and suffering was approxi mately five
times the nedical damages. It was only $15,000 nore than the
award permtted in GQunbs. The injuries here are | ess than those
clainmed by the plaintiff in GQunbs, but Gunbs was decided nearly
15 years ago. The jury award for pain and suffering here is not
so unreasonable that remttitur is mandated. 1In the absence of
adverse conparisons to other jury verdicts in simlar product
liability cases, the court declines to grant a remttitur for
pai n and suffering.

The $47,000 award for nedical expenses is conprised of
$40,000 for a future joint replacenent operation, and $6, 791 for

prior medi cal expenses, presunably rounded to $7,000 by the jury.



The award is based on Dr. lannotti’s testinony that a future
joint replacenent operation would cost “probably close to about
thirty thousand, naybe forty thousand dollars.” The jury award
for medi cal expenses is not so unreasonable that remttitur is

mandat ed.

V. Delay Damages

Pennsyl vania Rule of Civil Procedure 238 provides del ay
damages to a prevailing plaintiff in a civil action seeking
monetary relief for bodily injury. See Pa. R Cv. Proc.
238(a)(1). Damages are calculated at the rate of one percent
plus the prinme rate published in the first edition of the Wall
Street Journal for the cal endar year(s) for which danages are
awarded. See Pa. R Cv. Proc. 238(a)(3). Delay danages are
awarded from one year after the date original process was served
to the date of the award. See Pa. R Cv. Proc. 238(a)(2)(ii).

| nnovasi ve’s post-trial notions will be denied, so
Zemaitatis's notion for delay damages will be granted. The
parties agree that the relevant tine period is 122 days (March
16, 1999 until July 16, 1999), and the applicable interest rate

is 8.75% The total anobunt of delay damages is $8, 686. 23.

10



CONCLUSI ON

The jury verdict in favor of Zemaitatis was based on
findings that Innovasive designed and manufactured a defective
product causing Zenmitatis injuries; it was supported by
sufficient evidence to permt a reasonable jury to find in his
favor by a preponderance of the evidence. There are no | egal
grounds for setting aside the jury's verdict, granting a new
trial, entering a judgnent as a matter of law, or granting a
remttitur. Zemmitatis's notion for delay danmages wi |l be

gr ant ed.
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IN THE UNI TED STATES DI STRI CT COURT
FOR THE EASTERN DI STRI CT OF PENNSYLVAN A

SCOTT ZENAI TATI S AND : CViL ACTI ON
STEPHEN ZEMAI TATI S :

V.
| NNOVASI VE DEVI CES, | NC. ; NO 98-1221

ORDER

AND NOWthis 17th day of March, 2000, upon consi deration of
defendant’s post trial notions and suppl enmental post trial
motion, plaintiff’s responses thereto, plaintiff’s notion to nold
the verdict and for delay damages pursuant to Federal Rule of
Cvil Procedure 238, and defendant’s answer thereto, and in
consi deration of the attached nmenorandum

it is ORDERED t hat:

1. The post trial notions of defendant |nnovasive Devices
for judgnent as a matter of law, for a newtrial, or for a
remttitur, are DEN ED.

2. The supplenmental post trial notion of defendant
| nnovasi ve Devices for a newtrial i s DEN ED

3. Plaintiff’s Motion to Mold the Verdict and for Del ay
Damages Pursuant to Federal Rule of Civil Procedure 238 is
GRANTED. The verdict rendered by the jury in the anount of
$297,000.00 is nolded to add $8, 686.23 in del ay damages, for a
total verdict in the amount of $305, 686. 23 agai nst def endant,
| nnovasi ve Devi ces, Inc.

Norma L. Shapiro, S. J.



